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Brussels, September 2013

SUMMARY NOTE

DELEGATION OF THE COMMITTEE ON THE ENVIRONMENT, PUBLIC 
HEALTH AND FOOD SAFETY

WASHINGTON DC, 15-18 JULY 2013

I. COMPOSITION OF THE DELEGATION

The following Members of the European Parliament participated in the delegation:

Mr Peter Liese (EPP) (DE)
Mr Richard Seeber (EPP) (AT)

Ms Anne Delvaux (EPP) (BE)
Ms Linda McAvan (S&D) (UK)

Mr Theodoros Skylakakis (ALDE) (GR)
Mr Bas Eickhout (Greens) (NL)

Mr James Nicholson (ECR) (UK)

The delegation was accompanied by Ms Nora Kovacheva and Mr Emiliano Imeroni from the 
Environment (ENVI) Committee secretariat, Mr Christian Maurin de Farina, Liaison Officer 
for Internal Policy Directorate at the EPLO Office, Mr Geoffrey Harris, Deputy Head of the 
EPLO Office, and by the group advisors Mr Gabor Lejko (EPP), Ms Majella McCone (S&D), 
Mr Wilhelm Bargum (ALDE) and Ms Terhi Lehtonen (Greens).

II. PROGRAMME OF THE DELEGATION

(See full programme in enclosed Annex I)
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1. Briefing by the EP Liaison Office (EPLO) and the Delegation of the European Union to 
the United States

The ENVI delegation was welcomed by Mr Antoine Ripoll, head of the EP Liaison Office in 
Washington, and Mr François Rivasseau, Deputy Head of the EU delegation to the United 
States. The delegation received a briefing on the state of transatlantic relations and on the main 
current issues of discussion within the US administration and Congress on economy, security, 
trade, climate, environment, health and food safety. A general observation is that, from the 
political point of view, a stalemate between the Democratic and Republican Parties is making it 
extremely difficult to pass any legislation in Congress.

On the issues related to the US PRISM electronic surveillance system, the main challenges in 
order to restore trust between the US and the EU and its Member States were discussed. 
Concerning the trade agreement, Members were given an overview of the current, mostly 
procedural round of negotiations on the Transatlantic trade and investment partnership (TTIP).

Regarding climate policy, the delegation discussed the window of opportunity in ICAO opened 
by the EU "Stop the clock" proposal delaying the inclusion of aviation into the EU Emission 
Trading Scheme, in particular noting the opposition that the idea of establishing a framework 
for the transition to a global solution is facing. The briefing also covered aspects of energy 
policy such as biofuels, the "Keystone XL" pipeline, the shale gas revolution in the US 
(including the issue of energy exports) and its environmental risks.

Concerning health and food safety, the delegation heard about the collaboration with the Food 
and Drugs Administration, for instance on medical devices and tobacco products, and about 
problematic issues related to food, in particular concerning genetically modified organisms 
(GMOs), cloning, and the discrepancy of standards between the EU and the US also in view of 
the TTIP negotiations.

2. Working breakfast organised by the European Institute: 

"Finding a global solution to aviation emissions: ETS, ICAO and the way forward"

The European Institute organised a panel discussion with the participation of Mr Liese 
(rapporteur for the ETS Stop the Clock legislation), Ms Julie Oettinger (Assistant 
Administrator for Policy, International Affairs, and Environment at FAA), Mr John Schmitz, 
(Principal, Bingham Consulting LLC - representing Airbus) and moderated by Ms Annie 
Petsonk (International Counsel, Environmental Defence Fund). The event was attended by 
wide range of representatives from the Congress, the US administration and civil society. It 
was a timely opportunity to discuss the need for substantial progress at the forthcoming ICAO 
Assembly in September 2013. 

During the (off the record) panel discussion and the follow-up Q&A session, the respective 
positions of the European Parliament, of the FAA and of industry were explained and 
compared. Debate ensued on the level of ambition and commitment of the US for the upcoming 
ICAO negotiations as compared to the climate change action plan announced by President 
Obama on 25.06.2013, also since the current text under consideration at ICAO does not foresee 
explicit commitment to an agreement in 2016. Themes debated also included the achievement 
of carbon neutral growth, the risks for the US to commit to not-yet-known measures, ways in 
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which industry could be part of the solution (starting from the IATA Resolution of 3rd June 
2013), and the role of government and government revenues in climate change policy, in 
particular regarding market-based measures.

3. Meeting with Mr Todd Stern, Special Envoy for Climate Change, U.S. Department of 
State

During the (off the record) meeting, the ENVI delegates and Mr Todd Stern, the US chief 
negotiator in the UNFCCC and ICAO frameworks, discussed many aspects of the policies and 
the goals of the EU and of the US as regards climate change.

In particular, the exchange of views focussed on the possible consequences of President 
Obama's ambitious speech and action plan on the US position in the forthcoming COP and 
ICAO assemblies; on the level of support for a legal agreement in the context of the Durban 
platform that includes all relevant parties; on bilateral approaches such as the recent US-China 
agreement on phasing down HFCs via the Montreal agreement; and on the need for common
monitoring, control and verification of reporting of emissions reduction.

On the question of the process to the 2015 Paris agreement, discussions also concerned the US 
targets and the options available towards achieving those targets, the difficulties of passing
legislation in Congress and the possibility of Executive authority action such as the US 
Environment Protection Agency (EPA) regulation of power plants via the Clean Air Act 
(CAA). 

A final issue regarded aviation emissions and ICAO, and the work towards a possible global 
agreement at the 2016 Assembly. 

4. Working lunch event hosted by the American Security Project on “Transatlantic 
Relations on Climate Change and Low Carbon Energy Policy”

The (off the record) lunch meeting hosted by the American Security Project (ASP) was the 
occasion for the ENVI delegation to discuss climate and energy policy with a wide range of US 
stakeholders. The debate was moderated by Mr Andrew Holland, ASP Senior fellow for energy 
and climate, and had as a key discussion point climate change seen as a threat to national 
security. 

President Obama's climate action plan was also discussed, including plans for short-term action 
on coal power plants and phase down of HFCs. In particular, debate ensued on the scope and 
effectiveness of measures undertaken under the Clean Air Act, which can have powerful 
consequences as it mandates in principle emissions of pollutants to stop, and of the different 
level of climate policy ambition in the EU and in the US.

The situation of shale gas extraction and use, energy prices and the consequent energy 
"revolution" in the US were also a topic of discussion, including the possibility that the US 
becomes an exporter of gas (export permits are starting to be granted). The environmental 
consequences of the fracking technique, in particular on groundwater, are still under study, and 
there was a discussion of the level of transparency needed as regards for instance the 
composition of the chemicals used.
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5. Meeting with Ambassador Miriam E. Sapiro - Deputy US Trade Representative for 
Europe

The meeting of the delegation with Ambassador Sapiro dealt mostly with the on-going
negotiations on the Transatlantic trade and investment partnership (TTIP) and the 
corresponding perspectives for the two sides of the Atlantic. Ms Sapiro stressed the widespread 
support for a strong and comprehensive trade agreement, including in Congress and the EP, and 
the need for the two strong partners to figure out new approaches and synergies to overcome 
the outstanding obstacles, with the goal of creating more jobs and boosting economic recovery.

Members of the delegation raised questions on GMOs, which the European public opinion has 
a very negative opinion of, and cloning, warning against the danger that a trade agreement 
results in lowering of safety standards. Concerning GMOs, the Ambassador expressed the 
opinion that it is mostly an education process that has to take place at the right time, and that 
policy decisions should come down to science and risk assessment.

Other issues raised by MEPs concerned the issue of negotiations on financial services, on how 
to reconcile the fact that the EU has an Emission Trading System and the US does not, and 
generally on the level of transparency and stakeholder participation in the process. Ms Sapiro 
claimed that the system of transparency in place is  robust, including an advisory committee 
with committed public participation. On financial services, the US prefers that existing working 
bilateral systems, and mechanism such as the G20, should produce results. About the ETS, a 
high level of collaboration on framework negotiations will be needed.

6. Meeting with Senator Tom Carper (D-Delaware) - Chairman of the Clean Air and 
Nuclear Safety Subcommittee of the Environment and Public Works Committee

As Senator Carper could not attend the meeting due to an unexpected voting session of the 
Senate, the meeting took place with his policy advisor. She stressed the leading role of Senator 
Carper on climate change, despite the fact that lack of support by the Republican-controlled 
House makes it difficult to make new legislation. However, existing measures are important 
and can be used and improved in cooperation with industry and the States. Topics of discussion 
with the ENVI delegation included aviation emissions, HFCs, nuclear safety and the 
competitiveness problems of nuclear and renewable energy in view of falling gas prices. 

7. Meeting with Senator Sheldon Whitehouse (D-Rhode Island) - Chairman of the 
Subcommittee on Oversight of the Environment and Public Works Committee 

The meeting commenced with exchange of views with Ms Emily Enderle - environmental 
policy advisor to Senator Whitehouse (who is also the co-chair with representative Waxman of 
the bicameral task force on climate change in Congress). The forthcoming EPA regulations on 
the power sector were discussed and while details are still unknown, Ms Enderle expressed the 
Senate's hope for these to be flexible enough to address the differences among the various 
federal states. The ENVI delegates shared the European experience with the ETS which does 
differentiate from member state to member state (MS) and which as a legislative tool is seen as 
the preferred action providing funding incentives which executive action only (like via EPA) 
could not provide. If the US does have a cap and trade system, the currently speculated carbon 
price per tonne of CO2 is around USD36. On lessons learnt for US reference, the ENVI 



- 5 -

delegates warned against the effect of over allocation of allowances and their carry-over from 
one phase to another. 

In the presence of Senator Whitehouse, delegates discussed a) US plans for carbon pollution 
fee and b) incentives on renewable energy sources (RES). On the latter, he shared that US 
incentives are related to production tax credits and RES standards, i.e. targets for RES share in 
power production, which is 25% for his state of Rhode Island. On the former, the senator thinks 
that US politics have to change in that direction but Congress is in a stalemate at present. Some 
contacts between Congressional Republicans and EP EPP Members and political leaders might 
help break the present firm positions on the US side. He believes in a carbon pollution fee 
creating revenues that could further be invested, yet the lobby in support of such has been 
much weaker and unorganised compared to the well-financed one opposing any such measures. 
In fact, often the same companies have different positions in the US and the EU on that issue. 
While in the EU the power sector has been largely supportive of the ETS, in the US there are 
diverging views depending on the portfolio mix of the company (coal, gas, nuclear, RES) -
obviously the coal-heavy ones are very critical of any regulation. In any case, any idea of cap
& trade has died with the demise of the Waxman-Markey climate and energy bill in 2009, 
although carbon pricing is more plausible. 

A final topic that the senator brought up was the issue of oceans (acidity, level rises, etc.) in the 
climate talks, which is also dear to Secretary of State John Kerry. The senator believes that 
compared to other issues, oceans are still not as entrenched in political disagreement and the 
issue essentially comes down to simple measurements and reaction to that. To this end, the 
senator is interested in organising an Oceans event in the Senate with European participation.    

8. Meeting at the US Environment Protection Agency (EPA)

In the introductory part of the meeting, Ms Anna Phillips, of the EPA Office of International 
and Tribal Affairs, explained the structure of the Environmental Protection Agency, which has 
about 18000 employees over the country, several in-house laboratories, and works with the 
federal States, which do most of the enforcement. The EPA works as counterpart of European 
ministries at the international stage, but does not have the power to propose legislation. Ms 
Phillips also mentioned the political struggle that was delaying the nomination of the new EPA 
Administrator, Ms Gina McCarthy.

The first part of the meeting dealt with climate change and air quality. Mr Liese raised 
questions on the international ambitions corresponding to President Obama's action plan, and 
expressed the interest of the ENVI delegation to discuss issues related to emissions from 
vehicles and aviation, F-gases, legislation on chemicals, air quality, water and power plants. Mr 
Joel Beauvais, EPA Associate Assistant Administrator, stated that the primary elements of the 
action plan implicate EPA directly, in particular as regards power plants. EPA has directions to 
issue guidelines for existing plants by June 2014 and finalise them by June 2015 with the view 
of having implementing plans by the States by June 2016. Other key elements of the plan 
involve transportation (for example the second phase of heavy-duty vehicles GHG emissions 
regulation), and phase down of HFCs. As regards the international level, EPA has limitations 
on the legislative side, but progress will be seen in the UNFCCC proposals by the US. The 
EPA believes that there are significant gains to be made, but they are difficult to forecast 
because it depends on the development of technology. Any reduction in GHG emission will 
have to come from a broad partnership with industry.
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Concerning the Clean Air Act as a legal basis, Mr Beauvais recalled the greater degree of 
latitude given to the administration for implementation coming from the not extremely detailed 
of prescriptive nature of the law. After the landmark 2007 Court decision classifying CO2 as an 
air pollutant, systematic action has been taken towards a reduction of GHG emissions. By law, 
the EPA has to take into account the best reduction programme, taking into account also the 
costs, and there is a built-in review of standards every 8 years.

The delegation inquired about climate target after 2020, and Mr Beauvais replied that the 
debate on how much latitude exists for further reductions will be informed by the 2020 targets, 
while emissions are already noticeably declining. Concerning the air quality implications of 
shale gas extraction, there has been extraordinary success, but issues with methane leaks are 
still relevant for transmission and distribution. There is now substantial expertise at EPA on air 
aspects of shale gas. As regards the debate of a cap & trade system, the EPA has no intention to 
pursue it per se, but rather to proceed sector by sector, considering carefully the models.

Mr Karl Simon, Director of the Transportation and Climate Division, explained the
developments of the standards for cars and trucks, stressing the differences between the EU 
fleet and the much heavier US fleet. The EPA finds a footprint-based approach more 
appropriate, and another difference lies in the test and certification procedures. The US has 
seen a recent momentum towards fleet change, driven by improved vehicle choices, labelling 
and information on running costs.

As regards phasing down F-gases, Ms Cindy Newberg, Chief of the Alternatives and Emission 
Reduction Branch, stressed the importance of the international dimension of the issue and of 
agreements with India and China in particular under the Montreal Protocol. The technologies 
available are inexpensive so there is no high barrier preventing significant progress.

The second part of the meeting dealt with water quality. Mr Seeber raised questions about how 
pharmaceutical substances in water are regulated and about the links between water policy and 
health policy, and stressed that in the EU the major problem of water policy is its 
implementation.

The EPA has requirements on over 70 chemicals, and the Clean Water Act provides 
recommendations for over 120 chemicals for consideration by the federal States. 
Pharmaceuticals are not regulated in a unified ways, and the FDA does not require ecological 
testing if production is less than 47 tons per year. There are on-going studies on estrogenic 
compounds but at the moment they are not regulated. In order to discharge in water you have to 
apply the most stringent standards, but issues are only addressed locally, for point sources, 
when a problem arises. The implementation in the US is very good for drinking water 
standards, while on the environmental side there is neither a regulatory requirement nor a 
mandatory monitoring scheme, so the situation is different. The final goal of the Clean Water 
Act is in any case to have no discharge of pollutants.

Concerning the impact on surface water and groundwater of shale gas extraction, there are 
federal standards applied to the drilling, but hydraulic fracturing itself is exempted from the 
Safe Drinking Water Act unless diesel fuels are used in the process. A study on the effects of 
fracking on drinking water is ongoing: a final draft should be completed by the end of 2014. 
Recycling of fracked water is now changing the situation a lot: industry has undertaken a lot of 
research and discharges are now almost absent, with a goal of 100% reuse/recycling of water 
for other purposes. A seismicity study is also on the way. A major gap is still constituted by 
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individual private wells, which are quite widespread and are not protected under any 
regulation.

9. Meeting with NGOs on "The role of civil society in US policy-making in the fields of 
public health & food safety"

The meeting took place in the presence of representatives of 10 to 12 of the leading well-
established NGOs in the field of public health and food safety policy. The main topic discussed 
was the EU-US Transatlantic trade and investment partnership (TTIP) and its implications for 
regulatory alignment, existing standards on both sides and eventual changes and their effect on 
consumers, industry etc. In the consequent discussion, it transpired that there is agreement on 
both sides that the guiding principle of the negotiations should be to maintain the highest 
possible level of standards - whether these come from the EU or US regulation. All the NGOs 
expressed concern that the TTIP might lead to harmonising down, i.e. lowering of existing 
standards (at least in the fields of public health and food safety) as a result of pure economic 
and trade considerations. Both sides agreed that the right way forward with regards the TTIP is
to identify which side has the higher standards in which area. One participant already identified 
three such areas where cooperation is possible: a) performance standards for e-coli where the 
US leads; b) regulation of the use of antimicrobials in the fields of husbandry and agriculture, 
where EU predominates and c) animal identification system, where again the EU has developed 
more advanced methods which should drive US upward harmonisation to these. 

Furthermore with regard to the TTIP, NGOs stressed the importance of placing consumer 
protection in the centre of the negotiation, with higher levels of transparency (on behalf of the 
negotiators) when it comes to the content/substance of the negotiations. There is the feeling 
that although the negotiations are at their start, from experience thus far, the NGOs fear that the 
process of negotiations will be much more transparent than the actual content of what is being 
discussed and shared with civil society. To this end, the US and EU NGOs active in these fields 
consider that a joint advisory committee should be created which should be regularly consulted 
during the negotiations. 

The discussion later on focused on meat inspection with the US side expressing concern about 
recent trends in the US weakening the independence in the US system with increasing 
privatisation of inspections (especially for poultry and pigs) where governmental inspectors are 
being taken off direct inspection of slaughter lines and limited to mere verification that the 
companies monitor themselves. 

10. Meeting with Representative Henry A. Waxman - Chairman of the House Safe 
Climate Caucus

The meeting with Representative Waxman started with a discussion on the climate action plan 
put forward by the President. According to Representative Waxman, the Republicans in the 
house do not accept science and they follow the oil industry, so he is pleased that the President 
is now acting without Congress. The President's plan is to do more of what can be done, and 
participate in the international competition of the new technologies. Many US States are taking 
responsibility, and hopefully the Federal government can be pushed in the right direction.

The bicameral task force on climate change in Congress, chaired by Representative Waxman 
and Senator Whitehouse, is an unusual bicameral effort against GHG emissions, and has as 
goals to gather information and data to share with the administration, to educate the public, and 
to lay groundwork for legislative solutions with greater efficiency. In the House, the Safe 
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Climate Caucus is taking the responsibility to foster greater awareness of the climate issue, to 
end the "conspiracy of silence". Even the business community will push for sensible legislation 
at some point.

Further discussion concerned the possibility of a carbon pollution fee or tax, and the fate of the 
Waxman-Markey cap & trade bill. Rep. Waxman argued that there was strong industry support 
for the bill, but other Representatives thought there was no problem that needed addressing. 
Now the situation is changing, also due to the increased frequency of extreme events caused by 
climate change.

Finally, Rep. Waxman asked the ENVI delegation to help him in his fight to put Hezbollah on 
the list of terrorist organisations, avoiding unilateral EU actions that may prevent Israeli and 
Palestinians from talking to each other.

11. Meeting with Representative John Shimkus (R- Illinois) - Chairman of the 
Environment and the Economy Subcommittee of the House Committee on Energy and 
Commerce

Representative Shimkus discussed with the ENVI delegation the current climate change and 
energy developments in the US largely from the climate change sceptic partisan view of the 
Republicans. Climate change is hugely dividing topic in Congress and the main reason for the 
fact that the House is Republican-led at present - support for the Waxman-Markey climate and 
energy bill in 2009 by Democrats from fossil fuel states lead to their loss of election. 

He stated that the US is presently undergoing a period of great change largely due to the energy 
explosion of shale gas, which has led to industry coming back to the US as a result of the 
competitive energy prices offered. Although the Democrats, in his words, might not like coal or 
shale gas, the former is important for many states heavily dependent on coal (as Illinois with a 
50/50 coal/nuclear mix) while the latter will help reduce overall emission generated by coal 
use. When asked about his position on the US gas surplus, he confirmed he fully supports shale 
gas exports.

On the subject of the forthcoming EPA regulations on the power sector, these are a hot topic in 
Congress. While those for the new power plants are not so problematic (as hardly very many 
new plants will be built in the coming years) the expected for 2014 regulation on the existing 
plant is seen as highly problematic as the necessary technology is simply yet missing, and what 
is now in existence, like CCS, could be very difficult to be publicly accepted. Republican 
support for regulation of existing plants would have been much higher should the technology 
be in place. 

12. Meeting with Representative Fred Upton (R- Michigan) - Chairman of the House 
Committee on Energy and Commerce

Representative Upton described to the ENVI delegation the role and history of the Committee 
of Energy and Commerce, the oldest in the House. Of thousands of bills considered in this 
legislature, about 80 made it to the House and about 40 were adopted, of which four with 
bipartisan support.

Concerning climate, Rep. Upton recalled that the US has reduced emissions by 80% in the last 
25-30 years. In Michigan, renewable energy targets will be reached thanks to wind and 
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hydroelectric power. Rep. Upton was very firmly against introducing any sort of carbon tax 
(the House has to act first on taxes) or carbon emission cap & trade system, and stressed that 
even a Senate with 64 Democrats could not pass it. In his opinion, legislation is not needed for 
emissions that are being dramatically reduced anyway.

Concerning shale gas and fracking, Rep. Upton stressed the positive consequences on 
employment, denied any water contamination and supported the idea of US energy exports. 
Finally, Rep. Upton and the ENVI delegation had a quite extensive debate on realistically 
achievable renewable energy targets on the US and EU sides.

13. Meeting at the US Food and Drug Administration - hosted by Margaret A. Hamburg, 
M.D., Commissioner of Food and Drugs

The meeting between FDA and ENVI was the first of its kind and both sides expressed 
commitment to further enhance the contact and cooperation between the agency and the 
European legislators in view of the numerous spheres of policy making of mutual interest. FDA 
was represented at the highest possible expert level with the Commissioner herself welcoming 
the delegation supported by the directors of all key Centres within the agency.

The three main topics as identified to be currently debated on both sides of the Atlantic were
tobacco legislation, medical and in-vitro diagnostic devices (MDs + IVDs)
/transparency/clinical trials (CTs) regulation and food safety.

MDs/IVDs/transparency/clinical trials: As rapporteur for the currently on-going legislative 
process on IVDs in ENVI, Mr Liese addressed a few hotly debated topics such as the issue of 
pre-market authorisation (PMA) for MDs, informed consent/counselling/direct-to-consumer 
sales with regards to genetic IVD tests and the transparency of data and the role of ethics 
committees in CTs. 

Mr Jeff Shuren, Director for the Center for Devices and Radiological Health (CDRH)
confirmed that FDA undertakes all the assessment related to PMA, only small percentage is 
attributed to third party review yet it still comes back for confirmation to FDA. The FDA uses 
PMA whereby the requirements are determined by the risk class of the devices. The 
classification of a device is not static and could be up or downward reclassified with new 
knowledge acquired about the device and the technology used. 

In order to be approved, MDs need to demonstrate clinical benefit to the patient that outweighs 
the risk. Currently, in terms of the rigour of assessment and approval, the biggest gap between 
the US and EU lies with the highest risk devices. With regards the timelines within which a 
device is approved, Mr Shuren pointed that a lot of work has been done to streamline processes 
leading up to reducing the time of approval. However, he also pointed that should the FDA 
further relaxes its work for the highest risk devices - the risk is that the insurance companies 
will not pay for them. He warned against a simplistic focus on the timelines issue only 
especially for the high risk MDs. 

Furthermore on the subject of post-market surveillance, Mr Shuren focused on 4 points: a) 
reporting - adverse effects reports are logged into a database available to the public, b) MDs 
registries - provide a formalised way of data collection, c) studies are demanded in the post-
market setting and d) all MDs have an identifier which is linked to electronic health records 
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and provides a link between all info on a given device - an area where he sees a large scope for 
cooperation with the EU. 

The discussion on this topic terminated with a focus on the cooperation between FDA and 
European notified bodies (NBs). Mr Shuren regretted that such cooperation was almost 
inexistent. While all the info on MDs was residing with the FDA in the US, in the EU the 
information is largely dispersed among different actors, notably with hardly any information 
coming from the NBs on the pre or post market operations. There is a great opportunity for 
improvement in that field whereby that could only be possible if both sides work with common 
formats for data collection.

Concerning the issue of transparency of data from CTs, there are significant differences 
between the US and EU. The FDA is directed not to disclose info to ensure patient anonymity -
i.e. the Agency discloses a lot on the process by which it has reached a decision on the 
authorisation of a product and not so much with regards to raw data. FDA receives immense 
volumes of raw data and it order to be able to process that in a meaningful way, it has moved to 
even more standardised electronic data submissions requiring sponsors to report clean data that
could be properly analysed. 

On the post-market analysis - one has to be even more vigilant as to the methodology used as 
often flawed methodologies lead to wrong understanding of a product, which is what FDA 
faces. 

Finally, on the issue of ethics committees, the FDA follows federal level laws that govern their 
operations as that of informed consent. All FDA regulated products using CTs for authorisation 
need the approval of these CTs by an ethics committee - FDA also has responsibility to inspect 
those committees.  

Tobacco: Rapporteur for the Tobacco Directive proposal Ms McAvan started off discussion 
with a short presentation of the main aspects adopted at the ENVI vote on 10th July: higher 
control on ingredients, ban on flavours, misleading products (like slim cigarettes), size of 
warning 75% of package surface and e-cigarettes which remains the biggest issue of 
unregulated and not-age restricted products.

Mr Mitch Zeller, Director for the Center for Tobacco Products (CTP) shared the FDA 
experience with its ruling on warnings on tobacco labelling of 2009. The ruling as soon as 
adopted was immediately challenged by industry in the courts on grounds of infringement of 
the first amendment to the Constitution restricting the freedom of commercial expression. FDA 
lost all court cases leading to the Agency decision in April 2013 to not appeal in the Supreme 
Court and withdraw its ruling. Currently, the FDA is set to undertake brand new research for a 
new rule making, which will also include a longitudinal study on e-cigarettes. These, the FDA 
tried to regulate as devices delivering medicinal product (nicotine). However, importers sued 
the Agency and the courts decided that as long as e-cigarettes do not claim therapeutic effects, 
FDA can only regulate them as tobacco products, which is a very difficult matter. The 
standards for regulation of tobacco products coming from Congress allow the FDA to regulate 
them in a way that is appropriate for the protection of public health. In this regards there are 
certain mandatory considerations such as net impact on population affected with three different 
impacts considered - on initiation, on cessation and on re-initiation. The difficulty comes with 
the extremely diverse population affected by the same product so calculating the net effect is a 
very challenging matter. 
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Food safety: In the area of food safety, the discussion focused mainly on GMOs, cloning, 
labelling and nutrition. Ms Camille Brewer, Director for the Center for Food Safety and 
Applied Nutrition (CFSAN), pointed out that one should distinguish between regulation of 
animal food products and animal welfare. The FDA decisions on food safety are only guided 
by considerations for human health safety. The USDA deals with animal welfare via the 
Animal Welfare Act, but even there, one regulates animals used for research and not farm 
animals, which are regulated on State rather than federal level. 

With regards to cloning, the FDA has undertaken studies on animals having genetic constructs 
inserted in them, which studies have concluded that these animals do not pose a significant 
threat to humans and their offspring. To this end, as in the US products from such animals are 
considered equivalent to products from animals without genetic constructs, there is no need for 
labelling differentiation. There are very few organisations in the US demanding such labelling 
but the majority of US consumers are not concerned. Consumer mentality in the US differs to
that in the EU (where labelling is requested) which could be linked to the mass food production 
methods which as a model is resisted in Europe where smaller farms dominate the sector. 

On the question by delegates on the moral aspect of cloning and if one needs that at all, the 
FDA position is mandated, as explained above, by its main concern about human health and 
not animal welfare. Economic costs are essential in allowing or not certain practices, such as 
for example what would be the cost of a burger if one avoids certain methods of husbandry, 
such as genetic construct, antimicrobials, growth hormones etc. 

On nutrition labelling, the 1990 Nutrition Labelling Act provides a definition for "healthy" 
based on levels of certain nutrients. The FDA issues dietary recommendations for Americans 
based a range of different studies done. Health claims, similar to regulation in the EU, are 
linked to a disease condition and if a product bearing a certain health claim is marketed in the 
US, it is the FDA responsibility to prove it is misleading with regards the established dietary 
guidelines. On a question of how is high-risk food defined, the FDA does not operate with a set 
single definition as it varies dependent on the topic and the product in question. 
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COMMITTEE ON THE ENVIRONMENT, PUBLIC HEALTH AND FOOD SAFETY

Delegation to Washington DC
15-18 July 2013

PROGRAMME

Monday, 15 July

17.30 Meeting in the Hotel Lobby 
Walking to EPLO

18.00-19.00 Briefing by the EP Liaison Office (EPLO) and the Delegation of the 
European Union to the United States

Address: 2175 K Street, NW, Washington, DC 20037

Attendance on host side:
 Mr Antoine RIPOLL, Head of Office
 Mr Geoffrey HARRIS, Deputy Head of Office
 Mr Christian MAURIN de FARINA, Liaison Officer - DG IPOL
 Mr Felix LEINEMANN - EU Delegation, First Secretary - Transport, 

Energy, Environment and Nuclear Matters Section
 Ms Agnieszka JARMULA - EU Delegation, Senior Advisor - Food 

Safety, Health & Consumer Affairs Section
 Ms Sabine HAUBENREISSER - EMA Liaison Officer at FDA
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Tuesday, 16 July

07.45 Meeting in the Hotel Lobby
Transfer to 

08.15 - 09.30 Working breakfast organised by the European Institute: 

"Finding a global solution to aviation emissions: ETS, ICAO and the way 
forward"

Address: Crentz Room, Cosmos Club, 2121 Massachusetts Ave, NW, 
Washington, DC  20008

Attendance on host side:
 Ms  Julie Oettinger, Assistant Administrator for Policy, International 

Affairs, and Environment at FAA
 John Schmitz, Principal, Bingham Consulting LLC
 Annie Petsonk, International Counsel, Environmental Defence Fund

(Moderator)

09.45 Transfer to 

10.30 - 11.30 Meeting with Mr Todd Stern, Special Envoy for Climate Change, U.S. 
Department of State

Address: 2201 C Street NW , Washington, DC 20520

11.30 Transfer to

12.00 - 14.00 Working lunch event hosted by the American Security Project on 
“Transatlantic Relations on Climate Change and Low Carbon Energy 
Policy”

Address: 1100 New York Avenue, NW · Suite 710W · Washington, DC 20005

14.00 Transfer to

14.30 - 15.30 Meeting with Ambassador Miriam E. Sapiro - Deputy US Trade 
Representative for Europe

Address: 600 17th Street, NW Washington DC 20508

16.00 Transfer to
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16.30 - 17.00 Meeting with Senator Tom Carper - Chairman of the Clean Air and Nuclear 
Safety Subcommittee of the Environment and Public Works Committee

Address: United States Senate, 513 Hart Senate Office Building
Washington, DC 20510

Transfer to 

17.00 - 17.30 Meeting with Senator Sheldon Whitehouse - Chairman of the Subcommittee 
on Oversight of the Environment and Public Works Committee 

Address: United States Senate, Hart Senate Office Bldg. Room 530
Washington, DC 20510

Attendance on host side:
 Ms Emily Enderle - Environmental policy advisor Office of Senator

Whitehouse

17.30 Walking to next venue

17.30 - 19.00 Reception hosted by Representative Jim Costa in the context of the 
Transatlantic Week organised by the Transatlantic Policy Network

Address: US House of Representatives, 1300 Longworth House Office Building, 
Washington, DC 20515

19.15 Transfer back to the hotel or to the dinner organised by Mr François Rivasseau, 
Chargé d'Affaires of the European Union Delegation to the United States

Wednesday, 17 July

09.00
09.15

Meeting in the Hotel Lobby
Transfer to and security checks

10.00 - 11.45 Meetings at the US Environment Protection Agency (EPA)

Address: OITA Fishbowl Conference Room, 3rd floor of the Ronald Reagan 
Building, 1300 Pennsylvania Avenue N.W., Washington, DC 20460  

Attendance on host side:
 NB: see separate sheet in the delegation briefing file

11.45 Transfer to 
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12.00 - 13.40 Meeting with NGOs on "The role of civil society in US policy-making in the 
fields of public health & food safety"

Address: EPLO Office 2175 K Street, NW, Washington, DC 20037

Attendance on host side:
 NB: see separate sheet in the delegation briefing file

13.40 Transfer to 

14.30 - 15.30 Meeting with Representative Henry A. Waxman and Members of the House 
Safe Climate Caucus

Address: 2nd floor, 2322 Rayburn House Office Building, Washington, D.C. 
20515

15.30 Transfer to 

15.45-16.15 Meeting with Representative John Shimkus - Chairman of the Environment 
and the Economy Subcommittee of the House Committee on Energy and 
Commerce

Address: United States House of Representatives, 2452 Rayburn House Office 
Building, Washington, DC 20515

16.15 Transfer to 

16.20 - 16.50 Meeting with Representative Fred Upton - Chairman of the House 
Committee on Energy and Commerce 

Address: United States House of Representatives, 2183 Rayburn House Office 
Building, Washington, D.C. 20515

17.00 Transfer to Hotel
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Thursday, 18 July

08.00

Please check out
Meeting in the Hotel Lobby
Transfer to and security checks

09.30 - 11.30 Meeting at the US Food and Drug Administration - hosted by Margaret A. 
Hamburg, M.D., Commissioner of Food and Drugs

Address: HQs at 10903 New Hampshire Ave Silver Spring, Building 1, Room 
2101, Silver Spring MD 20993 

NB: enter through White Oak Building 1

Attendance on host side:
 NB: see separate sheet in the delegation briefing file

12.00 Transfer to airport and then bus goes back to hotel 


