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Executive Summary

In the past decade, a series of regulatory reforms, 
known as Better Regulation (see Box 1), has been 
adopted across Europe, marking a significant shift in 
the way policies are developed.1,2 Recently described 
as ‘one of the most fashionable terms circulating in the 
corridors in Brussels’,1 Better Regulation has been pro-
moted as a means of improving policymaking in the 
public interest. The concept is widely supported by 
many Member States3,4 and at EU level it is deemed to 
be so important that European Commission President, 
Jose Manuel Barroso, recently announced his decision 
to personally oversee its implementation.5 The ratifica-
tion of the Treaty of Lisbon,6 with its emphasis on eco-
nomic growth and competitiveness, has provided fur-
ther impetus for the Better Regulation agenda, which 
is widely perceived to be business friendly.7 Yet, little 
is known about the extent to which business interests 
have actually shaped this agenda. New research, based 
on an analysis of previously secret documents which 
tobacco companies were forced to release as a result of 
litigation8, demonstrates that British American Tobacco 
(BAT) and a number of other large corporations played 
a key part in promoting the regulatory reforms within 
the EU that together comprise Better Regulation (see 
Box 1). The documents show that they actively pushed 
for these reforms because it would seem they anticipat-
ed that they would favour their corporate interests over 
social and environmental concerns. These findings: (a) 
raise serious concerns about the extent of corporate in-
fluence in the EU and the ways in which this influence 
has been formalised; (b) indicate the direction and im-
pact of regulatory reform in the EU may pose a threat 
to public health and the environment; and (c) suggest 
that, whilst the regulatory burden on business may be 
declining, it is being replaced by a growing administra-
tive burden on EU officials, at taxpayers’ expense.

Three enclosed research briefings summarise these 
findings, revealing how BAT and the other corporations 
with which it worked have driven forward EU reforms 
on impact assessment, risk assessment and stakeholder 
consultation.They explain what BAT hoped to achieve, 
why senior managers at the company believed these 
policy changes would work in the company’s favour 
and how they then managed to successfully alter the 
rules by which EU policy is made. This included secur-
ing changes to the Treaty of Amsterdam which made 
a form of Impact Assessment mandatory, an achieve-
ment which an internal BAT document describes as ‘an 
important victory’ for the company9.

Box 1: What is Better Regulation?
Better Regulation describes a programme of 
regulatory reform taking place at EU and Member 
State level, which has been informed by similar, 
earlier reforms in the US. The term Better 
Regulation is vague and has been interpreted in 
a variety of ways but it is frequently associated 
with a desire to achieve a ‘simplified’ regulatory 
environment in which formal intervention is 
limited and ‘self-regulation’ and ‘co-regulation’ are 
considered as alternatives. In the EU, this has been 
reinforced by a specific commitment to reducing 
regulatory costs to business by 25%. It is possible 
to identify three core themes of Better Regulation, 
each of which feeds into the overall aim of 
achieving less of a regulatory burden on business:

(i) �The increased use of impact assessment, 
most notably an economic oriented form 
of impact assessment which aims to ensure 
policymaking does not impact negatively 
on business competitiveness (see Research 
Briefing 1: Impact Assessment – A Threat to 
Human Health in the EU?).

(ii) �The increased use of risk assessment, to 
assess whether or not regulatory interven-
tion is required (see Research Briefing 2: 
The Risks in Risk Assessment). 

(iii) �A commitment to early dialogue between 
regulator and regulated (see Research Brief-
ing 3: Stakeholder Consultation, Regulatory 
Capture and the ‘Good Governance’ Trap).

The findings demonstrate that:
•	 	�From the mid-1990s, BAT recognised that risk as-

sessments and business impact assessments could 
be manipulated to further the interests of the to-
bacco industry. Senior managers at BAT believed 
that a particular form of risk assessment would help 
prevent the introduction of tobacco control regula-
tions, particularly smoke free legislation, and that 
business impact assessments could help deter the 
introduction of regulation more generally and en-
sure industry involvement at an early stage of the 
policymaking process (thereby increasing the poten-
tial for influencing policy outcomes).

•	 	�BAT subsequently began actively pushing for risk 
assessment and business impact assessments with-
in EU policymaking and specifically sought to make 
business impact assessment a legal requirement by 

‘Better Regulation’ – Better for Whom?  
A summary of new research
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Without serious consideration, Better Regulation could 
therefore, just as it seems the corporations involved in-
tended, work to ensure policies that act in business’ in-
terest are more likely to succeed than policies required 
to protect population health or the environment.

Whilst the regulatory burden on corporations on busi-
ness is being reduced, this has been replaced by an  
increasingly onerous burden on the European Commis-
sion, at taxpayers’ expense.
The Commission needs to be aware of these issues and 
rethink the Better Regulation agenda to ensure that it 
works in the public’s interest. This requires that:

(i) �Impact assessment and risk assessment processes 
are accurately and fairly examined, in a way that 
does not prioritise one sector’s interests over an-
other’s.

(ii) �Consultation processes are fair and transparent, 
acknowledging documented evidence that corpora-
tions often act through third parties. In the case 
of tobacco, consultation processes also need to 
be consistent with the World Health Organisation  
international Treaty that the Commission has  
ratified.

(iii) �Efforts to reduce regulatory and administrative 
burdens should focus on overall burdens (includ-
ing those carried by EU officials) and not just on 
the burdens imposed on businesses.
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Conclusions and implications for policy

Whilst the principles of Better Regulation, as promoted 
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works in the public interest, the agenda has been clev-
erly manipulated by corporate interests to the extent 
that this may no longer be the case.

The research highlights the extent of corporate influ-
ence in the EU and demonstrates how this has been 
formalised through the various components of Better 
Regulation.
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Research Briefing 1:  
Impact Assessment (IA) –  
A Threat to Human Health in the EU?
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Directorate-General. However, in 2002, the Commis-
sion established a new ‘integrated’ IA system, which 
aimed to bring these various forms of IA together. The 
integrated system encourages policymakers to attach a 
monetary value to each predicted impact and then total 
all the ‘costs’ and ‘benefits’ (in other words, the EU’s IA 
system is a form of cost-benefit analysis). The guide-
lines for the Commission’s IA system have been revised 
several times since 2002 (most recently in 2009) and IA 
is now a compulsory part of the European policymaking 
process for virtually all Commission initiatives.1

Box 1 - What is Impact Assessment (IA)?

IA is a means of assessing the impacts of policy op-
tions in order to inform decision-making process-
es. Different forms of IA focus on different types 
of impact (e.g. HIA, BIA and EIA) and some attempt 
to assess multiple impacts. IAs also vary in the 
ways in which they measure potential impacts. For 
example, some approaches merely try to collate in-
formation about various types of impacts, whilst 
others involve the quantification and monetisation 
of all impacts, which requires prices to be attached 
to all impacts that could be affected by a policy, 
including impacts on non-market goods that are 
difficult to quantify in this way, such as loss of life 
or health. When applied to the regulation of sub-
stances which pose threats to human health and/
or the environment (e.g. tobacco or toxic chemi-
cals), IA provides a framework for making deci-
sions about whether and how policymakers should 
limit the resulting health and/or environmental 
damage. As such, IA sometimes incorporates risk 
assessment (see Research Briefing 2). 

Does the Commission assess all impacts?

Although the Commission’s current guidelines for IA 
require impacts to be assessed across three ‘pillars’ - 
economic, environmental and social - independent as-
sessments of IAs produced by the Commission claim 
coverage across the three pillars is uneven, with eco-
nomic impacts receiving the most attention.2,3 Although 
some aspects of health are included under the ‘social’ 
pillar,4 health impacts have received particularly lim-
ited attention in the Commission’s IAs to date.4,5 A re-
view of all IAs carried out by the European Commis-
sion in 2005 and 2006 found that more than half did 
not even mention the word ‘health’.6 This is despite the 

Executive Summary

New research shows that major corporations, 
led by British American Tobacco (BAT), secured 
changes to EU legislation via the Treaty of Am-
sterdam that fundamentally altered the way all 
EU policy is made by making a business-oriented 
form of impact assessment mandatory. Aided by 
think tanks and lobbyists, the corporations in-
volved recognised that business impact assess-
ment would work to their advantage by: 

•	 providing an economic framework for evalu-
ating all EU policy decisions (implicitly priori-
tising costs to businesses); 

•	 securing early corporate involvement in policy 
discussions;

•	 advancing corporate policy influence over the 
interests of other sectors by increasing policy-
makers’ dependence on information supplied 
and owned by businesses; 

•	 providing corporations with a persuasive 
means of challenging legislation.

As a result of this campaign, all significant EU 
policy decisions now have to be considered 
through an impact assessment framework which, 
by focusing heavily on business and economic im-
pacts, provides large businesses with a number of 
advantages over other policy actors, just as the 
corporations involved intended. The consequence 
is an increased likelihood that the EU will pro-
duce policies that advance the interests of major 
corporations rather than its citizens. This brief-
ing summarises the EU’s current approach to IA, 
explains how it emerged as a result of industry 
pressure and, whilst recognising the important 
contribution IA can potentially make to decision-
making processes, outlines the dangers inherent 
in this approach, notably that it can systematical-
ly advantage corporate interests and potentially 
threaten health. It concludes by outlining the key 
conclusions and implications for policy.

How does IA work in the European Union?

In the past, several different forms of IA (see Box 1), 
including Business Impact Assessment (BIA)a, Health 
Impact Assessment (HIA) and Environmental Impact 
Assessment (EIA) were used by different parts of the 
Commission, depending on the primary focus of each 

a	  �The Commission had been committed to using a relatively weak form of 
BIA since the late 1980s but, in practice, this early form of BIA made little 
difference to EU decision-making processes.

Research Briefing 1: Impact Assessment (IA) –  
A Threat to Human Health in the EU?
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fact that Article 152 of the Treaty on European Union 
explicitly states that “a high level of human health pro-
tection shall be ensured in the definition and implemen-
tation of all Community policies and activities,”7 a state-
ment that has been interpreted as requiring HIA for all 
EU policies.8

How did the economically orientated form of IA 
used by the Commission come about?

New research provides insights into how this bias may 
have come about. It demonstrates that the system of IA 
in the EU has been significantly shaped and promoted 
by a coalition of large corporations in regulated sectors. 
The campaign was led by the world’s second largest 
transnational tobacco company, British American To-
bacco (BAT), because senior managers at BAT believed 
such a system could work substantially in the tobacco 
industry’s favour. Specifically, BAT believed BIA could 
help prevent bans on tobacco advertising9 and pave the 
way for embedding consultation with corporations (see 
Research Briefing 3) and a form of risk assessment that 
would act in their interests (see Research Briefings 2) 
and, in 1995-1996, began to consider how they might 
promote these regulatory reforms. The process was 
complex and involved the following stages:

(i) Recruiting other companies and working 
through ‘front groups’

BAT was aware that a campaign for regulatory reform 
that was known to be connected to the tobacco indus-
try was unlikely to succeed10 and was advised to work 
through a ‘front group’ and to recruit other companies 
with similar interests (such as other large companies 
in regulated sectors).11 Following this advice, BAT ap-
proached the European Policy Centre (EPC, a Brussels 
based think tank) to lobby for regulatory reforms on its 
behalf, and jointly they set about recruiting other busi-
ness interests to this campaign.12

(ii) Securing a legal requirement for BIA in the 
Treaty of Amsterdam

Fronted by the EPC, and working with various other 
business organisations (such as the Union of Industrial 
and Employers’ Confederations of Europe, UNICE, now 
rebranded BusinessEurope, and the Confederation of 
British Industry), the companies involved quickly es-
tablished a highly influential lobbying campaign that, 
within 18 months, secured changes to the EU Treaty, 
obligating the Commission to ‘consult widely’ and mini-
mise the potential ‘burden’ of policy changes on ‘eco-
nomic operators’ (and others).7 This was interpreted by 
BAT to mean that a form of BIA was now mandatory 

within EU policymaking, a development the company 
perceived as ‘an important victory’ (see Box 2).

(iii) Creating a supportive policy network and 
embedding the policy changes

To ensure that the Treaty led to actual changes in the 
way policy decisions were made, BAT worked with the 
EPC to recruit more companies to what was by now 
called the EPC Risk Assessment Forum and helped est-
blish an additional pressure group, the Fair Regulation 
Campaign, which also promoted the need for BIA and 
related regulatory reforms.12 Policymakers were suc-
cessfully targeted by both groups. The EPC, for exam-
ple, persuaded the UK Presidency of the EU to officially 
sanction a conference that was paid for by BAT (some-
thing which may not have been disclosed to the policy-
makers involved) and which was used to promote BIA 
and RA. The various different initiatives undertaken by 
the EPC, the Fair Regulation Campaign and the business 
organisations they worked with, combined with the de-
cision to target amenable Member States, all helped cre-
ate the illusion that the pressure for regulatory reform 
in the EU was significant and diverse (see Figure 1).12 
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Public Policy 
Unit

(iv) Ensuring business inclusion at an early 
stage of policy discussions

The campaign for regulatory reform also sought to pro-
mote consultation with affected stakeholders, notably 
the business community, as an integral part of BIA and 
as a means of increasing ‘transparency’ in the EU.22 For 
the business sector generally, this ambition appears to 
have been realised (see Research Briefing 3).

How the EU’s approach to IA favours corporate 
interests

This research suggests the decision to focus on particu-
lar impacts (and not others) within the EU’s IA system 
was political, not scientific, and emerged as a result of 
persistent (often covert) industry lobbying. The political 
nature of IA (given the necessary decision to ask some 
questions and not others) and the major uncertainties 
inherent in IA methodologies (particularly those which 
require non-market goods to be assessed in monetary 
terms, as the current EU system does) leave IA open to 
abuse. A growing body of academic literature suggests 
there are at least Seven Potential Dangers of IA that 
serve to systematically advantage corporate interests,23 
some of which are summarised in Box 3, yet most Euro-
pean policymakers appear unaware of these concerns, 
as Box 4 illustrates.

* Based on documents which reveal the companies in-
volved in Fair Regulation Campaign meetings and email 
discussions.13,14

** Based on both on documents which clearly outline 
which companies were members of the EPC Risk Assess-
ment Forum and on companies’ participation in Forum 
events.15,16,17,18,19,20,21

Key t Figure 1:

A lobbied B (where A represents multiple 
organisations, 1 or more members of A lobbied B)

A and B lobbied one another

A was a member of / funded B

A helped recruit / worked with 

Figure 1: The multifaceted approach to lobbying to securing BIA
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The outcome

The new Treaty of the EU includes a (legally bind-
ing) Protocol on subsidiarity (the need to push de-
cision making as far down as possible). Chapter 9 
states: Without prejudice to its right of initiative, 
the Commission should:
•	 Except in cases of particular urgency or con-
fidentiality, consult widely before proposing legis-
lation and wherever appropriate, publish consul-
tation documents; […]
•	 take duly into account the need for any 
burden, whether financial or administrative, fall-
ing upon the Community, national governments, 
local authorities, economic operators and citizens 
to be minimised and proportionate to the objec-
tive to be achieved; […]

So, the Commission must now take into account 
the financial and administrative burden (cost), 
which has to be minimised and proportionate to 
the objective (benefit).

Next steps (in Europe)

A framework now exists in the EU which demands 
cost benefit analysis and risk assessment.

The new Treaty comes into force in January 1999. 
Between now and then it is vital that pressure is 
kept up to ensure that the EU does not get off the 
hook and that the new Protocol is translated into 
a meaningful system of regulation. […]

Next steps at British American Tobacco
British American Tobacco has achieved an impor-
tant victory in a key trade bloc. A priority should 
now be to encourage and empower other parts of 
the world to embark on similar exercises. […]

Box 2: In their own words – how BAT 
influenced the Treaty of Amsterdam and 
fundamentally changed EU policymaking  
(the following is taken directly from an 
internal BAT document9):

The opportunity

In no country in the world are governments re-
quired, in practice, to justify their actions through 
effective cost-benefit analysis, underpinned by 
rigorous risk assessment. An opportunity to pro-
mote such a requirement was identified in the Eu-
ropean Union (EU).

The Treaty of the EU does not currently contain 
any general requirement that government authori-
ties carry out a cost-benefit analysis or structured 
risk assessment before imposing legislation. How-
ever, the EU Treaty was re-negotiated in June 1997 
at the Intergovernmental Conference.

British American Tobacco and BAT Industries 
recognised that a broad coalition of like-minded 
companies might be able to persuade member 
states into amending the Treaty, imposing a bind-
ing requirement for cost benefit analysis and risk 
assessment.

The strategy

British American Tobacco and BAT Industries as-
sembled a group of companies with a common 
interest in rigorous cost benefit analysis and risk 
assessment.

Supported by a public affairs consultant (European 
Policy Centre) and a technical consultancy (Wein-
berg Group), this ad hoc group of companies used 
its contacts and influence to promote the cause of 
cost benefit analysis and risk assessment.

Throughout late 1996 and 1997, the campaign 
gained momentum through lobbies of member 
state governments, companies, trade organisa-
tions, the European Commission and others.

Germany, the UK, Ireland and the Netherlands 
(who held the EU Presidency) were identified as 
the key players and lobbying focused on interests 
in those states. […]
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Box 3: IA – Deadly Concerns

1. �Putting a price on life and providing a 
misleading sense of certainty

It is often impossible to know what the impacts 
of high-level policies will be in advance of their 
implementation, so the results of IAs are often 
uncertain. This is particularly true where non-
market goods (such as human health or the en-
vironment) are involved because it is difficult to 
agree what the monetary value of such impacts is 
and because it is harder to predict the long-term 
impacts on health and the environment than the 
short-term impacts on business. Such issues are 
often obscured by IAs, resulting in a misleading 
sense of certainty. 

2. �Creating a policy dependence on vested 
interests

IAs can create a policy dependence on vested in-
terests in the following ways:

(i) �The EU’s IA process is understood to require 
the Commission to consult ‘interested parties’ 
and has led to greater consultation with affect-
ed stakeholders about potential policy chang-
es.22 While this can improve the democracy and 
transparency of decision-making, consultation 
with businesses with a history of manipulating 
policy outcomes through covert means, such as 
the tobacco and chemical industries,25,26,27 may 
work against policies designed to safeguard 
public health. This problem is exacerbated by 
the fact that less well resourced actors may be 
unaware of, or unable to fully participate in, 
consultation processes.

(ii) �Even without the increased emphasis on con-
sultation, much of the information required 
to undertake IA is owned by businesses (e.g. 
information relating to the likely impacts on 
business and the economy). Given that busi-
nesses are commercial organisations, it is ra-
tional for them to selectively disclose (or even 
manipulate) information that will work in their 
favour and recent evidence demonstrates that 
chemical companies have done precisely this 
(see Box 4).

(iii) �Undertaking IAs is resource intensive and the 
Commission’s limited resources mean it is not 
always possible for IAs to be produced inter-
nally. This increases the Commission’s de-
pendence on external (often commercial) con-
sultants,24 which is problematic if such firms 
are simultaneously working for vested inter-
ests, a situation which has already occurred 
(see Box 4). 

3. �Shifting the ‘burden of proof’ onto regulators 
whilst simultaneously undermining the 
evidence

Commentators with links to regulated industries 
argue that IA represents a scientific alternative to 
the precautionary principle (see Research Briefing 
2). Such claims aim to shift the burden of proof 
away from manufacturers of risky goods towards 
the EU officials responsible for managing these 
risks, ensuring officials cannot prevent a risk 
until they can provide sufficient evidence to dem-
onstrate the extent of that risk. This means that, 
whilst the regulatory burden on businesses may 
be reducing, the administrative burden on EU of-
ficials is increasing. Such an approach could also 
pose significant risks to health and the environ-
ment where: (i) the risks involved are long-term 
and difficult to predict; and/or (ii) interested eco-
nomic actors produce, fund or otherwise influence 
research with the specific intention of creating sci-
entific uncertainty (as tobacco, chemical and other 
industries have all done25,26,27).

4. �Facilitating corporate attempts to delay and 
block regulation 

A mandatory requirement for policy decisions to 
be informed by IA provides stakeholders with a 
tool to challenge both proposed and existing leg-
islation. This can and has been used to delay and 
weaken proposed EU regulation (see Box 4) and 
could be used to repeal enacted legislation. It can 
thus lead to avoidable harms being caused to pop-
ulations and the environment.28
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   Conclusions and Implications for policy

•	 	BAT worked, often covertly and with other corpora-
tions, to promote a form of IA that would prioritise 
corporate interests, often at the expense of public 
health legislation. This approach to IA significantly 
influenced the EU’s current integrated IA system.

•	 	By working via third parties and member states, the 
extent of corporate interest in, and influence on, IA 
was remained hidden.

•	 	There is an urgent need for the Commission and its 
staff to recognise the origins of and the potential 
pitfalls and dangers in its current approach to IA. It 
is essential to recognise that, whilst IAs can act as 
useful guides, they rarely provide certainty and are 
open to manipulation. 

•	 	The Commission should undertake a major review 
of IA which considers:

(a) The administrative burden involved for offi-
cials, given that IAs are now required for all sig-
nificant policy decisions and the number of IAs 
is increasing annually (impact assessments were 
produced for at least 122 European Commission 
proposals in 2008).
(b) The need for health, social and environmen-
tal impacts of major policies to be adequately 
assessed and given equal status with economic 
impacts. This will require the development of ap-
propriate infrastructures and data, particularly if 
such impacts are to be adequately costed across 
all member states;
(c) The ways in which the current approach can 
favour corporate interests over others;
(d) Given the resource differences between various 
types of organisation, it may also be necessary to 
ensure parties with fewer resources to track pol-
icy development (e.g. civil society organisations) 
are aware of and able to participate in IAs.

•	 	Similarly, it is essential to ensure that all sectors are 
appropriately involved in any review, regardless of 
their financial ability to participate.

Box 4: How the chemicals industry employed 
IA to weaken EU legislation29

Underpinned by the precautionary principle, 
REACH (the Registration, Evaluation, Authorisa-
tion and Restriction of Chemical Substances) is 
potentially one of the EU’s most important pieces 
of legislation. Intended to ensure that all chemi-
cals would be tested for safety, it was originally 
designed to ensure companies (rather than regula-
tors) were responsible for providing data to sup-
port safety claims. However, the chemical industry 
successfully diluted key aspects of the proposed 
regulation, including the requirement for manda-
tory substitution for some of the most hazardous 
chemicals, and there is evidence that IAs played 
a crucial role in this. In addition to employing its 
greater resources to dominate the European Com-
mission’s internet consultation, producing its own 
IAs emphasising the potential costs of REACH, the 
chemicals industry influenced the Commission’s 
own IAs of REACH in several ways. DG Research 
commissioned an external consultancy firm to 
evaluate the impact of REACH on the competitive-
ness of the European chemicals industry. Howev-
er, this consultancy firm had already produced an 
IA for the chemicals industry and it used the same 
parameters and methods of calculation for both 
studies, resulting in a significant over-estimation 
of the likely economic impact of REACH. Despite 
the fact this IA was effectively dismissed by the 
European Parliament, in the same year DG Enter-
prise and DG Environment signed a Memorandum 
of Understanding with the chemical industry, 
which led to the industry paying for two further 
IAs to be conducted by other consultancy firms 
and one by the Commission’s Institute for Prospec-
tive Technological Studies, all three of which were 
incorporated by the Commission in their overall 
analysis of the likely impacts of REACH. Several 
non-governmental organisations were involved in 
monitoring this process but two withdrew, claim-
ing that the study methods lacked transparency, 
were inconsistent and imbalanced, and placed 
undue focus on business impacts. Environmental 
campaign groups claim that the industry’s efforts 
subsequently resulted in significantly weaker leg-
islation than the Commission had originally pro-
posed.30,31
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Executive Summary

In recent years, the Commission’s guidelines on 
impact assessment have paid increasing attention 
to risk assessment.1 Assessing the potential risks 
in advance of proposals for policy action seems 
sensible. However, recent research demonstrates 
that large corporations whose products are poten-
tially damaging to health and the environment, in-
cluding the tobacco and chemical industries, have 
played a key role in promoting risk assessment in 
the EU. This is because senior managers at some 
of the companies involved believed a particular 
approach to risk assessment could work in their 
favour by making it more difficult for policymak-
ers to justify regulatory interventions that, whilst 
protecting public health, might damage their prof-
its. This research demonstrates that:

•	From 1995 onwards, senior managers at Brit-
ish American Tobacco (BAT, the world’s second 
largest transnational tobacco company) believed 
a requirement for structured risk assessment 
could be used to prevent legislation restricting 
smoking in public places. Consequently, BAT 
began working to try to ensure structured risk 
assessment of all EU policies became obligatory.

•	Having been advised that risk assessment was 
not on the EU agenda and that any campaign con-
nected to the tobacco industry was unlikely to 
succeed, BAT recruited other business interests 
to a long-term lobbying strategy, which involved 
promoting risk assessment as part of the broad-
er set of business friendly reforms, now known 
as Better Regulation.

•	The European Policy Centre has played a key part 
in this campaign, obscuring the commercial in-
terests involved.

•	This campaign has been extremely successful 
and is ongoing, helping create a legislative en-
vironment in the EU which is at risk of consist-
ently prioritising business interests over others, 
including the environment and health, thus 
putting the health of EU citizens at risk.

This briefing explains what risk assessment is, 
what BAT and other businesses hoped to achieve 
by promoting it and how this campaign func-
tioned. It then outlines the potential dangers 
posed in relation to current, ongoing efforts to re-
define policymakers’ perceptions and understand-
ings of risk, before outlining the key conclusions 
and implications for policy.

What is risk assessment?

Risk assessment is a means of assessing the potential 
risk posed by a particular hazard. In a policy context, 
risk assessment is designed to help inform decisions 
about whether legislative intervention is required to 
help manage a particular risk. It is thus usually under-
taken early in the policymaking process, in advance (or 
at a preliminary stage) of impact assessment.

Why have British American Tobacco and other 
large corporations been promoting Risk 
Assessment in the EU?

From 1995 onwards, senior managers at BAT wanted 
to lobby for what they termed ‘structured risk assess-
ment’ in the EU because they believed it could be used 
to prevent the introduction of public smoking restric-
tions, which were seen to be a growing threat in Europe 
at that time (see Box 1).2 BAT had learnt that risk as-
sessment could be used in this way from the American 
tobacco company, Philip Morris, which had successfully 
redefined risk assessment in the USA so that it could be 
used to challenge, rather than support, the classifica-
tion of Environmental Tobacco Smoke (ETS) as a threat 
to health.3 However, BAT was advised that the European 
Commission was not, at that time, interested in risk as-
sessment,4,5 so it began exploring alternative ways of 
promoting risk assessment in the EU. This involved 
linking risk assessment with broader regulatory chang-
es, particularly business impact assessment, which lat-
er became collectively known as Better Regulation.

Box 1: Excerpt from an internal BAT 
document,6 dated 1995, explaining that senior 
managers at the company believed risk 
assessment could help the tobacco industry 
challenge claims about the health impacts of 
environmental tobacco smoke (ETS):
Rationale
It is believed that if a structured risk assessment 
that included proper rules for the assessment of 
epidemiologic and animal data were applied to 
the existing ETS science, then it would be appar-
ent that ETS has not been proven to be a cause 
of disease in non-smokers. A legislated demand 
for structured risk assessment would then remove 
the possibility of introducing public smoking re-
strictions that are based on risk claims.

Research Briefing 2: The Risks in Risk Assessment
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Box 2: Corporate interests and the 
Precautionary Principle
The Precautionary Principle states that, where 
there are reasonable grounds to believe that a 
given hazard would, if it occurred, result in severe 
or irreversible damage to the public’s health or the 
environment, policymakers should act to prevent 
that risk, even where there is not yet a scientific 
consensus about its likely occurrence and/or 
impact. The companies involved in the campaign 
described above were concerned about how the 
Precautionary Principle was being interpreted and 
employed by policymakers in the EU, fearing it 
may lead to legislation affecting their economic 
interests. Hence, as part of their collective efforts 
to promote a form of risk assessment that would 
work to businesses’ advantage, they attempted to 
influence how this Principle was understood and 
applied in the EU.

Future Dangers

The lobbying campaign uncovered by this research has 
already substantially altered the way in which policy de-
cisions in the EU are made and there is potential for 
this influence to increase further if policymakers do not 
become more alert to what is happening. The campaign 
appears to be ongoing and is currently focusing on in-
fluencing policy perceptions of, and responses to, risk, 
which was the original driver for BAT’s campaign. This 
raises the possibility that large corporations which prof-
it from the manufacture and sale of some of the most 
toxic products in Europe could further influence the 
rules governing how the associated risks are handled.

Conclusions and Implications for policy

•	 Having observed developments in the USA, BAT be-
lieved that a mandatory requirement for a particular 
form of risk assessment in the EU could help pre-
vent public health policies that it feared would af-
fect its commercial interests. 

•	 Aware that a campaign focusing on issues of risk that 
was known to be connected to the tobacco industry 
was unlikely to succeed, BAT conducted its cam-
paign through third party organisations (particularly 
the well-respected think tank, the European Policy 
Centre) and with corporations in other sectors.

•	 Having been advised, in 1996, that risk assessment 
was not on the Commission’s agenda, BAT and its 
allies worked first to promote a form of BIA, with 
the intention of using this to promote the need 
for risk assessment. Not only is a form of BIA now 

It is important to note that by this stage the industry 
was well aware of the negative health impacts of Envi-
ronmental Tobacco Smoke but was simultaneously try-
ing to influence the evidence base on the issue.6 

How did BAT and other large corporations work 
to promote risk assessment?

BAT was advised that it might be able to promote risk 
assessment by linking it to the European Commission’s 
commitment to undertaking Business Impact Assess-
ment (BIA)7 which had been flagged as a priority for 
1996. This, it was suggested, could be used to press 
for ‘More detailed guidance on the preparation of busi-
ness impact assessments, perhaps including elements 
of structured risk assessment’.7 At the same time, BAT 
was also being advised by external consultants that BIA 
could be used more generally as a means of increas-
ing business influence over policy decisions. Hence, for 
the first decade of the campaign, from 1995 onwards, 
efforts were largely focused upon promoting the need 
for BIA (see Research Briefing 1) and for better consul-
tation with business actors (see Research Briefing 3), 
despite the underlying intention to eventually secure 
a particular form of risk assessment. Nevertheless, 
promotional material frequently suggested risk assess-
ment was a necessary part of BIA, paving the way for 
the campaign to focus on risk related matters at a later 
stage.2 Risk assessment is now included in the Commis-
sion’s guidelines on impact assessment.1

Re-framing policy perceptions of, and 
responses to, risk

Now that a requirement for a business orientated form 
of IA and consultation with ‘interested parties’ have 
both been achieved (see Research Briefings 1 and 3), the 
campaign has evolved to focus more clearly on redefin-
ing policymakers’ approaches to risk, which was BAT’s 
original aim.2 In 2006-2007, the coalition of companies 
involved in the European Policy Centre’s Risk Assess-
ment Forum established themselves as an independent 
group called the European Risk Forum.2 This group, 
which describes itself as a ‘think tank’ despite solely 
representing corporate interests, is now actively pro-
moting the idea that the European Commission needs 
to adopt a more structured approach to risk assess-
ment and risk management.8 Recent analyses suggest 
efforts to redefine policymakers’ understandings of, 
and responses to, risks, including those aimed at limit-
ing the use of the Precautionary Principle (see Box 2), 
have met with some success in the EU9 and UK10 (which 
BAT identified as a potential ‘model’ for promoting risk 
assessment in the EU.)2
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mandatory for all EU policy decisions (see Research 
Briefing 1) but the current guidelines now include a 
section on risk assessment.

•	 The Commission needs to fundamentally review its 
approach to risk assessment in light of these find-
ings and ensure that its policy processes are able to 
adequately protect health and the environment and 
are not biased in favour of corporate interests.

•	 In the meantime, policymakers must be alert to the 
possible interests involved in efforts to promote  
a new approach to assessing and managing risk  
in the EU.

•	 When judging the validity of such efforts or claims 
about risk, particularly those involving external 
stakeholders, officials should establish which inter-
ests are involved (see Research Briefing 3).
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Executive Summary
Over the past decade, the European Commission 
has been making concerted efforts to increase 
the transparency of the European policymaking 
process as part of its ‘Good Governance’ agenda. 
Such reforms are widely perceived to be a means 
of improving EU legislation by protecting it from 
inappropriate and often covert business lobby-
ing. However, recent research demonstrates that 
large corporations have been using commitments 
to transparency and good governance to increase 
their ability to influence EU policy. This research 
demonstrates that:

•	As part of its campaign to promote a series of 
regulatory reforms in the EU, British American 
Tobacco (BAT) worked with other large corpora-
tions to promote the idea that a lack of consul-
tation with stakeholders (particularly business 
interests) was widely deemed to be problematic 
in the EU and that increased consultation formed 
an essential element of the impact assessment 
process (see Research Briefing 1).

•	These claims fed directly into calls for the Com-
mission to produce minimum standards on con-
sultation with stakeholders and interested par-
ties.

•	In 2002, the Commission produced precisely 
such standards and they took effect from Janu-
ary 2003.

•	Having played a role in promoting these stand-
ards, tobacco companies are now employing 
them to challenge policy commitments that 
threaten their interests.

This briefing summarises how BAT and other 
large corporations worked (in a paradoxically non-
transparent manner) to promote the idea that con-
sulting corporations about proposed legislation at 
an early stage would help improve transparency 
in the EU. It then explains how tobacco companies 
are employing these same policy commitments 
to undermine a World Health Organisation global 
public health treaty on tobacco control that the EU 
has signed and ratified. It concludes by outlining 
the key conclusions and implications for policy.

Why is the EU under pressure to increase 
transparency and what does this involve?

In 1996, a European Commission communication men-
tioned transparency amongst a number of other pro-
posals for improving the legislative process in the EU.1 

However, this did not appear to stimulate any signifi-
cant action.2 In contrast, a major scandal at the Com-
mission in 1999, in which 20 Commissioners resigned 
over allegations of nepotism and corruption,3 led to a 
far more significant focus on transparency. As part of 
efforts to increase transparency and improve its ethical 
conduct, the Commission issued a communication en-
titled ‘Towards a reinforced culture of consultation and 
dialogue - General principles and minimum standards 
for consultation of interested parties by the Commis-
sion’ in 2002.4 In 2005-2006, under the leadership of 
Commission President José Manuel Barroso and Com-
missioner for Administrative Affairs, Siim Kallas, the 
Commission launched the European Transparency Ini-
tiative.2 This includes proposals relating to aspects of 
interest group activity and ideas about improving ethi-
cal standards for EU officials.

This briefing focuses specifically on the governance of 
interest group activity, an issue over which the Com-
mission has been facing a great deal of pressure as 
there is a perception that corporate lobbyists have been  
successfully increasing their influence on the Euro-
pean political agenda in recent years.2 One of the big-
gest sources of such pressure has been the Alliance 
for Lobbying Transparency and Ethics Regulation (AL-
TER-EU), a coalition of over 160 civil society and other  
organizations. Responding to such pressure, in 2008, 
the Commission launched a Register of Interest Rep-
resentatives, with the stated aim of ‘let[ting] citizens 
know which general or specific interests are influencing 
the decision-making process of the European Institutions 
and the resources mobilized to that end.’5 However, the 
voluntary nature of the register has attracted criti-
cism,6 and the issue of transparency in the EU therefore 
remains hotly debated.

Who do commitments to improving 
transparency in the EU benefit?

Many commentators believe an increase in transparen-
cy in the EU will benefit civil society organisations and 
the wider public by protecting EU policy decisions from 
excessive behind-the-scenes lobbying undertaken by 
well-resourced business interests.6 However, as early as 
1996, BAT was advised that commitments to increased 
transparency could be used ‘to press for more elabo-
rate consultation’ of business interests.7 In pursuing a 
package of regulatory reforms that it believed would 
help protect its European interests (see Research Brief-
ings 1 and 2), BAT, and other corporations it was work-
ing with, employed the concept of ‘transparency’ and 
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health, particularly if other, less well-resourced stake-
holders are (due to resource limitations) either unaware 
of or unable to fully participate in consultation process-
es. For example, an exploration of the development of 
legislation relating to the regulation of chemicals in Eu-
rope (see Box 4 in Research Briefing 1), suggests inclu-
sive approaches to consultation can privilege business 
interests when the relevant debates are too technical to 
be understood by most other stakeholders.12

Is the tobacco industry a special case?

The way in which the tobacco industry works is unlike-
ly to differ significantly from other corporations9,10,11 

and there is now substantial evidence that corporations 
have acted collectively to influence EU policy process-
es.13 However, as a result of litigation which forced the 
tobacco industry to make its internal documents pub-
lic, we now know far more about tobacco than other 
industries.14 This knowledge has, in turn, prompted 
efforts to reduce the tobacco industry’s influence on 
policy via the Framework Convention on Tobacco Con-
trol (FCTC),15 the first global public health treaty to be 
developed by the World Health Organisation (WHO) 
which has now been ratified by 168 countries/regions, 
including the EU. In recognition of the now well docu-
mented, systematic and often covert tobacco industry 
efforts to undermine tobacco control policy,16,17 Article 
5.3 of the FCTC specifically requires that, ‘in setting and 
implementing their public health policies with respect to 
tobacco control, Parties shall act to protect these poli-
cies from commercial and other vested interests of the 
tobacco industry in accordance with national law.’ This 
means all EU officials need to be particularly careful 
about consulting the tobacco industry or its representa-
tives.8 Commission officials in directorates other than 
Health and Consumers need to be especially aware of 
these issues as previous evidence indicates that the in-
dustry will specifically seek to exert influence via poli-
cymakers without responsibility for health issues.18,19

How are commitments to ‘transparency’, ‘good 
governance’ and ‘better regulation’ helping the 
tobacco industry?

In the EU and the UK, the strategy being employed by ma-
jor tobacco companies (both prior and subsequently to the 
agreement of the guidelines for Article 5.3 of the FCTC) 
is to claim that Article 5.3 contravenes existing official 
standards on consultation because it requires complete 
exclusion of the tobacco industry from policy discussions 
(in fact, it merely requires that consultation should be 
limited to that which is strictly necessary and should be 
transparent and accountable).8 Such claims are frequently 
framed within broader policy commitments to ‘better reg-
ulation’ or ‘good governance’, as Box 2 illustrates.8

‘good governance’ as a means of promoting the need 
for consultation with affected parties at an early stage 
in the policy process (see Box 1).8 These proposals were 
overtly linked with calls for a business orientated form 
of impact assessment (see Research Briefing 1).

Box 1: How BAT and other large corporations 
exploited EU commitments to transparency 
and good governance to further their own 
interests
Internal company documents, released as a result 
of litigation, show that from 1996 onwards, BAT 
established a coalition of companies and worked 
with a widely respected think tank, the European 
Policy Centre (EPC), to ensure that corporations 
would be included in European policy discussions 
and formally consulted early in policymaking 
processes.8 These efforts included the publication 
by EPC, in September 2001, of an officially com-
missioned paper on business impact assessment. 
This paper was based on work by the EPC Risk 
Forum which was chaired by BAT’s head of sci-
ence and regulation. It argues that better consul-
tation is needed during policy development and 
recommends that the Commission should estab-
lish ‘mandatory standards for consultation’ which 
would involve stakeholders at a very early stage 
in the policymaking process. This paper is drawn 
on heavily in a Business Impact Assessment Pilot 
Report subsequently produced by the Commis-
sion, whose recommendation that ‘[k]ey minimum 
standards for consultation should be implemented’ 
appears to have been based directly on the EPC 
paper. In December 2002, precisely such Mini-
mum Standards for consultation were published 
by the European Commission (taking effect on 1st 
January 2003). As might be expected, these stand-
ards stress the need for early consultation with 
interested parties and, according to interviews the 
researchers undertook in September 2008, have 
been interpreted by Commission staff (even those 
in the Directorate General for Health and Consum-
ers) as requiring in-person consultation with the 
tobacco and other industries.

What’s the problem with consulting 
corporations about proposals for EU legislation 
that may affect their interests?

Where consultation works to widen participation in the 
early stages of policy formation, this can improve the 
democracy and transparency of formal decision-mak-
ing. However, requiring public officials to consult busi-
nesses which have a well-documented history of ma-
nipulating policy outcomes through covert means9,10,11 
may undermine policies designed to safeguard public 
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Box 2: Extracts from tobacco industry letters and other recent lobbying materials attempting to 
undermine the WHO Framework Convention on Tobacco Control (FCTC)

Company/organisa-

tion, context & date

Claim in relation to Article 5.3 / proposals to limit tobacco industry interference within 

policymaking (emphases added)

Prior to Article 5.3 Guidelines being agreed in Durban in November 2008

Japan Tobacco Inter-

national to the Euro-

pean Affairs Office, 

12th June 2008

‘The benefits of stakeholder consultation have been widely recognized both at national and 

international levels and JTI, therefore, believes that the Parties [to the FCTC] should reject 

any suggestion that the tobacco industry should be excluded, whether expressly or in 

fact, from the regulatory process. Such an approach would be contrary both to accepted 

international practices, of which stakeholder consultation forms an essential part, and 

national constitutional principles and law. […] The protection of the legislative process 

should be founded on internationally accepted principles of Better Regulation…’22

B u s i n e s s E u r o p e 

(which BAT has close 

connections withb) to 

José-Manuel Barroso 

(President of the Eu-

ropean Commission), 

29th August 2008

‘BusinessEurope has always been a strong supporter of the Commission’s policy to try to 

achieve Better Regulation for growth and jobs in the EU. […] [P]roper consultation of all 

affected stakeholders carried out in accordance with the Commission’s general princi-

ples and minimum standards is crucial for getting an idea about the cost-effectiveness of 

legislation. For this reason, we are seriously worried about developments in the framework 

of the ongoing negotiations within the World Health Organisation on draft guidelines that 

will implement Article 5.3 of the WHO Framework Convention on Tobacco Control (FCTC) 

where one of the issues is the attempt by national and EU health authorities to exclude 

the tobacco industry from being consulted on policy and legislation.’ 23

BAT response to the 

UK Department of 

Health discussion 

document ‘Consulta-

tion on the future of 

tobacco control’, 5th 

Sept 2008

‘[W]e are concerned that the draft Guidelines pursuant to Article 5.3 of the Framework 

Convention on Tobacco Control (FCTC) could result in less than full and proper consulta-

tion with the tobacco industry. Such a proposal would be inconsistent, not only with UK 

Government policy but with the European Commission’s commitment to open consul-

tation. […] We request that the UK Government promotes in international fora, such as 

discussions relating to the development of the FCTC Guidelines, the principles of better 

regulation to which it is committed, to ensure that all relevant stakeholders, including 

the tobacco industry, are properly consulted and listened to, now and in the future, on 

issues affecting their businesses.’24

Subsequently to Article 5.3 Guidelines being agreed in Durban in November 2008

Imperial Tobacco 

letter to the House of 

Lords in the UK, 28th 

April 2009

After explaining that an amendment has been submitted to a Health Bill, ‘to establish a 

review of the government’s policies on engagement with the tobacco industry in line with 

Article 5.3,’ Imperial Tobacco’s letter claims that: ‘This amendment is completely op-

posed to the general principles of Better Regulation that were documented in 2006 […] 

Governments must acknowledge that to be effective, consultation must start as early as 

possible. Interested parties should therefore be involved in the development of a policy at 

an early stage.’25

Who lobbies on behalf of the tobacco industry?

The tobacco industry employs many different kinds of 
organisations and individuals to lobby on its behalf, in-
cluding law firms, public relations firms, consultancy 
firms, non-governmental organisations (e.g. smokers’ 
rights groups), campaign groups and even organisations 
and individuals who might be expected to be more inde-
pendent, such as academics and think tanks.13,20,21 Where 
a convenient group does not already exist, the industry 
may set one up to act on its behalf.20 Furthermore, if 
the industry has been successful in lobbying particular 
Member States, then Member State representatives may 
also (inadvertently or otherwise) be lobbying on the in-
dustry’s behalf.13

How can policymakers tell if an organisation (or 
individual) is lobbying on behalf of the tobacco 
industry?

In a policy system as complex as that in Europe, it can 
be extremely difficult to tell whether an individual/or-
ganisation is lobbying on behalf of the tobacco industry 
or any other specific interests. Whilst recent revisions 
to guidance on consulting interested parties encourag-
es lobbyists to disclose their interests and policymak-
ers to make efforts to increase their awareness of the 
interests involved, such requirements are not mandato-
ry and there are no significant penalties for those who 
do not follow this guidance.6
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