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1. PHARMACEUTICALS

1.1. PhRma (Pharmaceutical Research and Manufacturers of America -US) and EFPIA (European Federation of Pharmaceutical Industries and Associations -EU) (USTR link)
Pharma and EFPIA reiterate that the agreement should be comprehensive and include IPR, market access, customs, tariffs, public procurement and ensure alignment with third countries. Proposals on Regulatory cooperation are classified in three groups:

A) Issues that would be best tackled in an FTA:

1) Mutual recognition of inspection findings regarding compliance with good manufacturing practices (GMP) and good clinical practices (GCP). Although the US Food Drug Administration (FDA) and the European Medicines Agency (EMA) coordinate efforts regarding GMP and GCP, in particular sharing of information and conducting of collaborative inspections, each agency does not rely routinely on each other's inspection findings. 

2) Parallel scientific advice (which is the exchange of views on scientific issues during the development phase of a new medicinal products, i.e., new human drugs and biologics). There is a current agreement between the FDA and the EMA
 but industry would like to have it expanded so that:

· it is not limited in the number of sectors. 

· sponsors have the right to parallel scientific advice upon request (currently they have to justify the request for parallel scientific and there is no guarantee that the EMA and the FDA will grant it). 
3) Parallel evaluation on quality by design applications. The FDA and EMA are implementing a pilot project on the parallel evaluation of relevant development and manufacturing quality components that are to be submitted to both agencies. The industry asks that if the current program is successful, it should be formally adopted by the agencies.

B) Issues that are being discussed under the ICH (International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use)

1) Pediatric medicines. Achieve greater regulatory compatibility in the scope, content and timing of submissions of pediatric investigation plans so that companies are required to prepare only a single plan for submission in both territories. 

2) Safety reporting requirements. The EMA and the FDA should add a cluster on pharmacoviligance issues to their existing slate (to tackle for example post market testing, risk management requirements and deadlines for adverse event reporting).

3) Duplicative clinical testing requirements – revision of ICH E5
. ICH E5 describes considerations for accepting foreign clinical data to support approval of the tested medicine in the EU or the US but still requires burdensome additional studies.

4) Benefit-risk assessment for drug review and approval process. The EMA and the FDA should develop a harmonized structural framework and methodology for risk assessment, while retaining authority to make different risk-benefit judgments under their individual approval schemes. 

5) Harmonized approach to post approval variation submissions for manufacturing changes, including with respect to:

· the types of changes that should be considered minor, moderate, major

· the type of submission that needs to be filed for each type of change and time frame for that submission

· the ways changes over different products can be bundled

· situations when pre-approval is needed.

C) Miscellaneous proposals

1) Establish a harmonized list of clinical trial result data fields, and agree on which of these data fields may be disclosed to the public.

2) Establish a procedure to develop jointly scientific and other regulatory guidelines for specific therapeutic areas.

3) Ensure national/regional coding systems are based on common standards for the use of unique identifiers, developed using non-proprietary, and harmonized international standards.

1.2. APIC (Active Pharmaceutical Ingredients Committee -EU), EFCG (European Fine Chemicals Group -EU) and SOCMA (Society of Chemical Manufacturers & Affiliates -US) (USTR link)
SOCMA has also submitted individual comments that have been analyzed in the chemicals section.

1) Mutual Recognition Agreement in the field of good manufacturing practices (GMP), inspections for finished drugs and active pharmaceutical ingredients (APIs).

2) Agreement on annual reportable changes in the manufacture or control of API (what in one region is a major change and thus has to be reported and assessed prior to implementation in other region can be simply an annual reportable change that is just reportable after implementation).

3) Harmonization of pharmacopoeia
.

4) Good manufacturing practices certification. In 01.01.2013, new rules in the EU will enter into force requiring all imported APIs be accompanied by a certificate that these APIS have fulfilled GMP at least equivalent to the ones in the EU. The EU and the US should start talks as soon as possible to recognize equivalence in GMP.

1.3. AESGP (Association of the European Self Medication Industry -EU) and CHPA (Consumer Healthcare Products Association -US) (USTR link)
1) EU harmonization to US market exclusivity data protection. The EU offers one year (versus three years in the US) exclusivity for relevant scientific work in the context of reclassification of an ingredient from prescription to non-prescription status or with regard to a new notification for a known substance. 
2) Audits performed on manufacturing facilities are duplicative. Demand for joint acceptance of audits performed by partners authorities or acceptance of documentation gathered by partner authorities during audit.

3) Foreign data acceptance for marketing authorization applications. FDA frequently does not accept bibliographic data for marketing authorizations, and requires new data to be generated on medicinal products in US patients, while in the EU US patient data is readily accepted as a basis for European Marketing Authorizations applications.
1.4. EGA (European Generic Medicines Association -EU) and GPHA (Generic Pharmaceutical Association -US) (USTR link)
1) Harmonization of data requirements for approval of biosimilar
 medicinal products. 

2) Single development program and harmonization of data requirements and studies for approval of generic medicinal products.

3) Mutual recognition of compliance inspections between Europe and the US

4) Advanced manufacturing provision for generic and biosimilar medicines that would allow companies to manufacture and stockpile these products during the supplementary protection certificate (SPC)/patent extension period to be ready to put this products in the market upon expiration or to export to countries where no patent or SPC is in place.

[Comment: EGA and GPHA do not recommend harmonizing the EU and US IPR and data or market exclusivity systems]

2. MEDICAL DEVICES

2.1. MITA (Medical Imaging & Technology Alliance -US) and COCIR (European Coordination Committee of the Radiological, Electromedical and Healthcare IT industry  -EU) (USTR link)
1) Single audit system that would allow relevant authorities to share inspections reports and reduce duplicative audits and inspections. MITA and COCIR propose to accept mutual recognition of ISO 13485 audits.

2) Single harmonized standard for marketing application documentation. 

3) UDI (Unique device Identification). Currently, the EU and US have a European or a US UDI system which is a label assigning a number to a device that serves two purposes: it is more clear the functionality of a device and also would facilitate the recall process in case something goes wrong. This UDI system is being developed in the EU and US legislation and MITA and COCIR pledge for efforts to make both systems compatible. 
2.2. Advamed (Advanced Medical Technology Association -US) (USTR link)
1) UDI (Unique device Identification). Currently, the EU and US have a European or a US UDI system which is a label assigning a number to a device that serves two purposes: it is more clear the funtionality of a device and also would facilitate the recall process in case something goes wrong. This UDI system is being developed in the EU and US legislation and Advamed pledges for efforts to make both systems compatible.

 

2) Single audit system that would allow relevant authorities to share inspections reports and reduce duplicative audits and inspections. Advamed proposes an MRA for company inspections and audits when EU finalizes its new regulations for medical devices.

 

3) Interpretation of ISO 14971 (this is a standard on the management of risk for medical devices).  Advamed criticizes that the EU has rejected the use of the ALARP (as low as reasonably accepted) to determine the acceptable risk level.

 

2.3. Health Enterprises (US)
(SME, medical devices type I)

1) Eliminate the need for double registration. Once the medical device is registered either in the US or one of the EU MS, it should not be necessary to register again in the other's market, as this implies a cost that is an important share of total costs for SME.

2) Requests harmonization of medical devices legislation in both sides of the Atlantic without further specification.

3. COSMETICS

3.1. Cosmetics Europe (EU)+ PCPC (Personal Care Products Council -US) (USTR link)
1) Mutual recognition of Cosmetics and Cosmetic Ingredients.

- The U.S. should recognize EU positive list materials (e.g. UV filters)
- The Commission should enforce the rules for cosmetics, rather than allowing the individual member states to determine what is considered a cosmetic or a drug. Currently, different member states impose different requirements for the same borderline products.
2) Test Methods

- Acceptance of Alternatives to Animal Testing on Cosmetic Products. Animal testing is currently being phased out in various regulatory jurisdictions, such as the European Union. It is critical that this process becomes harmonized so that alternative validated test methods to animal testing be accepted in all jurisdictions. We urge the Commission and the US government to work together to assure that the EU animal test ban is implemented in a way that avoids trade barriers and allows for the continued marketing and trade of new and innovative cosmetics products in the European Union.
- U.S. and European sun protection factor test methods should be harmonized on the basis of the International Standards Organization (ISO) standards.

- Fully apply the principle of marketer’s responsibility for safety: end the requirement for specific colorant batch testing in the United States.

- Promote the harmonization of purity specifications for cosmetics colorants between the US and the EU

3) Good Manufacturing Practice
- ISO22716. Both countries should implement the ICCR decision to promote the use of Cosmetic Good Manufacturing Practice (GMP) guidelines i.e., ISO 22716.
4) Labelling: 

- The U.S. and EU should mutually recognize the labelling of ingredients in cosmetics and sunscreens.

- The U.S. should fully adopt INCI (international nomenclature of cosmetic ingredients) Nomenclature and end its requirement to use the term ‘water’ rather than ‘aqua.’ This requirement is a costly and very unnecessary exercise given the total lack of a health risk from using this ingredient.
- The EU and U.S. should harmonize the criteria for net content labelling.

5) Nanotechnology. As part of the ICCR mandate, members agreed to a common definition of nanotechnology as it pertains to cosmetic products. The U.S. and EU should adopt the definition that was agreed to during this forum.

6) Other issues:

- The EU should not require the imposition of warning statements that are unnecessary or redundant. For example, the EU imposes hair-dyes allergy warnings as well as warnings on ingredients that are already listed in the ingredients list. This is unnecessary and redundant.
- Negative list. The EU’s Annex II should be restructured and/or reorganized to reflect ingredients that are relevant to cosmetic ingredients and products. Most of the substances included in Annex II are not used in finished cosmetic products, and historically were not likely to have been used in finished products. The inclusion of these ingredients in Annex II is thus clearly confusing, if not misleading, to cosmetics manufacturers, other regulatory authorities and the public.

4. CHEMICALS

4.1. American Chemistry Council (ACC -US) and European Chemical Industry Council (CEFIC -EU) (USTR link)
Short term goals:

1) Information sharing between the EU and the US government bodies, while ensuring appropriate protection of confidential commercial information.

2) Common principles for prioritizing chemical substances for further review and assessment, including for classification.

3) Alignment in chemical hazard assessment processes, and enhanced understanding of risk management measures.

4) A mandatory consultation process (including procedural safeguards so that each sides comments can be taken into account) when drafting new chemical regulations.

5) Implement the 2002 principles of regulatory cooperation.

Long term goal:
Adoption of chemical regulations that are comparable in effectiveness so that the concept of mutual recognition can be applied.

4.2. Society of Chemical Manufacturers & Affiliates (SOCMA -US)
(Only US based association dedicated solely to the batch, custom and specialty chemical industry. Over 70% of SOCMA members are SME).

1) Permissible use of data that has been generated for regulatory purposes and information sharing,  provided that confidential business information (CBI) is adequately protected. 

2) Increased transparency on chemical information and evaluation processes with the understanding that protection of CBI is critical to promoting innovation.

3) Seeking regulatory harmonization on emerging issues and new regulations.

4) Prioritizing chemicals in commerce in a rigorous risk-based and transparent fashion.

5) Sharing of cost-benefit-risk assessment methods.

6) Globally harmonized system of classification and labeling of chemicals classifications set in sound science.
4.3. American Chemical Society (US)
The ACS's comments are not focused on regulatory cooperation, but on "green chemistry" and proposes to increase cooperation between the EU and the US in green chemistry.

4.4. Procter and Gamble (US)
1) Mutual recognition of compatible regulatory regimes for control of chemicals, common principles for information sharing, for prioritizing chemicals, for review and evaluation and for coherence in hazard and risk assessment. 
2) Agree on objectives and governing principles of chemical control laws and common templates for the electronic submission of registration dossiers.
3) Mechanism that allow physic chemistry, health, and environment data submitted under one regulatory system acknowledged under the other without resubmitting. 
4) Cosmetic sector:  
a. Acceptance of EU trivial names in the US (like aqua) would be a major step in harmonization without impact in the consumer. 

b. OTC classification. Several cosmetic products that are classified as over the counter drugs are safely marketed in the EU as cosmetics.

c. Agree common standards of cosmetic color specifications

d. Exploit harmonization potential of the International Cooperation on Cosmetics regulation

e. Mutual Recognition of registration and approval procedures for Biocidal products
.

5. AUTOMOTIVE SECTOR AND COMPONENTS

5.1. American Automotive Policy Council (AAPC -US) and European Automobile Manufacturer's Association (ACEA -EU) (USTR link; cover letter alternative link)
1) Guiding principles for harmonization for EU-US automotive technical regulations

a. Strong political support

b. Ambitious negotiating objectives

c. No net increase in regulatory requirements, no new third regulations, no net increase in vehicle production and certification costs.

2) Acceptance (unilateral or mutual recognition) of existing regulations based on data driven analyses. 

3) When a new regulation is needed, development of common future new regulations

Annex with non exhaustive list of regulations where regulatory convergence could be appropriate and beneficial.
5.2 MEMA (Motor & Equipment Manufacturers Association -US) and CLEPA (European Association of Automotive Suppliers -EU) (USTR link)
1) Encourage global technical regulation development and harmonization efforts under the United Nations World Forum for the Harmonization of Vehicle Regulations (a.k.a. WP.29)

2) Look forward and anticipate future global regulatory needs, particularly in new unregulated technologies, government vehicle-related policies, which are undergoing a significant shift, new testing technologies.

3) Annex specifying the regulations where more regulatory convergence should be achieved.

5.3. US Rubber Manufacturers Association (Tires -US)
1) Acknowledges EU-US cooperation in the multilateral arena (UNECE, World Forum for Harmonization of Vehicle Regulations) to develop a harmonized global technical regulation for radial passenger and light truck tires. It is UN/ECE/WP.29, about to be completed

2) Encourages EU and US to work for the development of a "global Tire" symbol, which would signify compliance with the abovementioned regulation 

5.4. ETRMA (European Tyre & Rubber Manufacturers Association -EU)
1) Complete tariff liberalization

2) Rules of origin. The “value limit rule of foreign content” should not be used as tyres are very complex products that are made of very different materials whose value can vary significantly due to market fluctuations. The “Change of Tariff Heading” should be changed instead. 

3) Obtain US commitment to recognize equivalence of local requirements with UNECE regulations and identify UNECE 1958 agreement as the forum to develop new technical regulations. The US system is based on regulations issued by NHTSA-DoT (self certification and strong market surveillance), while the EU system is based on the UNECE 1958 Regulations (type approval). 

4) As the US Rubber Manufacturers association, encourages EU and US to work for the development of a "global Tire" symbol.
6 electrical manufacturers AND MACHINERY
6.1. NEMA (National Electrical Manufacturers Association -US)
1) TPP level of ambition should be the minimum for a EU-US agreement

2) Prevent barriers in emerging sectors like: smart grid, electrical vehicle, supply equipment, advanced lighting technologies. NEMA asks for recognition by the EU of the Intelligent Transportation Systems technologies standards developed with the support of the US Department of Transportation in the EU.

3) Basel Convention on the Control of Transboundary Movements of Hazardous Wastes and Their Disposal. Ongoing negotiations (the US participates as observer but is not a member, so has limited influence) would impose trade controls and bans to exports that would result in massive costs for manufacturers who rely on transboundary movement of legitimate equipment for repair, refurbishing or remanufacturing.

4) NEMA does not seek for harmonization of regulations. Complains about the precautionary principle in the EU legislation and the lack of transparency of the regulatory process.

5) NEMA asks for national treatment in the application of EU directives.

6) Standards and conformity assessment:

a. Definition of international standard as standard used in more than one country instead of a standard developed by one the three Geneva based standards development organizations (SDO), like IEC, ITU or ISO (US complains also that in these organizations the vote scheme is one nation one vote, and as the EU vote as 27 countries, EU is predominant in these organizations).

b. CEN and CENELEC lack transparency as they do not allow full participation of US interested parties despite legitimate business concerns and impacts. 

c. SDoC (Supplier's declaration of conformity). In the EU, conformity assessment works through SDoC, whereas in the US it is third party declaration of conformity. NEMA does not oppose SDoC but considers that SDoC should not be the only acceptable method of conformity assessment and that the market should be allowed to determine the appropriate means of conformity assessment. 

7) Elimination of tariffs in ITA, environmental goods and services (EGSA)

8) Services. Open markets for energy and environmental services, technical and engineering services and maintenance and repair services.

9) Trade facilitation. Develop harmonized customs classifications for trade products, especially for those where trade is growing significantly (like the lightning industry).

6.2. ORGALIME (European Engineering Industries Association)
1) Malfunctioning of the US certification system. In the US, there is a legal obligation for third party certification of finished products ready for end use in a professional environment. Safety relevant components are often supplied by separate component manufacturers which need a certification that is recognized by the product testing and certification organization of the complete product. The market leader for the certification of end products, UL (Underwriters Laboratories), either does not accept certificates of components issued by competitors or requires tests that make it too expensive to use the services of another NRTL (National Recognized Testing Laboratory). This abuse of dominant position is leading to much higher prices in the certification system.

a. There should be compulsory recognition among NRTL of component certificates, and an NRTL in charge of testing a final product cannot be held liable for the failure of the final product caused by the failure of a component certified by another NRTL.

b. UL should not be allowed to create standards that become quasi-obligatory technical requirements. (UL and ANSI take IEC standards, add national deviations and publish them as ANSI/UL standards). The US should establish a system like the EU one, publishing harmonized ANSI standards as a common basis for the conformity assessment by an NRTL, which would increase transparency and expedite comparability.

6.3. AFME (Asociación de Fabricantes de Material Eléctrico -EU)
1) Most important problem is the need to obtain the UL product certification, which takes longer than needed. For US products the CE mark is enough.

6.4. EURALARM (European Electronic and Fire Security Industry -EU)
1) There is no EU-wide certification system for security technologies and national systems differ widely. This makes it very difficult for companies outside Europe to launch new products in the EU market. 

2) The “Security Industrial Policy” released by the EU Commission states that “as regards alarm systems, some European performance standards already exist. Moreover there exits an industry-led certification mechanism CertAlarm. However, this system is faced with the problem that it is privately run and that Member State authorities have no obligation to accept certificates established under the scheme. In the future, products certified on the basis of an EU wide certification system could receive an “EU security Label”, similar to the CE marking used in the field of product safety”.

6.5. SERCOBE (Spanish National Association of Manufacturers of Capital Goods, member of ORGALIME -EU)
1) Denounces the UL problem explained by ORGALIME.
6.6. VDMA (German Engineering Association -EU)
1) Mutual Recognition of NRTL certificates issued by other NRTL

2) Dialogue between the industry federations to achieve global harmonization of safety standards for machinery (in the EU ISO and IEC standards are accepted almost without exception as European standards, whereas in the US this has only been achieved in a few cases).

3) Resumption of experts´ talks regarding the mutual recognition of materials in the engineering and plant construction sectors. 

7. OTHER MANUFACTURES

7.1. Handmade Toy Alliance (US) and Eurosource LLC (EU)
(750 independent specialty toy stores, small batch toy makers and children's  product manufacturers)
The manufacturers that provide toys to specialty toy stores in the US are mainly European. The EU safety law is almost the same than the US CPSIA, but not identical, so EU manufacturers have to perform duplicative costs that sometimes are too costly and preempt exports. The HTA lobbied to have the CPSIA (Consumer Product Safety Improvement Act) changed (H.R. 2715):

· The CPSC certificated products that were proved to have complied with more stringent safety rules of a foreign government in the case of small batch manufacturers (no more than 7,500 units manufactured and no more than S1,000,000 total gross revenue).

· More broadly speaking, open public comments to see how to reduce cost of third party testing and the extent to which proof of conformity with other international or national standards may provide assurance of conformity with CPSIA rules. The problem is that the burden of the proof lays on the submitter of information.

1) Have CPSC recognize EU toy safety standards and raise the financial cap for the definition of a small batch manufacturer

2) Harmonize EU and US toy safety standards and seek mutual recognition

7.2. Toys industry of Europe (EU)
(25% of the world market, 80% are SME)

Similar but not identical standards and regulations imply that industry has to incur in duplicative testing. Proposals:

1) Seek harmonization of existing regulations, standards and common approach to combat emerging hazards

2) Align the decision making procedures

3) Consider mutual recognition as an interim step

4) Greater involvement in the international toy safety standard setting process

5) Create a Transatlantic Regulatory cooperation committee consisting of stakeholders from regulatory standard setting bodies on both sides of the Atlantic

7.3. Toy Industry association (US)
1) Greater alignment of toy safety standards (the US ASTM F963 and the European EN 71) or mutual recognition where alignment is not achievable.

2) Accept equivalence where compliance with one standard can be determined mathematically from results or testing for compliance with another. However, promoting regulatory cooperation does not mean simply adopting the strictest standard. 

3) Establish a framework that promotes greater regulatory cooperation going forward, for regulations promulgated in the future. 

· The standard setting process must be open to representatives of all countries and to producers, consumers and government, represent a consensus and be based on science (complains about CEN procedures not being very open).

· International or preexisting standards should be used as the basis for new regulations whenever possible.

· A regulatory body has the right to pursue another regulatory direction if the party disagrees with the direction of international standards, but will have to justify it.

· All standard setting bodies must engage in constant communication, review and information sharing. 

4) Trans-Atlantic regulatory cooperation committee which would:

· Coordinate communications between the respective standard setting, regulatory and governmental bodies.

· Be engaged during any regulatory development process to ensure trans-Atlantic alignment to the greatest extent possible. 

· Meet regularly to track progress of regulatory cooperation and set realistic goals for future alignment. 

· Aid in any regulatory alignment cost benefit analysis and determine mutual recognition. 

· Communicate and solicit comments from the public and industry about regulatory alignment objectives. 

· Hold meetings, as necessary, with all appropriate regulatory bodies to update members on regulatory alignment objectives, present goals and work through challenges. 

7.4. American Forest and Paper Association (US)
1) Complains about the RED, which incentives the use of wood pellets as biomass, driving up the prices and placing the paper industry (in the EU but also the US as exports of wood pellets from the US to the EU have increased)
7.5. CEPI (Confederation of European Paper industries -EU)
1) The cellulosic Biofuel Producer credit scheme, which pulp and paper companies have been benefiting from in an unjustified way for their production of black liquor in 2010, 2011 and 2012, may be extended until the end of 2013 if the Senate approves it (S. 3521: Family and Business Tax Cut Certainty Act of 2012)

7.6. EURATEX (European Apparel and Textile Confederation -EU)
1) Flammable fabrics.  In the US the CPSCIA, classifies certain fabrics –like silk- as more flammable than others- and establishes certain requirements, like general certificate of conformity and testing, which are higher in the case of children's products (requires third party testing). EURATEX asks:

a. To accept SDoC as enough to determine the product's conformity

b. Withdraw silk from the list of flammable fabrics

2) "Berry amendment" that establishes compulsory use of wholly US made products in uniforms, parachute and other textile based materials used in the military field. As elimination of the Berry amendment would be very difficult, EURATEX proposes:

a. Obtain the possibility of using imported goods when there is no or very limited production in the US.

b. Establish reasonable thresholds for the use of imported goods in all other cases.

3) California proposition 65 requiring that the consumer be warned that the product contains certain chemicals (there are 850 chemicals covered) at the time of purchase. EURATEX asks that if the legislation cannot be changed at least make sure that the information can be provided in a non permanent label.

4) Labeling:

a. The US requires much more information than the EU, in particular the obligation to include the name of the manufacturer/importer should be eliminated

b. Care instructions should be in line with ISO standards, currently the US has its own ASTM symbols.

5) Drawstrings. The EU and the US have different standards, and the US ASTM standard is not uniformly interpreted by the different States and the CPSC. EURATEX asks for recognition of the EU standard in the US.

6) Cotton fee. The USDA imposes a fee on most cotton products that is used to promote US cotton. This fee affects imported cotton products and should be dismissed.

7.7. American Apparel and Footwear Association (US)
AAFA supports efforts between the United States and the European Union to establish a comprehensive, liberalizing, FTA. AAFA expects the US and the EU to: 

1) Consider reviewing their product Safety policy on Phthalate Testing for Children’s Pyjamas (children pyjamas in both the EU and the US are considered to be childcare products and thus are subject to phthalate testing).
2) Improve Conformity Assessment and Testing Harmonization: The United States and European Union should work to remove unnecessary and duplicative testing by expanding acceptance of conformity assessment bodies and moving toward a single international standard test method.

3) Work on labelling collaboration: AAFA would like to see a harmonization of labelling requirements such as country of origin, care symbols and footwear labelling.

4) Develop a Regulatory Cooperation Committee that will: 

· Work with regulatory agencies, government bodies, and standard setting organizations.

· Engage in any regulatory development to ensure alignment before regulations are passed and not after the fact.

· Communicate with stakeholder industries both for the purpose of solicitation of comments as well as education of implementation.

· Track the progress of regulatory cooperation and set goals for future alignment.

5) Do not lose sight of internal harmonization as they move toward international harmonization.

7.8.  International Fur Trade Federation  (IFTF -EU) (USTR link)
IFTF declares that the U.S. Fur Labelling Requirements arising from the Fur Products Labelling Act (“FPLA”) of 1951 are burdensome. In comparison the EU fur labelling requirements are broader and practical. In September 2011, the European Commission passed a law (Regulation (EU) No. 1007/2011) that harmonizes textile labelling, which includes fur labelling. 

IFTF encourages the US and the EU to minimize the differences in labelling requirements applicable to the fur sector. 

7.9. Federazione Nazionale Orafi Argentieri Gioellieri Fabbricanti (Confindustria Federorafi -EU)
The European gold jewellery sector operates in a less competitive manner as European products are penalized in terms of customs duties compared to items produced by other manufacturing countries and compared to the tariffs applied by the EC on United States products. Solutions proposed are:

· an overall reduction in United States customs duties

· define a sectoral free trade agreement within the WTO framework

· harmonizing the United States and European Community customs regulations, with the aim of attaining reciprocity

7.10. European Boating Industry (EU)
1) Lack of recognition and acceptance in the US of the EU directive on recreational craft, and of international ISO standards.

a. EU boat exports to the US have to comply with the US Coast Guard (USCG) requirements for boating, that, unlike the EU regulation (that sets the safety and environmental regulations and leaves the choice to the manufacturer about how to comply), consists on more than 200 pages of technical requirements that do not make reference to the ISO standards. The American Boat & Yacht Council (ABYC) has developed voluntary standards that comply with the USCG requirements that are different from the ISO standards.

b. Exports of lifejackets require to be tested by UL (Underwriters Laboratories), the tests are almost impossible to complete for companies not based in the US and the costs are prohibitive.

2) Simplification of the requirements and more guidance on how to fulfill the requirements under the Lacey Act for imports of products containing wood (like boats)

3) EU exports of lifejackets. 

7.11. SEA Europe (Ships and Maritime Equipment Association -EU)
1) Jones Act that requires all waterborne shipping between US ports be carried by vessels built in the US and owned and operated by Americans (with the purpose of ensuring a sufficient merchant marine and shipbuilding base to protect the nation's defense and commercial interest). Although complete liberalization would be difficult, some achievable goals would be liberalization program for passenger ships, Ro Ro and other complex specialized ship types where the demand for safer and greener design is higher.

2) Revision of legitimacy of the following state support programs with WTO disciplines:

a. Federal ship financing program. Financial support to 1) construction/recondition of vessels in US shipyards or 2) to US shipyards that undertake advance shipbuilding or modern shipbuilding technology.

b. Small shipyards grants program. 

8. SERVICES

8.1. European Services Forum (ESF -EU) + US Coalition of Services Industries (CSI -US) (USTR link)
ESF and CSI favour services negotiations on a negative list approach, which should cover market access negotiations at all possible levels. The agreement should also comprise a comprehensive market access to public procurement for services, with low thresholds and substantive coverage of all public institutions and entities. It also should include high level investment protection with efficient investor-to-state dispute settlement.

To create a real transatlantic services market, a meaningful and outcome-driven regulatory cooperation in appropriate services sectors must be established, involving not only regulators at EU and U.S. federal level, but also regulators at sub-federal level and EU Member states level, i.e. wherever the regulators are.

ESF and CSI note that dialogue are already taking place in many services sectors such as financial services, insurance and information and communication technology. Professional service providers (lawyers, accountants, architects, engineers…) would also like to see the regulators of their sectors to engage discussions. 

In sectors like express delivery, postal services, and logistic services at large, a whole range of regulation and rules, sometimes related to the goods, to the customs, to security, to lack of standardisation, to the transport services, etc. is also creating barriers between the EU and the US that should be identified by regulators and actors from both sides.

For interoperability of privacy frameworks, there is a need to consider opportunities for facilitating responsible global data flows by evaluating interoperability of EU and U.S. frameworks. 

Finally, they welcome and support the commitment taken in the services section of the interim report of the HLWG stating that the United States and the EU would include binding commitments to provide transparency, impartiality and due process with regard to licensing and qualification requirements and procedures, as well as enhancing the regulatory principles included in current U.S. and EU FTAs. A necessary further step would consist of enhancing regulatory cooperation in any service sectors where it is felt relevant to improve mutual recognition and to achieve the regulatory objectives in a more effective and efficient manner.
8.2. EU-US Coalition on Financial Regulation (US & EU)
The Coalition associations would suggest consideration be given to the following steps:
1) The establishment of a dedicated Working Group drawn from the key regulatory authorities on both sides of the Atlantic with the objectives of:

(a) in the short term, establishing the criteria for transatlantic regulatory recognition based on (i) compliance with the IOSCO Principles and Objectives for Securities Regulation; and (ii) accepted levels of compatibility in the areas of supervision and enforcement; and (iii) reviewing existing memorandum of understanding to ensure that they facilitate comprehensive and timely information-sharing and cooperation in the areas of supervision, investigation, and enforcement;
(b) in the longer term, undertaking a regulatory gap analysis to determine how fundamental differences in regulatory approaches can be converged or reconciled in such a way as to facilitate common standards and common approaches;

(c) establishing specific work processes and procedures to give practical effect to interregulatory memoranda of understanding and ensure that there are effective and credible operational outcomes;

(d) establishing a process whereby new regulations which have potentially extraterritorial effect are a departure from the basis of regulatory recognition are the subject of inter-regulatory consultations prior to their introduction (other than in cases of extreme market stress or urgency).
2) The establishment of an Advisory Group comprising investment banks, non-bank broker dealers, market infrastructures, including clearing houses and corporate and institutionalend-users of the markets to work with the regulatory authorities in identifying areas of regulatory conflict which impose significant burdens on both industry and regulatory authorities
.

8.3. Transatlantic Business Council

(Comments on financial services)

Consideration of legislative mandates for agencies of financial regulation on both sides of the Atlantic to explicitely strive for EU-US financial cooperation. Financial services cooperation could be categorized in four boxes:

1) Traditional trade and investment measures such as national treatment of financial institutions, free access via foreign direct investment and strong investment protection rules, improve arrangements on the temporary movement of workers.

2) Horizontal business issues of importance to financial services firms, like cross-border, intra corporate use of data and interoperability of legislation pertaining to data protection and security; cybersecurity and consumer protection issues.

3) Financial regulatory issues which create difficulties in mutual market access and are viable areas for on-going regulatory cooperation in the FMRD (Financial Markets Regulatory Dialogue). The principles that should guide cooperation in these areas are: early consultation when proposing and adopting legislation or regulation, avoid extraterritorial requirements, recognize equivalence, adopt international standards and promoting the development of high quality international standards by global bodies; and supporting closer coordination among regulators in the oversight of entities

(4) Jointly agreed prudential carve-outs of such provisions that cannot be subject to considerations of mutually assured market access. The FMRD should pursue measures that would limit to the extent possible negative spill-over impacts of regulation. 

Non exhaustive list of areas requiring additional efforts of aligning regulation on both sides

a) Banking and securities 
· Ensure common approach to implementation of Basel capital and liquidity standards.
· Specific rules for globally systemically important banks (G-SIBs) should be implemented in a similar manner

· TBC supports on-going efforts to establish legal frameworks of bank resolution, including cross-border resolution

b) Infrastructure (OTC derivatives reform and compatibility of regulation)
Core policy objectives towards a sounder framework for derivatives clearing should be set in line with G20 commitments. The compatibility of emerging EU and U.S. rulebooks is not assured which has the potential to lead to complex and conflicting legal provisions for the centralized clearing of contracts Also, due consideration should be given to the proper supervisory structure in the emerging new EU supervisory architecture of central counterparties as well as in the U.S. context.

c) Insurance 
The TBC urges that the FMRD and the U.S.-EU Insurance Dialogues not be “silo” activities separate from the mission of the HLWG. 

· Regulatory Awareness: U.S. and EU regulators and policymakers should recognize different supervisory methodologies (e.g., state-based versus country-level), but agree to analyze these methodologies based on outcomes and not on methodologies.

· Global Policy Coordination with the Financial Stability Board (FSB), the G20 and the IAIS (International Association of Insurance Supervisors) 
· Consultative meetings with private sector corporations should be scheduled regularly

· Reinsurance Collateral Requirements: EU and U.S. policymakers should set a goal of achieving full parity of treatment for reinsurers trading on a cross-border basis between the EU and U.S. 

· Pensions Policy: Pensions policy is not an area which requires regulatory or policy harmonization but it is important to ensure that proposals by the EU Commission or U.S. Government do not have major impacts on a transatlantic basis. (For example, EU proposals to apply solvency norms, targeted at insurance instruments, to occupational pensions schemes (IORPS Solvency II) would negatively impact on the attractiveness of investment and job creation in the EU by U.S. and European companies).

d) Accounting and Auditing 
Accounting 
· Encourage countries around the world to adopt IFRS without modification. 

· Consistent application and interpretation of IFRS around the world, discouraging local modifications or interpretations. 

· Support the objective of the IFRS Foundation in developing an Accounting Standards Advisory Forum so national and regional standard setters remain involved in the process of setting IFRS. 

· Continuing timely endorsement of IFRS by the EU mechanism so that European companies can fully retain access to and comply with global accounting standards without any legal impediment, “carve-outs” or undue delay. 

Auditing 
· Adopting and implementing International Standards on Auditing (ISAs). The EU and U.S. should encourage the International Auditing and Assurance Standards Board (IAASB) and national standard-setters to coordinate and converge their standards. 

· Encouraging adherence to strong professional independence standards by audit firms and individual auditors as set out in the IESBA Code of Ethics, which provides for the application of safeguards to potential threats to independence, periodic rotation of the audit partner (a minimum of seven years), and restrictions on personal and business relationships with audit clients. 

· Eliminating cross-border barriers, such as those that impose firm ownership requirements or restrict the mobility of professionals. 
· Promoting the establishment of appropriate collaborative arrangements between national audit oversight bodies and develop a clear roadmap towards mutual reliance. 

· Developing a common framework for two-way communication between auditors and prudential regulators.

· Developing a transatlantic regulatory framework for auditors of companies listed in the U.S. and the EU – such a framework would establish common practices and standards, common inspection approaches, and common standards for public reporting of inspection results. 

· Supporting strong and independent audit committees composed of highly qualified and competent non-executive Directors with clear articulation of their responsibilities. Responsibilities of audit committees should include the review of the performance, independence and objectivity of the external auditor and recommending the appointment or re-appointment of the auditor to the Annual General Meeting. The role of the audit committee also should include the pre-approval of permissible non-audit services to be provided by the auditor. Effective oversight of the independent auditor by the audit committee promotes good governance and investor confidence. 

· Move away from proposals currently under consideration in the EU and the U.S. that would be harmful to audit quality, such as those that would impose mandatory firm rotation, restrict audit tenure, further limit non-audit services, mandate audit-only firms, or otherwise weaken the role of the audit committee. 
8.4. Property casualty insurers Association of North America (US)
1) General support to the EU-US dialogue project report
 and some technical suggestions to this report.

The U.S.-EU Dialogue Project includes top insurance supervisory officials in the U.S. and Europe andh as released a draft report comparing aspects of the insurance regulatory regimes in the United States and the European Union. U.S. observers were cheered by the apparent acceptance that there are commonalities as well as differences between the core principles identified in the U.S. state-based regime’s Insurance Financial Solvency Framework and the three-pillar approach of Solvency II in Europe. 
8.5. Insurance Europe (EU)
Insurance Europe does not look to the High Level Working Group to duplicate insurance dialogues already going on in other forums (like in particular the EU-US dialogue project report) , but that political support is given to the insurance dialogues to ensure:

· Insurance regulatory dialogues continue into the future

· Milestones agreed to at the end of ‘Phase II’ are met in a timely manner; and

· Increased transparency to stakeholders continues to be provided.

Specific areas where further convergence would be needed are solvency regulation group supervision, reinsurance and collateral requirements, supervisory peer review and the need for a consistent application of regulation. 

8.6. SIFMA (Securities Industry and Financial Markets Association -US)
Supports Sidley's comments and requests more time to submit comments.

8.7. Sidley Austin LLP (law firm -EU)
1) Welcomes the Executive Order 13609 of May, 1 on Regulatory Cooperation and supports that it should apply to independent regulatory agencies as well and in particular in the area of financial regulation.

2) Technology and consumer protection: promote interoperability of EU and US regimes, mutual recognition leading to adequacy determination for the US, expand current Safe Harbor arrangement, develop codes of conduct for “cloud computing”, promote more compatible cybersecurity and data breach practices, promote modernization of mutual legal assistance treaties among the US and the EU.

Requests additional time to submit more detailed comments.

8.8. The Wolf Group (US)
This firm provides tax and financial services to individuals with international financial interests. 

The implementation of the FATCA legislation and similar law in other countries rendered increasingly difficult for the millions of U.S. citizens living abroad to find financial institutions that will hold their financial accounts due to the onerous legal requirements.

As a result, only big players who can afford to cope with the regulatory burden that these regulations impose can enter in this market. The Wolf Group welcomes a discussion on how to solve this problem

8.9. Association of German Banks (Bankenverband -EU)
The AGB worries about US regulators applying standards to European banks that are extraterritorial, duplicative or discriminating, especially regarding the on-going implementation of the Dodd-Frank Act (DFA). 
Germany as well as other countries has stated that the October 2011 Volcker Rule implementation proposal is much too extraterritorially burdensome for non-US banks and discriminates against issuance of non-US government bonds. The June 29 (Federal Register: July 12) 2012 CFTC proposal on cross-border aspects of DFA derivatives rules is overly extraterritorial (by broadly defining “US persons” and subjecting non-US banks’ worldwide dealings with them to its rules) and gives non-US banks too little time to adapt their compliance systems to the US standards, although the latter are still not properly detailed.
The "swap desk push-out" button (forcing US branches of non-US banks to give up derivatives business if they want to keep their access to the Fed discount window) is discriminatory. 
8.10. Airports Council International North America and Airports Council International Europe (US & EU)
1) Collaborate on risk based security and trusted travelers programs (these programs harness data provided by passengers on a voluntary basis and intelligence information to serve as an indicator to guide the application of screening resources. The most invasive screening resources are applied to individuals about whom the least is known).

2) Cooperate in the development of mutually recognized detection standards and operational procedures for security screening technology. 

3) One stop security. Passengers arriving from the EU and connecting to other flights at US hub airports must be screened a second time. Mutual recognition of aviation security measures would eliminate redundant screening processes for passengers, baggage and cargo. 

4) Liquids, aerosols and gels (LAGs). Develop operationally feasible procedures for screening LAGs.

5) Opposes possible introduction by ICAO (International Civil Aviation Organization) of 100% non-passenger screening.

6) Supports the International Trusted Traveler Programs or global entry program that allows expedited clearance for pre-approved, low risk travelers upon arrival in the United States.

8.11. Airlines for America (AFA -US)
1) Environment: AFA strongly criticizes the EU ETS system as violating international law and being bad policy. Noise restrictions have been implemented in some important EU airports that contradict the approach of the EU-US open skies agreement. The EU and the US should provide mutual recognition for alternative fuels approved under their respective regulations and sustainability criteria. 

2) Security: AFA encourages the EU in its revision of its policy on Liquids, Aerosols and Gels (LAGS) that would allow passengers to carry on board all duty-free LAGs to collaborate with the US on the recognition of screening measures and technologies. Last Point Departure (LPD) screening: the EU and the US should allow for mutual recognition measures that will avoid the need to rescreen passengers and their baggage at EU and US transfer airports. 

3) Cargo: Harmonization of standards and data elements is required, particularly for security risk-assessment of advance cargo information, and development of an EU-wide single window for data transmission and risk assessment. 

4) Safety: a broad comparative review of regulatory policies concerning the carriage of dangerous goods would be beneficial as well as a common approach to aircraft safety investigations. 

5) Operations and maintenance: The FAA and the European Aviation Safety Agency should collaborate to determine if proposed new regulations will conflict with established regulations by the other party and determine which agency has jurisdiction over affected operations before issuing a final rule. A4A lists several examples of areas where harmonization is possible.

6) Passengers with disabilities. There should be harmonization of regulations or at least avoid extraterritorial application of the regulations.

7) Tax and regulatory policies: AFA lists several EU or Member State tax and regulatory policies that put barriers to the development of Airlines services. 

Finally, AFA states that US foreign air investment law modifications need to be enacted by Congress and praises EU-US collaboration in competition law. 

8.12. Express Association of America (EAA –US) and European Express Association (EEA –EU) (USTR link)
1) Air cargo security. The 01.06.2012 EU-US agreement on air cargo security recognizes each other's air cargo security regimes for shipments originating in each jurisdiction, but: 

a. It needs to be strengthened as it is not resilient enough to withstand a potential future incident

b. It does not harmonize regulations (no common definition of high risk cargo, no common standards for accepted security equipment and screening methods, staff training, and there should be better cooperation in intelligence sharing).

2) Advanced cargo information for security risk assessment. In the US there is the ACAS (Air Cargo Advanced Screening) pilot program. In the EU there are pilot projects in Belgium, France, Germany and the UK. No regulations have been developed yet and it would be important to prevent regulatory differences in requirements for data on each shipment, protocols of communication with carriers and risk criteria.

3) Trusted trader programs. The MRA between the Customs Trade Partnership Against Terrorism (US) and the Authorized Economic Operator (EU) is a step in the good direction, but more could be made like recognizing automatic known consignor status in terms of air cargo security without having to be subject to additional security controls. 

4) Customs:

a. Harmonizing processes for customs clearance with a goal of the immediate release of goods on arrival.

b. Payment of customs taxes in arrears

c. Raising the de minimis level (value under which shipments are not subject to duty and taxes or formal customs procedures)

5) Regulating aircraft emissions. The EU and the US should move together and reach an agreement in ICAO (International Civil Aviation Organization).

8.13. Deutsche Post DHL (US)
DHL has identified four primary areas where greater collaboration and regulatory compatibility between the US and the EU would improve the speed and efficiency of the cross border movements: 

· Support mutual recognition of customs programs and products, notably by : 

· Implementing the AEO-CTPAT recognition (Customs-Trade Partnership Against Terrorism for the US and Authorized Economic Operator for the EU).

· Expanding recognition to include customs programs credentials. 

· Harmonize transportation security requirements, DHL proposes to : 

· Implement the EU-US agreement on air cargo security

· Develop ACAS (Air Cargo Advance Screening) as an internationally accepted regime.

· Facilitate cross-border data flows, especially for customs and security purposes. 

·  Increase "De minimis" import values and eliminate the formal entry list

· Open an investment structure for ownership and control of airlines.
8.14. Amway (US)
(Direct sell of health and beauty products)

1) Distribution services: in some EU countries there are restrictions to the type of products that can be sold through the direct selling channel

2) Harmonization for the standards for the submission of non pharmaceutical health maintenance products (the European Food Safety Agency (EFSA) does not allow the use of peer reviewed university studies and asks for randomized controlled clinical trials that are normally required for pharmaceuticals).

3) REACH: as it classifies all importers as chemical producers, importers have to comply with more registration procedures than national distributors

4) Welcomes sectoral approach and in the cosmetics sector proposes the same approach than the one followed in TPP.
8.15. Digital Europe (EU)
As a whole, the European ICT industry asks for an improved and more coherent regulatory environment. Digital Europe: 

· Recommends an approximation, or mutual recognition of regulations in some related areas (standardisation, e-accessibility where SDoC is proposed, e-health, conformity assessment, e-labelling, intellectual property and environment):

· Suppliers declaration of conformity. Proposes SDoC as the basis for mutual recognition in e- accessibility. 

· E-labelling: proposes to create an electronic marking for products with screens which would be complemented with a temporary label in which the information would be displayed without having to turn the device on.

· All ICT equipment should be allowed to be brought in the US market based on meeting the requirements of the current international product safety standards (IEC) with a conformity assessment procedure based on SDoC and market surveillance and with product liability resting on the company that brings the product into the national market (be it the manufacturer or the importer).

· Ensure cross-border data flows as cross-border trade in IT services is fundamentally the exchange of data. Data flow commitments should be negotiated to complement cross-border services commitments that ensure responsible and accountable treatment of data. 

· Improve the Intellectual Property framework.

· Environmental regulations: Digital Europe encourages the EU and the US to promote common principles regarding substance restrictions (that are deemed to pose risks for the environment or human health if not managed properly) as well as common methods an principles to improve the efficiency of external power supplies or battery charging systems. 
· Calls on the European Commission and the Government of the United States to avoid divergent policy approaches (e.g. in the nascent Internet of Things) and continue their work on cyber-security.
· Ask for coherent policy in regard to European and American R&D programmes

· Encourages the EU and the US to jointly promote trade liberalisation and to address problems created elsewhere, such as requests to provide far too much unnecessary confidential business information to show compliance with technical regulations and thus gain market access. 

· Insists that the agreement should be creative – for example, where binding language cannot be employed to address specific third party issues, the document could still include helpful preamble language that provides policy direction and/or incorporate best practices or policy principles on evolving topics like cyber security and forced localisation requirements.

· Encourages the two partners to reaffirm their joint commitment to maintain the status quo on Internet governance (ICANN/IGF, etc.) and ensure that the Internet eco-system remains open to innovation and commerce globally.
7.16. Information Technology Industry Council (ITIC -US)
1) Cybersecurity. In June 2012, ITIC, Digital Europe and the Japan Electronics &Information Technology Industries Association issued a statement based on 12 principles to provide governments worldwide with a common foundation for policy making in the area of cybersecurity. Urge the US and EU to promote these principles.

2) Forced localization. Many countries (initially Brazil and China but now increasingly India, Russia, Indonesia, Nigeria and Argentina) are implementing trade distorting policies like local sourcing requirements to force domestic localization of IT industries. ITIC urges the EU and the US to promote regulatory cooperation in a way that serves as a model for other nations that are trying to promote innovation and manufacturing free of trade distorting discrimination.

3) Internet Governance. Any revision of the International Telecommunication Regulations should codify the principles that have transformed global communications over the past two decades, including the liberalization of incumbent telecommunications infrastructure. Conduct a comprehensive risk assessment on how any proposed changes will affect developing countries that have made significant investments in ICT and digital infrastructure.

4) ICT accessibility. Harmonization of ICT accessibility (for older people and people with disabilities) standards and conformity assessment procedures. US system is based on SDoC.

5) Standardization. Expresses concern on proposals to make recommendations of the ITU-T (International Telecommunication Union) mandatory for all member states.

6) Regulatory product marks & labeling. Joint regulatory efforts to eliminate requirements for product marks and labels to display non essential information. The US Federal Communications Commission has recently begun to explore options for electronic labeling. 

8.17. European Telecommunications Network Operators (ETNO -EU)
Regulatory divergences (in the EU competition is promoted by promoting network access by new entrants, whereas in the US by allowing multiple competing platforms) need to be tackled. 

The EU and the US agreed on a set on ICT principles in 2011: Commercial Flexibility should be added to the principle of Openness. The principles should put more focus on oversight and less on price regulation for interconnection

ETNO has already made contributions in the Public Consultation on the future of EU-US trade and economic relations and notably insisted on: 

· The potential to articulate the EU-US FTA as a tool to address trade issues with third countries, by the means of improving their governance, by fostering competition in their markets and by collaborating on creating level-playing fields. 

· Reducing the negative impacts of fragmentation of the US internal market. The same shall apply in Europe, regarding the fragmented national regulatory schemes from Member States. 
8.18.  British Telecom (BT Group -EU)
BT asks for a common and pro-innovation approach to regulation in emerging new areas as well as for combined efforts in precompetitive R&D between Government led or funded programmes (nanotechnology and related areas, cloud computing norms, data privacy and transborder data flows, smart grid and e-mobility norms, cyber security…). 
It is also concerned about divergences of approach in the EU and US in the key regulatory area of data protection and data privacy.
· The EU and US should try to address material existing problems of regulatory or standards divergence, particularly in the high tech area, which are causing substantial competitive imbalances between EU and US businesses and also in the data protection area.
· The US and EU should set up a joint trade policy task force to work on common approaches to developing enhanced trade opportunities in BRICS, Mexico and elsewhere. 

· The existing high level regulatory cooperation dialogue and the TEC process should be more transparent and more long term in planning and in agenda-setting. 

· All measures of transatlantic regulatory significance agreed under the FTA must be capable of passing tests of 

(a) the net impact of the measure, taken alone AND cumulatively with related sector or horizontal measures, must be pro-competitive and enhancing of jobs and growth;

(b) unless explicitly not relevant, the measure must be drafted and implemented so as to be 'e-commerce friendly' or 'internet ready'

The EU and US should reaffirm their joint commitment to the current arrangement for internet governance (ICANN/IGF etc.) and ensure that the internet eco-system remains open to innovation and commerce globally.
8.19. Ebay Inc. (US)
According to Ebay, the agreement should aim to: 

· Break new ground on customs duty thresholds

· Support improved shipping services

· Enable trusted SME and intermediary trader programmes

· Support a more efficient mobile payments system

· Provide simple online processes for solving disputes between individuals and companies.

Ebay supports the objectives of the EU-US High Level Group but insists that a clear commitment from governments is required to move beyond traditional trade agreements focused solely on enhancing market access for large multinationals, to ‘21st Century Trade Agreements’, which give equal weight to the elimination of barriers affecting small businesses.
8.20. International Confederation of Music Publishers (ICMP -EU), National Music Publishers Association in the US (NMPA -US)
Comments are not on regulatory cooperation, but on specific concerns in the EU and the US market.

Within the EU, the main problem faced by rights holders is legal uncertainty. European and non- European stakeholders are for example faced with different regulatory offices. There is no single point of reference when rights holders encounter a problem.
It also reports some issues such as the lack of harmonisation in Article 5 of the EU Directive 2001/29/EC (there is no numerus clausus on exceptions and limitations to copyright, so member states can interpret it differently) as well as in the EU Directive 2004/48/EC, in relation to which Member States interpret enforcement measures differently.
On the US side, it express concerns about the “Bars and Grills exception” that is still a part of US legislation, and according to which over 70% of the bars and restaurants in the US are exempted from paying royalties for broadcasting musical and audiovisual works on their premises.
9. TRADE/BUSINESS ORGANISATIONS

9.1. Business Europe (EU) + US Chamber of Commerce (US) (USTR link)
Business Europe and the US Chamber of Commerce encourage an ambitious approach for creating a comprehensive transatlantic trade and investment agreement. In particular, in addition to strong and binding technical barriers to trade (TBT) and sanitary/phyto-sanitary (SPS) provisions, the EU and US should agree on regulatory cooperation provisions that will:

· Establish a clear goal of having counterpart US and EU regulators determine where their regulatory regimes aim for compatible regulatory outcomes, such that a product or service that can be sold in one market can be made available for purchase in the other; and 

· Provide new tools and a governing process to guide regulatory cooperation on both a cross-cutting and sector-specific basis, which will help address divergences in both the existing stock of regulations and in future regulatory measures 

The U.S. Chamber of Commerce and Business Europe have developed proposal to elaborate how a regulatory component could be developed by describing the provisions that should be included in the agreement, including: 

· Preamble which affirms the importance and benefits of regulatory cooperation to enhancing regulator efficiency and effectiveness, while recognizing their mandate to protect their consumers, investors and environment. This would give a signal to third countries.
· Regulatory Principles that emphasize and endorse regulatory best practices both accepted and agreed by the US and EU (like the 2011 Common understanding on Regulatory Principles and Best Practices and the 2002 Guidelines on regulatory cooperation and Transparency).  

· Regulatory Outcomes that establish a clear goal of compatible regulatory regime determinations for regulators to strive towards; 

· Transatlantic Regulatory Tools including transparency, information and data sharing, confidentiality, processes for identifying proposed measures with a significant impact on transatlantic trade, and a new Regulatory Compatibility Analysis (RCA) procedure overseen by OIRA or Sec Gen and in financial services, by the Financial Stability Oversight Committee and the Sec Gen; 

· Institutional Provisions to establish an oversight body to address cross-sectoral issues, promote best practices, and oversee an "evergreen" process of enhancing regulatory compatibility; and 

· Preserve Regulator Decision-Making Authority to maintain respect for sovereignty. 

9.2. US Chamber of Commerce in TBT and SPS issues (US)  (USTR link)
1) The EU-US agreement should have a chapter on TBT and SPS that is at least as ambitious as the TPP agreement.

2) Many of the systemic measures that should be included in this chapter have already been agreed in the June 2011 EU-US common understanding on Regulatory Principles and Best Practices. The language of the TBT and SPS chapters of the EU and US FTA with Korea show that the two parts use very similar texts. However, additional aspects should be included, like a commitment to use international standards in accordance with the WTO principles (G/TBT/1/Rev.8 section IX) and on the SPS side, with a commitment to base measures on science and risk based assessments.

3) In particular, for the TBT and SPS chapters, additional commitments could be:

· Allow interested parties a meaningful opportunity to provide comments and have those comments actively considered when making regulatory, policy or technical changes

· Require parties to provide an adequate implementation period for all non-emergency measures;

· Encourage greater collaboration on the development of technical regulations and third country development initiatives;

· Promote the streamlining and reduction of export certification and licensing

· requirements;

· Reaffirm requirements to choose the least trade restrictive methods possible;

· Strengthen provisions in the WTO requiring adequate time for comment, and whenever possible at least 60 days;

· Notify proposals directly to the other party; and

· Include specific goals and objectives when notifying proposals.

4) For the TBT chapter, the suggestions are:

· Allow national treatment for conformity assessment bodies.

· Encourage US regulators to select the standard that best meets their regulatory objectives.

· Empower regulators to grant a presumption of compliance to products meeting international standards as defined in the WTO TBT principles guidance and that meet the essential technical requirements of EU Directives.

5) For the SPS chapter, additional elements would be:

· Develop measures using science based international standards. 

· Allow the automatic right for back up testing

· Strengthen and elaborate requirements related to risk assessment and risk analysis. 

9.3. Transatlantic industry contribution (collective –US & EU) (USTR link)
The industries and associations listed below: 

· endorse an ambitious regulatory cooperation chapter that includes goods and services (including financial services),

· recognise the ongoing work in the G20, the TEC, the HLRCF and the EU-US Financial Markets Regulatory Dialogue, 

· pledge for a TBT and an SPS chapter that utilizes where possible mutual recognition agreements

· and promote a better understanding of the impact significant regulations may have on the transatlantic market and facilitate information sharing.

Advanced Medical Technology Association

American Automotive Policy Council

American Chemistry Council

American Council of Life Insurers

Association of British Insurers

Association for Financial Markets in Europe

Biotechnology Industry Organization

BUSINESSEUROPE

Business Roundtable

Coalition of Service Industries

The Council of Insurance Agents and Brokers

Emergency Committee for American Trade

European-American Business Council

European Federation of Pharmaceutical Industries and Associations

European Chemical Industry Council

European Services Forum

Financial Services Roundtable

Insurance Europe

Medical Imaging Technology Alliance

National Association of Manufacturers

National Foreign Trade Council

National Electrical Manufacturers Association

Personal Care Products Council

Pharmaceutical Research and Manufacturers of America

Securities Industry and Financial Markets Association

TheCityUK

The TransAtlantic Business Dialogue

Transatlantic Coalition on Financial Regulation

U.S. Chamber of Commerce

United States Council for International Business

9.4. Business Roundtable (US), Transatlantic Business Dialogue (EU & US), European Round Table of Industrials (ERT -EU)  (USTR link)
1) Regulatory consultation process under which the EU and the US:

a. Would be required to notify each other of new and pending major proposed regulatory initiatives

b. Would be able to discuss these initiatives in the context of the ongoing negotiations

2) High level political involvement

3) General principles outlined in the letter on regulatory cooperation dated 24.10.2012

4) Continue work ongoing in other initiatives like the TEC or the HLRCF

5) Long term regulatory issues: instead of setting aside more complicated regulatory barriers that may not be achievable immediately, find new ways to reinforce existing mechanisms like the TEC or the HLRCF.

9.5. National Foreign Trade Council (NFTC -US)
1) Pleads for a comprehensive agreement that tackles all the issues mentioned in the interim report (goods, services, agriculture, tariff and non tariff barriers to trade, competition, investment, intellectual property, trade facilitation, customs, rules or origin, 21st century issues)

2) Maximize mutual recognition and focus on sectors which will have the largest impact on third countries. Cooperation in regulatory cooperation should be evidence based, address new regulatory developments and encourage innovation.

3) Set clear criteria yo “do no harm” that could backtrack on existing US high standards se in US-Korea FTA and other bilateral or multilateral agreements or result in any new barriers to trade and investment between the US and the EU or against third parties.

4) Bring a whole of the government commitment to include the range of US and EU independent governmental and sub-federal entities.

5) Pursue efforts in key sectors with the most transatlantic value, like autos, chemicals, pharmaceuticals, medical equipment, financial services and insurance.

6) Continue cooperation to promote enforcement of IPR and secure flows of digital information across borders.

9.6. American Chamber of Commerce to the European Union (AmCham EU)
1) Adoption of a broader consultation process, common impact assessments and common EU and US risk assessments, with broad stakeholder involvement.

2) Agreement on concrete procedures to foster mutual recognition

3) Closer transatlantic cooperation on standards regarding product safety, smart meters, energy efficiency, bio based products and other sectors
9.7. NAM (National Association of Manufacturers –US)
1) Adopt the WTO broad definition of "international standards" as those that are used in more than one country, rather than limiting the definition to those developed by the ISO, the IEC or ITU.

· share information, data sets, terminology and definitions

· national treatment to CAB in the EU and the US: enable CAB to provide testing and certification to another country's requirements by being recognized or accredited through the same process that is used for domestic bodies. Ensure that the EU allows for multiple accreditation paths for certification bodies. Particularly the EU does not allow US testing laboratories to perform "engineering judgment"
· concern by the proclivity of EU and US to give consideration to political, not science based factors into regulatory policy making

2) Harmonization in disclosure standards

3) Examples for cooperation:

· labeling requirements

· product-safety requirements

· technical transparency for CE marking requirements which indicate conformity with EU standards

· information and data sharing

· cost-benefit risk assessment methods

4) Find areas to recognize functional equivalence and establish a mechanism to cooperate in the development of new regulations.
9.8. US Council for International Business (US)
USCIB makes the following specific sectoral comments:

1) Chemicals: more open and efficient regulatory environment, promote common data and definitions in regulatory process as well as mutual recognition of notifications. USCIB advocates for the elimination of all tariffs and non-tariffs barriers. Development of a new OECD template for non agricultural pesticides 

2) Customs and trade facilitation. 

· Mutual recognition of trusted trader programs. The EU should arrange for mutual recognition of all the members of the Customs – Trade Partnership against terrorism (C-PAT) members, which is not currently happening.

· Air cargo security. Welcomes existing agreement on air cargo security but should go beyond, harmonizing the air cargo security regulations including common definition for high risk cargo, common standards for accepted security equipment and screening methods, staff training, improved intelligence sharing.

· Advanced cargo information for security risk assessment: there are no regulatory requirements yet, but it will be important to cooperate in order to avoid diverging regulations.

· De minimis import values. Harmonize the "de minimis" value threshold for the imposition of duties and customs requirements (the EU threshold is lower).

3) Financial reporting and audit: agree international financial reporting standards, international standards for auditing and eliminate barriers that restrict the mobility of professional services providers and ownership of audit firms.

4) Green economy and growth. Avoid unilateral measures like the European Emissions Trading System (ETS). 

5) Information and communications technology (ICT):

· Internet governance: The United States and the European Union therefore should reaffirm their joint commitment to multi-stakeholder model for internet governance through organizations such as the Internet Corporation for Assigned Names and Numbers (ICANN) and the Internet Governance Forum (IGF). They also should work together to ensure that Internet growth and flexibility are not compromised by proposals aimed at bringing the internet under the jurisdiction of the International Telecommunications Union (ITU).

· Privacy: The EU's current effort to revise its Data Protection Regulation presents an excellent opportunity for the EU and U.S. to focus together on how to promote interoperability of privacy requirements between the two economies
· Cybersecurity: The United States and the EU should work closely to ensure that they develop compatible approaches to addressing criminal behaviour online and ensuring the security of information systems.
6) Innovation. Regulation should be based on 'light touch' principles capable of implementation in a similar or mutually compatible way in the EU and U.S. There may also be scope for combined efforts in pre-competitive R&D between Government led or funded programs; and in shared best practice on funding models. The innovation areas which appear most suitable for such a mutual effort are: nanotechnology and related areas; cloud computing norms, data privacy and transborder data flows; smart grid and e-mobility norms and; cyber security. 
7) Investment. 

· Transatlantic restrictions on FDI should be reduced on both sides to the absolute minimum necessary 

· Bilateral U.S.-EU investment liberalization should not be extended on an MFN basis to other major economies unless they afford both U.S. and EU investors comparable access to avoid “free riding” 

· deepen the cooperation on key third country investment issues, including provisions on State-Owned Enterprises (SOEs), strong and effective dispute settlement and comprehensive definitions of covered investments that reflect the full range of investment vehicles and practices we see in today’s global markets. 

9.9. Association of the German Chambers of Industry and Commerce (DIHK)
1) Current standards and regulations are the main barrier to trade, followed by sector specific tariffs.

2) Proposes mutual recognition based on negative lists

3) Consider the provisions negotiated between the EU and Canada and the ones in NAFTA. Both parties should modernize their agreements with third countries to reduce inconsistencies between the agreements.

4) Activity of the TEC should not be blocked in case negotiations start.

5) Visa program in necessary installations repair and warranty duties and building and construction sector (especially for the L visa).

9.10. British American Business (EU)
1) Regulatory cooperation is the area where the most gains would lie

2) Applaud the work of the TEC, though modes success.

3) Political agreement that would be a governing principle for all contacts between executive, regulatory and technical communities included sub federal or national level. No spheres of economic activity should be excluded. 

4) Convene regulatory agencies and technical norm setting communities in support of existing processes such as the TEC and the HLRCF.

5) Agreement on a number of key sectors leadership initiatives and roadmaps.

9.11. Confederation of Danish Industry (EU) 
1) The handling of goods at customs and port should be made more efficient, for instance by establishing mutual recognition of trusted shipper programs, as well as harmonizing safety and customs standards across the Atlantic. 
2) Certification and standardization regimes should be harmonized across the Atlantic.

3) Obligatory recognition among the National Recognized Test Laboratories (NRTLs) component certificates in the US.

4) The US Consumer Product Safety Commission (CPSC) notification procedure in case of a potential safety issue needs to be simplified. The current procedure is very time consuming and without legal support from specialized counsel. 
5) Sanitary and phytosanitary measures (SPS) need to be interpreted and implemented in a more consistent manner across the Atlantic, for instance by development of equivalence in standards and inspection requirements. 

6) Rules of origin should be as simple, predictable and legally certain as possible. 
7) The regulation on pharmaceuticals and medical devices needs to be harmonized, e.g. by allowing for mutual recognition of approved products. 
8) The regulation on export controls of dual-use items and defense related items should be harmonized, and transshipment of regulated items within the Trans-Atlantic marketplace should be eased. 
9) Consumer protection logos (e.g. IEC, CE, WEEE) need to be made mutually recognized across the Atlantic. 
10) There is an untapped potential related to increased trade in consumer products across the Atlantic by way of e-commerce. However, a number of obstacles impede this, e.g. geographical segmentation of the retail market for digital commodities (movies, music, software etc.), burdensome customs procedures on retail goods purchased online, lack of common standards etc. 
11) Trade in services needs to be given specific focus, as there is a huge potential for both sides of the Atlantic, if services can be provided more freely. Hence, all aspects of services liberalization need to be discussed as part of the continued dialogue. 

12) The dialogue should also focus on telecommunication and roaming, specifically on how to reduce the high roaming charges when travelling between the two regions. 

10. FOOD AND AGRICULTURE

10.1. European Starch Industry Association (AAF -EU) + Corn Refiners Association (CRA -US) (USTR link)
1) Regarding pesticides, the US and the EU should explore which initiative they might introduce in their respective procedures and regulatory standards to take into consideration the Maximum Residue Limits (MRLs)/tolerance of the other party. AAF and CRA suggest the creation of a working group to study the question. 

2) There are differences in the US and EU regulations aiming at preventing consumer exposure to food contaminants. US and EU regulatory agencies should create a side-by-side inventory of contaminant levels in food and feed including levels adopted by the FAO/WHO Codex Alimentarius Commission. The document could be used to determine the most important and economically significant differences in contaminant regulations and help identify where harmonization could be possible. 

3) There is a need to develop common definitions for food and feed products in the U.S. and the European Union. The EU and US authorities should open a public consultation procedure inviting to comments on items that should be prioritised for harmonisation.
4) An examination of Certification Programs by regulatory authorities can be conducted to determine if there are outdated requirements which could lead to reduce burdens on business operators and importation officials. 

5) The Food Safety Modernisation Act Implementation raises two regulatory issues regarding pathogens and the creation of a Foreign Supplier Verification Program. What constitutes a pathogen and what products need to be tested have to be clarified. The regulation for the Foreign Supplier Verification Program should be implemented so that it does not hinder unnecessarily EU exports.
6) The Toxic Substances Control Act reform should focus on the evaluation and appropriate management of high risk chemicals and provide incentives for the development of safer chemicals. 

10.2. Corn Refiners Association (US) 

1) CRA provided joint comments with the European Starch Industry Association (AAF), the EU starch association.

2) Additional priority items include alignment of allergens thresholds and labelling requirements, cooperation in research and developments programs, common basis for nutrition labelling claims, common pharmaceutical excipient specifications, safety standards as well as toxicological safety evaluation for food additives and contaminants. 

3) CRA also proposes to have U.S. and EU regulatory authorities agree to commission an independent review of the methods of toxicological evaluation used by their respective expert agencies to determine where significant differences may exist and identify the differing outcomes that may result. In addition to national safety evaluation systems, such a review should also take into account the methodology applied by the FAO/WHO Joint Expert Committee on Food Additives and Joint Meeting on Pesticide Residues.

10.3. National Corn Growers Association (US)
For NCGA members, the most obvious challenge is approval of corn and corn products derived through biotechnology. NCGA criticizes EU regulatory decisions dictated by political pressure and not science-based evaluations and the moratoria on biotechnology products.
NCGA members do not support a “take what you can get” approach to a bilateral agreement with the EU and insists that the acceptance of internationally agreed standards by the EU and the adoption of science- based risk assessments must be an important part of improving trade relations. 
10.4. American Soybean Association (US)
ASA mainly points out several EU policies restricting importation and use of U.S. agricultural commodities derived from biotechnology, and particularly: 

· Delays in approvals of new biotech traits despite positive assessments by the European Food Safety Agency (EFSA).

· Commercially infeasible requirements on biotech content in food products under EU Traceability and Labelling (T&L) Regulations.

· Prohibitions on importation of biotech commodities by certain EU Member States.

· Application of National Seed Catalog and Coexistence requirements to planting of biotech crops by Certain EU Member States.

ASA also criticizes the Renewable Energy European Directive of 2009 stating that it will impose inaccurate greenhouse gas emissions reduction requirements for biodiesel produced from U.S. soybean oil and other feedstocks and will require U.S. compliance with "unwarranted, onerous, and commercially infeasible sustainability certification requirements". 

10.5. European Renewable Ethanol (E-Pure -EU)
ePure submitted comments related to the bioethanol industry. 

The EU and the US use siilar categories for ethanol products but have different classifications practices especially for blends. As a result, EU operators may import ethanol/gasoline blends under a different code, with significant consequences in terms of duty paid in the EU. Thus, ePures urges to complete EU Regulation 211/2012 to solve this problem. 

The EU and the US have also different certification schemes. EU schemes to certify that imported biofuels comply with quality and environmental objectives include: voluntary schemes at EU level, national scheme at member state level and bilateral agreements. There is no bilateral agreement with the US but they are very much in favour of this solution. (EPure favors a bilateral agreement rather than a comprehensive FTA that would cause many difficulties in terms of market access). 
10.6. EuropaBio (EU) + BIO (Biotechnology Industry Organization -US) (USTR link)
A more efficient EU authorization system, with data requirements and approval timeframes more in line with the U.S. and other comparable systems, is needed. In particular:
· Approval time in the EU to put a Genetically modified (GM) product in the market is much larger than in other countries and the deadlines foreseen in the European legislation are not met. 

· Adventitious presence of GM seeds can occur in non-GM seed. The widespread cultivation of GM crops in many non-European countries makes the expectation of a presence standard of “absolute zero” neither realistic nor possible.
· A low level presence (LLP) policy for EU unauthorized GM products in feed, food and seed is needed. 

· The possibility of mutual recognition of approvals with third countries should be explored.

· Any approach to limit the use of Antibiotic Resistance Markers (ARMGs) must be science-based and must respect product lifecycles.  The inclusion of a de facto limit on ARMGs could have seriously negative consequences on trade

Requests for additional, unnecessary data and information are particularly burdensome to smaller, innovative developers with limited resources and staffs. The European Commission should first and foremost implement EU legislation - it should put forward all products that have received an EFSA Positive Opinion for voting within the legally foreseen timeline of 3 months.

10.7. European Crop Protection Association (ECLA -EU) + CropLife America (CLA -US) (USTR link)
In the Agriculture trade sector, harmonization through regulatory cooperation should be considered in : 

· Timelines required for the initial approval, subsequent periodic review, and revision as necessary of Maximum Residue Limits (MRLs) for specific crops and pesticide active substances. 

· Data requirements for consideration, evaluation, and approval of MRLs. 

· Regulatory processes for approving the MRLs. 

· Values for the MRLs, the regulatory rationale used to establish them, and the calculations used to derive them. 

· Grouping of agronomically or botanically similar crops to establish crop group MRLs. 

· Definitions of the chemical substances covered by the MRL, whether they include the active substance only, a significant metabolite only (as a marker of total residues present), or a combination of active substance plus additional metabolites or degradates. 

· Analytical methods used to monitor residues in food and enforce MRLs. 

· Approaches to and timelines for recognition of Codex MRLs. 

Further dialogue and cooperation between the EU and US would be helpful in order to develop a common standard in future free trade negotiations with other nations.
Further comments will be provided. 
10.8. Minor Crop Farmer Alliance (US)
The MCFA suggests that greater regulatory compatibility should be achieved in matters related to agricultural chemical registrations, especially in such trade specific areas as the setting of maximum residue tolerances (MRLs) for agricultural chemicals on food crossing national borders.

· Notably, regulatory policies should be harmonized in the following areas:

· Use of the proportionality concept in setting MRLs 

· Defining a reasonable criteria for minor use crops 

· Establishing a transparent and quick process to establish import tolerances (MRLs) 

· Establishing a reasonable tolerance for the presence of certain postharvest materials, such as morpholine in food grade waxes 

· Joining global efforts to promote joint guidelines for residue trials 

· Joining global efforts to align data collection processes and procedures for residue trials 

· Joining global efforts to address obstacles to joint registration 
10.9. Asociación Española de Productores de Vacuno de Carne (ASOPROVAC -EU)
ASOPROVAC points out the important difference in production costs between the EU and the USA in the beef meat production sector. EU policies on SPS, GMO, traceability, theoretically should protect the consumers but in reality inconsistencies entrust the domestic supply of meat to third countries that do not intend to apply the EU rules.

· Important differences in food security standards (SPS): Compared to the U.S. the additional cost of meat in the E.U is 1-1,5 €/kg by animal because of compliance with these standards.
· The commercial designation « high quality beef meat » in the EU market applies to third country products that would not benefit from it when produced in the same conditions in EU member states. 

· There is an American veto on European meat. It is hard to justify given the evolution of disease in Europe compare to the American situation. 

According to ASOPROVAC, the starting point of the future negotiations is frankly unbalanced and any free trade agreement in the current circumstances might irremediably hurt European beef meat production. Although others sector may benefit from such agreement the European agriculture sector must be protected.  

10.10. American Meat Institute (US)
The EU-US agreement must be comprehensive (including agriculture) and be based on the principle of single undertaking. 

For the American Meat Institute, a successful FTA between the U.S. and the EU must ensure the precautionary principle is not applied to new or emerging technologies in food and agriculture. 
It must bring the EU’s regulatory decision-making process in line with international norms, including those found in the Codex Alimentarius, World Organization for Animal Health (OIE) and other international standard-setting bodies that use science as the primary basis for all regulatory decisions.

It notably considers as unjustified the Ban by the EU on Pathogen Reduction Treatments (PRTs) such as Lactic acid, cumbersome Plant Registration and Inspection Procedures, as well as the EU ban on Beta-Agonists. 

10.11. North American Meat Association (US)
NAMA recommends the U.S. pursue a comprehensive free trade agreement (FTA) with the European Union (EU) and that agriculture not be excluded. Exclusion of agriculture would undermine U.S. efforts in the Trans-Pacific Partnership (TPP) and any future U.S. FTA negotiations.

NAMA observed the FTAs the EU negotiated with other countries do not meet U.S standards. Notably, the EU maintains many regulatory and sanitary/phytosanitary (SPS) requirements, as well as trade restrictive tariff-rate quotas (TRQs), that severely restrict imports.
Mention to the issue of pathogen reduction treatment prohibition (only water or steam is permitted in meat carcasses).

10.12. Meat Export Federation (US)
The EU US agreement should be comprehensive and include agriculture.

The MEF affirms that, for example, the science on the safety of hormones is well established and conclusive. According to it the only way to improve regulatory compatibility is by focusing the bilateral dialogue on science way beyond what the WTO SPS agreement has achieved until now. 

10.13. National Cattlemen's Beef Association (US)
The agreement should provide for SPS measures established on the base of internationally-recognized scientific standards, and for the elimination of tariffs, quotas, and subsidies. 
NCBA express concerns about the EU delay action in the approval of lactic acid as a carcass wash. 

According to NCBA, US rigorous scientific review based production practices contrast with the discouraging application of the precautionary principle by the EU. 

10.14. National Pork Producers Council (US)
According to the NPPC, unlike the U.S. FTAs, the EU trade agreements are preferential trade agreements with widespread exceptions, particularly in the area of agriculture.

In addition to trade restrictive tariff-rate quotas (TRQs), the EU also maintains a variety of regulatory and sanitary phytosanitary (SPS) requirements that severely restrict U.S. pork exports

Undertaking U.S.-EU negotiations that exclude agriculture, or any other sector, would be inconsistent with the U.S. objective of seeking comprehensive free trade agreements, and would thus undermine current U.S. efforts in the TPP, as well as any future U.S. FTA negotiations.

SPS requirements that the EU should review the ractopamine ban (this is a feed ingredient forbidden in the EU, US pork exports have to undergo expensive tests to prove there are no ractopamine residues), trichinae testing (trichinae is a parasite of low risk in the US, tests are expensive and the alternative is exporting frozen pork to the EU, which is also expensive), Pathogen reduction treatment prohibition (only water or steam is permitted in meat carcasses) and the process for plant approvals (the EU should accept the USDA system for pork plants).

10.15. Biowest (EU)
Biowest and EU serum companies main concerns focus on the following regulatory differences:

· The lack of uniform criteria for allowing imports of Fetal Bovine Serum (FBS). EU takes guidance from the OIE criteria, while USDA allows imports based on a positive list with BSE related exceptions. 

· The fact that USA does not allow imports of FBS after processing in EU, not even of US- and other origins accepted by USDA whereas EU accepts imports from USA of the same origins. 
10.16. International Serum Industry Association (US)
ISIA supports common-sense harmonization of rules and regulations that will ensure that trade is not disrupted. Recent changes in European regulation covering the importation of animal by-products starting with Regulation No. (EC) 1774/2004, followed by Regulation No. (EC) 1069/2011 and it’s implementing Regulation No. (EU) 142/2011 and ongoing revisions, have caused significant delays in trade and, on occasion, loss of product due to its perishable nature during import into the EU. Harmonization as simple as Animal Health Certificate and Export/Import document formats and common, understandable definitions should be possible through thoughtful dialogue among the parties.

The US also should be encouraged to continue their efforts to become more aligned with the rest of the world in terms of adopting a philosophy better harmonized with global bodies such as the OIE.

10.17. European Association of Dairy Trade (EUCOLAIT -EU)
· EUCOLAIT wishes to see an end to the system of the Dairy Import Assessment (DIA). 

· It also criticizes the process created by the Grade A Pasteurised Milk Ordinance, considered highly cumbersome and expensive by several European companies. 

· As a whole, EUCOLAIT is concerned by any developments which could make trade in dairy more restrictive. 

Comments

EUCOLAIT insists that the Farm Bill should not contain language that could be harmful to trade in dairy products. 

10.18. National Milk Producers federation (US) and the US Dairy Export Council (US) (USTR link)
NMPF and USDEC submit comments on several issues affecting the U.S.-EU dairy trade context: 

     Geographical Indications (GIs) are a major cause of concern. They are wielded by the EU as a tool to limit U.S. Competition. Bilateral discussions on GIs with the EU would be welcomed, provided that they are done in a separate undertaking designed to truly address the legitimate concerns of both sides, as was the case in the EU US wine agreement.
    
NTBs and SPS Regulations are also commented : the EU’s use of multiple regulatory and policy measures (aside from the specific level of tariffs) are viewed as limiting greater U.S. access of dairy products to the European market :  

· Political Interference in scientific findings is considered problematic (examples are the potential imposition by the EU of limitations on imported products derived from the offspring of cloned animals or the somatic cell count requirements).
· The EU wants to achieve equivalence in U.S.-EU Dairy Products, including U.S. Grade A products. This would be difficult but in any case it should be reciprocal.

· Different export certificate requirements cause unnecessary costs, notably Container/Seal Number and Sailing Date.

· Regarding Import Measures (Tariffs and Import Licensing), EU’s import licensing procedures are considered to be unduly burdensome and complex. In addition, the EU’s system of variable duties for processed products adds another layer of complexity and uncertainty to shipping to the EU. The U.S. does not use a variable duty system. The organizations considered this would be the correction to a faulty methodology and work to resolve this issue could begin at any stage.

· On Export Subsidies, the EU is considered to have made use of its massive export subsidy allowances to tremendously distort world dairy markets. The organizations point out that in recent U.S. FTAs, the use of export subsidies has typically been prohibited between the U.S. and its partner country.
10.19. American Feed Industry Association (US)
This organization insists that the EU regulatory regime is not science-based and often conflicts with not just the interests of the U.S. Feed industry, but also with WTO rules.

For example, the 2002 EU Regulation (EC) 1774/2002 established new requirements for animal co-products used for animal consumption which "restricted U.S. exports of pet food, tallow and animal protein products". While the U.S. Department of Agriculture’s (USDA) Animal and Plant Health Inspection Service (APHIS) has been working with the EU to address these restrictions and some progress has been made with two new regulations [Regulation (EC) 1069/2009 and Regulation (EC) 142/2011], there still remain serious restrictions which continue to limit access of these U.S. products to the EU market.

The U.S. needs to not only regain lost markets for feed and feed ingredients in the EU, but also has the potential to gain markets in the EU for new feed products if regulatory constraints are revised to reflect real science. In addition, the EU has the significant weight of 27 votes in international standard-setting bodies such as Codex Alimentarius Commission, which gives the EU "the ability to legitimize non-science-based measures".
10.20. American Frozen Food Institute (US)
AFFI asks for a comprehensive free trade agreement (FTA) that covers “substantially all” U.S.-E.U. trade and includes the comprehensive liberalization of agricultural trade and removal of non-science-based sanitary and phyto-sanitary (SPS) barriers. In particular:
· Eliminates E.U. tariffs on U.S. frozen food products with no exclusions or exceptions. 

· Provides for “SPS-plus” commitments that are fully enforceable under the FTA’s dispute settlement mechanism. 

· Establishes uniform rules of origin for Trans-Atlantic trade that are compatible with global sourcing of key inputs, do not operate as non-tariff barriers and are objective, transparent, and predictable. 

· Addresses specific, longstanding U.S. concerns regarding E.U. barriers to U.S. agricultural and food products, including: GMO Foods, Food Additives, Maximum Residue Levels (MRLs) for Pesticides.

10.21. Wine Institute and WineAmerica - (US)
The wine industry considers a list of issues that will promote further regulatory cooperation :

· An improved certification process for wine imports into the EC (VI-1 form into electronic data exchange in both parties); 

· The use of what the EC calls traditional terms; 

· Alignment of ingredient/food additive definitions and labelling requirements; 

· Alignment of mandatory label requirements; and 

· Cooperation on technical assistance to third countries in developing new wine regulations.

10.22. Almond Board of California (US)
The EU maintains a tariff rate quota (TRQ) for inshell and shelled almonds that both California Almond exporters and importers in Europe consider an administrative burden that also creates a trade distortion.

ABC also believes that transatlantic regulatory compatibility would be enhanced with greater consistency and transparency in the review and establishment of Maximum Residue Limits (MRLs).
10.23. Groceries Manufacturers Association (GMA -US)
1) Achieve the TPP template

2) Against inclusion of GIs in the negotiations

3) SPS+  chapter to address some concerns like:


a. Not science based measures

b. No possibility of making comments during the development of new SPS measures

c. Measures implemented without enough time for compliance

d. Measures that do not conform to international standards

e. Reluctance to implement trade facilitating policies such as harmonized certificates

f. Use of questionable methods to enforce standards

4) Market access:

a. The EU requires a facility registration certificate for imported food products that can only originate in EU approved US establishments.

b. Elimination of all tariff barriers

5) Harmonization of standards (e.g., list of flavorings that are considered safe, inventory of food additives applications of nanotechnologies)

6) Labeling. Eliminate the EU requirement that all foods containing at least 0.9% of biotech ingredients to be labeled as such.

7) Risk assessment communication. There should be a regular dialogue between the EU and US risk assessment authorities.

10.24. National Renderers Association (US)
(49 companies, 50% are SMEs, that recycle and processes by-products from the food production system into valuable finished products for the livestock, pet food, chemical, cosmetic and energy industries)

1) Regulatory harmonization to the World Organization for Animal Health standards between the EU and the US

2) Tallow trade 

3) Trade in processed Animal Proteins

11. OTHER ORGANISATIONS

11.1. ANSI (American National Standards Institute -US)
1) TBT chapter at least as robust as the KORUS (for example, there should be a provision in which parties commit to consider substantive comments in response to WTO TBT notifications. The EU usually does not take into account comments from non EU interested parties).

2) Flexibility on standards used in regulations. The EU extends presumption of compliance with essential requirements set in its Directives if selected standards developed by the three European Standards Organizations are used. ANSI recommends that the EU grants presumption of compliance to other international standards. 

11.2. ASTM International (US)
1) In the new approach to Technical Harmonization and Standardization legislation, a presumption of compliance can only be attached to European harmonized standards. There should be extension of presumption of compliance to products in conformance with standards compliant with the WTO principles of international standards development.

11.3. Administrative Conference of the United States (US)
The Office of the Chairman of the Administrative Conference of the United States highlights the provisions of Recommendation 2011-6 (and corresponding provisions of EO 13609) which provides a framework by which US agencies can work with foreign authorities to enhance regulatory cooperation. 

This Recommendation can be retrieved at: 
http://www.ftc.gov/bcp/workshops/codesofconduct/materials/Admin%20Conf%20of%20US,%20Intl%20Reg%20Cooperation.pdf
11.4. Underwriters Laboratories (UL -US)
1) Build upon existing initiatives: HLRCF, TEC and TPP (TPP chapter must be the base for an agreement with the EU).

2) Focus on sectors where expeditious progress can be achieved (electric vehicles, smart grids and cybersecurity) and make it a living agreement.

3) Health IT: recommends additional work, particularly in the interoperability area, where UL has developed a standard with AAMI (Association for Advancement of Medical Implementation) to manage the risk when new components are incorporated in to interoperable medical systems.

4) Preserve regulator decision making, but that the impact assessment considers the cost of duplicative standards and regulations.

5) Devoting adequate resources to manage new tools or governing processes, in particulary establish an institutionalized mechanism for engaging the private sector on regulatory convergence

11.5.  Center for Science in the Public Interest (US)
Harmonization of standards can be valuable, but not if it subordinates consumer safety to trade promotion interests.

Inclusion of domestic and international consumer organizations is a critical step the U.S. and EU can take to address horizontal and/or sectoral differences and assess the effects of various regulatory compatibility proposals. Consumer protection organisations should have a seat in the High Level Regulatory Cooperation Forum.
11.6. Humane Society International (US & EU) (USTR link)
There is room for concrete, near-term progress in the pesticide sector. Regulatory data requirements differ in the US in the EU, this can lead to reduced animal welfare, duplicative testing costs and delays in market access.
Non-food antimicrobial pesticides/biocides: Urges the US to bring its registration data requirements in the field of into alignment with the EU regulation.

Regarding Food-use pesticides/plant protection products and classification and labelling of chemicals and mixtures, improvements in the EPA regulations/policies would be most welcome.

11.7. PETA International Science Consortium (EU & US) 

PETA filed comments regarding duplicative chemical toxicity testing requirements. 

It noted that the US Environmental Protection Agency conducts toxicity tests for chemicals that are also subject to registration under the European Commission's Registration, Evaluation, Authorisation, and Restriction of Chemicals (REACH).

The result is duplicative testing that could be avoided if EPA obtained relevant full study reports from REACH. A joint statement from both agencies explains however that such exchange of information would require an international agreement which PETA urges both actors to implement.  

Approximately 10,000 animals’ lives in addition to $336,000 of savings per chemical could result from such agreement.
11.8. Transatlantic Animal Welfare Council (TAWC -EU) (USTR link)
TAWC would like the EU and the US to add animal welfare to the list of their rights each other have to respect.

TAWC insists on the necessity of sector specific, social and environmental impact assessment as well as regular exchange of information

The EU and the US should recognize each other’s right to require imported animal products to be derived from animals that have been treated to standards equivalent to their own.

11.9 Food & Water Watch (US)



FWW is very sceptical of the efforts made regarding promotion of U.S. EC regulatory compatibility.

FWW mentions that liberalized beef meat trade with Canada lead to issues involving products infected with E. coli 0157:H7. It urges that any effort involving the EC proceeds slowly and be very transparent so that all stakeholders have an opportunity to participate in the process from its very inception. While the US "can learn from the Europeans" on their food safety regulatory regime, it is an area that requires deliberate analysis and long-term discussions before harmonization can take place.

11.10. Plateforme contre le Transatlantisme (EU)
This organization worries about transatlantic trade negotiations starting without consulting labour unions, NGOs, environmental, human rights and socio-cultural organizations. 

It states that the European regulations on procurement don't offer enough guarantees to the EU citizens, that scientific evaluation of product toxicity should be increased, that cooperation in order to prevent tax fraud and dumping should be promoted as well as an agreement on the taxation of financial transactions. 

As a whole it expresses concerns about the protection of the EU social and representative model. 
� �HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/11/WC500014868.pdf"�http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/11/WC500014868.pdf�








� �HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002842.pdf"�http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002842.pdf�


� Pharmacopoeia, (literally, 'drug-making'), in its modern technical sense, is a book containing directions for the identification of samples and the preparation of compound �HYPERLINK "http://en.wikipedia.org/wiki/Medicine" \o "Medicine"�medicines�, and published by the authority of a government or a medical or �HYPERLINK "http://en.wikipedia.org/wiki/Pharmaceutical" \o "Pharmaceutical"�pharmaceutical� society. Descriptions of preparations are called �HYPERLINK "http://en.wikipedia.org/wiki/Monograph" \o "Monograph"�monographs�.





� Bio pharmaceuticals are those whose active ingredient is a living organism or derived from a living organism by means of recombinant DNA or controlled gene expression methods. Biosimilars or follow-on �HYPERLINK "http://en.wikipedia.org/wiki/Biologic_medical_product" \o "Biologic medical product"�biologics� are terms used to describe officially-approved subsequent versions of innovator �HYPERLINK "http://en.wikipedia.org/wiki/Biopharmaceutical" \o "Biopharmaceutical"�biopharmaceutical� products made by a different sponsor following patent and exclusivity expiry on the innovator product. Reference to the innovator product is an integral component of the approval. Unlike the more common �HYPERLINK "http://en.wikipedia.org/wiki/Small_molecule" \o "Small molecule"�small-molecule� drugs, biologics generally exhibit high molecular complexity, and may be quite sensitive to changes in manufacturing processes. Follow-on manufacturers do not have access to the originator's molecular clone and original cell bank, nor to the exact fermentation and purification process, nor to the active drug substance. They do have access to the commercialized innovator product. Differences in impurities and/or breakdown products can have serious health implications. This has created a concern that copies of biologics might perform differently than the original branded version of the product


The EMA was among the first to develop a system for approval of biosimilar based on a thorough demonstration of "comparability" of the "similar" product to an existing approved product.�HYPERLINK "http://en.wikipedia.org/wiki/Biosimilar" \l "cite_note-3#cite_note-3"�[3]� In the US the �HYPERLINK "http://en.wikipedia.org/wiki/Food_and_Drug_Administration_(United_States)" \o "Food and Drug Administration (United States)"�Food and Drug Administration� (FDA) held that new legislation was required to enable them to approve biosimilars to those biologics originally approved through the PHS Act pathway





� Biocidal is a �HYPERLINK "http://en.wikipedia.org/wiki/Chemical_substance" \o "Chemical substance"�chemical substance� or �HYPERLINK "http://en.wikipedia.org/wiki/Microorganism" \o "Microorganism"�microorganism� which can deter, render harmless, or exert a controlling effect on any harmful organism by chemical or biological means. Biocides are commonly used in �HYPERLINK "http://en.wikipedia.org/wiki/Medicine" \o "Medicine"�medicine�, �HYPERLINK "http://en.wikipedia.org/wiki/Agriculture" \o "Agriculture"�agriculture�, �HYPERLINK "http://en.wikipedia.org/wiki/Forestry" \o "Forestry"�forestry�, and �HYPERLINK "http://en.wikipedia.org/wiki/Industry" \o "Industry"�industry�. Biocidal substances and products are also employed as anti-fouling agents or disinfectants under other circumstances: chlorine, for example, is used as a short-life biocide in industrial water treatment but as a disinfectant in swimming pools.


� Some areas mentioned in the report where further cooperation could be useful are: regulatory reporting, clearing requirements, macro-prudential regulation, deposit/insurance resolution, group structural regulation


� �HYPERLINK "https://eiopa.europa.eu/fileadmin/tx_dam/files/consultations/consultationpapers/EU_US_Dialogue_Project_Report_for_Consultation.pdf"�https://eiopa.europa.eu/fileadmin/tx_dam/files/consultations/consultationpapers/EU_US_Dialogue_Project_Report_for_Consultation.pdf�
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