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IntroductionIntroduction

nn The food marketplace has become increasingly The food marketplace has become increasingly 
globalglobal

nn Historically, food has been regulated differently in Historically, food has been regulated differently in 
the United States than throughout the European the United States than throughout the European 
UnionUnion

nn With the emergence of private standards in the With the emergence of private standards in the 
EU EU –– and continuing trade competition and and continuing trade competition and 
disputes disputes –– the short term promises more the short term promises more 
complexity and conflictcomplexity and conflict

nn As food companies become even more global As food companies become even more global ––
and consumers on both sides of the Atlantic focus and consumers on both sides of the Atlantic focus 
on diet and health on diet and health –– objectives of international objectives of international 
regulation become compatible regulation become compatible 

nn Regulators and industry have shared incentives Regulators and industry have shared incentives 
to adopt and implement harmonized schemes   to adopt and implement harmonized schemes   



The U.S. Regulatory SystemThe U.S. Regulatory System
nn Food is primarily regulated by two federal Food is primarily regulated by two federal 

agencies and 50 statesagencies and 50 states
nn FDA has jurisdiction over all foodFDA has jurisdiction over all food
nn USDA has jurisdiction over products containing USDA has jurisdiction over products containing 

more than more than ““small amountssmall amounts”” of meat and poultryof meat and poultry
nn Although state regulation may be preempted by Although state regulation may be preempted by 

federal law, states have some autonomy and federal law, states have some autonomy and 
concurrent jurisdictionconcurrent jurisdiction

nn The differences in statutory authority and The differences in statutory authority and 
regulatory philosophy of the federal and state regulatory philosophy of the federal and state 
agencies with jurisdiction sometimes results in agencies with jurisdiction sometimes results in 
inconsistent regulationinconsistent regulation
•• even within U.S. borderseven within U.S. borders



FDA Regulatory FocusFDA Regulatory Focus

nn FDA regulates all food/feed except meat FDA regulates all food/feed except meat 
and poultryand poultry

nn Deriving its authority from the Federal Deriving its authority from the Federal 
Food, Drug, and Cosmetic ActFood, Drug, and Cosmetic Act
•• Goal is to prevent distribution of adulterated or Goal is to prevent distribution of adulterated or 

misbranded food misbranded food 
nn FDAFDA’’s focus is on food safety and proper s focus is on food safety and proper 

labeling to ensure that consumers are not labeling to ensure that consumers are not 
mislead as to product composition or mislead as to product composition or 
attributesattributes

nn Imported products must comply with Imported products must comply with 
regulations applicable to products regulations applicable to products 
produced domesticallyproduced domestically



USDA Regulatory FocusUSDA Regulatory Focus

nn USDAUSDA’’s Food Safety and Inspection Service s Food Safety and Inspection Service 
administers Federal Meat Inspection Act and administers Federal Meat Inspection Act and 
Poultry Products Inspection ActPoultry Products Inspection Act
•• ““Continuous inspection,Continuous inspection,”” prior approval of labels, prior approval of labels, 

enforcement mechanismenforcement mechanism
•• Prohibits production, processing, and introduction into Prohibits production, processing, and introduction into 

interstate commerce of adulterated or misbranded meat interstate commerce of adulterated or misbranded meat 
or poultryor poultry

nn Focus is on food safety and labeling to prevent Focus is on food safety and labeling to prevent 
consumers from being misleadconsumers from being mislead

nn Inspection systems of countries seeking to export Inspection systems of countries seeking to export 
to U.S. (and plants) must be approved by USDAto U.S. (and plants) must be approved by USDA

nn Imported products must comply with the same Imported products must comply with the same 
requirements applicable to domestic productsrequirements applicable to domestic products



The Federal Trade Commission, The Federal Trade Commission, 
the States, and Industry Selfthe States, and Industry Self--

RegulationRegulation
nn The Federal Trade Commission regulates food The Federal Trade Commission regulates food 

advertising and challenges ads that are false or advertising and challenges ads that are false or 
deceptivedeceptive

nn State Attorneys General can be quite aggressive State Attorneys General can be quite aggressive 
in challenging misleading promotional materials in challenging misleading promotional materials 
under state consumer protection lawsunder state consumer protection laws

nn Industry monitors competitor labeling and Industry monitors competitor labeling and 
advertising and often seeks challenge and advertising and often seeks challenge and 
resolution through the National Advertising resolution through the National Advertising 
Division of the Council of Better Business Bureaus  Division of the Council of Better Business Bureaus  



Prevailing Legal StandardsPrevailing Legal Standards
nn Products must be Products must be ““safesafe””

•• ““a reasonable certainty of no harma reasonable certainty of no harm””
nn Labeling may not be Labeling may not be ““false or misleadingfalse or misleading””

•• Historically, to the Historically, to the ““incredulousincredulous”” and and ““unthinkingunthinking”” consumerconsumer
•• Current trend, to the Current trend, to the ““reasonablereasonable”” consumerconsumer

nn Focus of regulation on safety and labelingFocus of regulation on safety and labeling
nn USDA approach:  must be satisfied that product is not USDA approach:  must be satisfied that product is not 

adulterated or misbrandedadulterated or misbranded
•• Continuous inspectionContinuous inspection
•• Prior approvalPrior approval

nn FDA approach:  products must comply with the lawFDA approach:  products must comply with the law
•• Random inspectionRandom inspection
•• Enforcement in the marketplaceEnforcement in the marketplace



Recent InitiativesRecent Initiatives

nn Increased focus on relationship between diet and Increased focus on relationship between diet and 
healthhealth
•• Health and nutrient content claimsHealth and nutrient content claims
•• MyPyramid/Dietary GuidelinesMyPyramid/Dietary Guidelines
•• CaloriesCalories

nn FDA and USDA considering modernizing food FDA and USDA considering modernizing food 
standards of identitystandards of identity
•• Key to product innovationKey to product innovation

nn Food safety focus on sanitationFood safety focus on sanitation
•• FDA updating Good Manufacturing PracticesFDA updating Good Manufacturing Practices

nn Some of the same issues are Some of the same issues are ““hot topicshot topics”” in EU in EU ––
approached from a different perspectiveapproached from a different perspective



History of EU History of EU FoodFood RegulatoryRegulatory
SystemSystem

nn OriginatedOriginated withwith EC EC TreatyTreaty (1957)(1957)
nn AfterAfter WorldWorld WarWar IIII
nn Goals:Goals:

•• EnsureEnsure availabilityavailability ofof supplysupply
•• IncreaseIncrease productivityproductivity
•• StabilizeStabilize marketsmarkets
•• ReasonableReasonable pricesprices
•• FairFair standard standard ofof living for living for farmersfarmers



EU Single EU Single MarketMarket ProgrammeProgramme

nn AdoptedAdopted in 1992in 1992

nn Goal:Goal:
•• freefree movementmovement ofof goodsgoods ((includingincluding

foodfood productsproducts))
•• againagain primarilyprimarily economiceconomic drivingdriving forceforce



EvolutionEvolution ofof EU EU SystemSystem

FoodFood chainchain hashas changedchanged dramaticallydramatically, , 
particularlyparticularly sincesince earlyearly 1990s:1990s:

•• RiseRise in in tradetrade acrossacross national national bordersborders
•• IncreasinglyIncreasingly complexcomplex foodfood processingprocessing

andand distribution networkdistribution network
•• EmergenceEmergence ofof new new scientificscientific techniquestechniques



EU EU RegulatoryRegulatory ApproachApproach

HoweverHowever::

nn RegulatoryRegulatory policypolicy diddid notnot developdevelop atat samesame speedspeed

nn FFoodood safetysafety crises show crises show weaknessesweaknesses in in systemsystem, , 
andand::

EU Member States have had to comply with EU Member States have had to comply with 
prohibitions on restrictions on trade in goods, prohibitions on restrictions on trade in goods, 
except where justified on grounds ofexcept where justified on grounds of ““the the 
protection of health and life of humans, animals protection of health and life of humans, animals 
or plantsor plants”” (principle enshrined in EC Treaty)(principle enshrined in EC Treaty)



European Food Safety AuthorityEuropean Food Safety Authority

nn In In orderorder to restore Consumer to restore Consumer 
ConfidenceConfidence

•• European Food Safety Authority (EFSA) European Food Safety Authority (EFSA) 
-- European Parliament and Council European Parliament and Council 
Regulation 178/2002Regulation 178/2002

•• Consumer dialogueConsumer dialogue
•• ReviewReview foodfood safetysafety legislationlegislation



PrinciplesPrinciples ofof EU EU FoodFood LawLaw

nn Protection Protection ofof HealthHealth
nn Protection Protection ofof Consumer Consumer InterestsInterests

•• InformedInformed choicechoice
•• No No misleadingmisleading informationinformation

nn RiskRisk AnalysisAnalysis
•• RiskRisk AssessmentAssessment andand ManagementManagement

nn PrecautionaryPrecautionary PrinciplePrinciple
•• PermitsPermits provisionalprovisional measuresmeasures to to bebe takentaken

pendingpending furtherfurther scientificscientific assessmentassessment



RequirementsRequirements ofof EU EU FoodFood LawLaw

nn FoodFood//FeedFeed SafetySafety requirementsrequirements
nn ResponsibilitiesResponsibilities on on foodfood//feedfeed business business 

operatorsoperators
nn TraceabilityTraceability



Internal Challenges for the EUInternal Challenges for the EU

nn EFSA: internal (EU) focus EFSA: internal (EU) focus vs.vs.
““externalexternal”” pressurepressure

nn EU EnlargementEU Enlargement
nn Focus of Common Agricultural PolicyFocus of Common Agricultural Policy



External ChallengesExternal Challenges
nn WTO (and other) international obligations and WTO (and other) international obligations and 

bilateral agreementsbilateral agreements
•• Is no longer just about Is no longer just about ““traditionaltraditional”” matters (tariff matters (tariff 

quotas; tariffs)quotas; tariffs)
•• Market access increasingly determined by domestic Market access increasingly determined by domestic 

regulations and other regulations and other ““behind the borderbehind the border”” issuesissues

nn Need Need for improved regulatory framework and for improved regulatory framework and 
scientific cooperation, not only between EU and scientific cooperation, not only between EU and 
U.S., but also:U.S., but also:
•• Between EU Member States & European Commission/ Between EU Member States & European Commission/ 

EFSAEFSA
•• At international level, including developing countries At international level, including developing countries 

(WTO, Codex, (WTO, Codex, CartagenaCartagena Protocol, OECD, OIE, G8, IPPC, Protocol, OECD, OIE, G8, IPPC, 
etc.)etc.)



EffectsEffects ofof GlobalizationGlobalization on on 
FoodFood TradeTrade

nn ErosionErosion ofof distinction distinction betweenbetween
domesticdomestic andand international international concernsconcerns

nn Increased economic integration Increased economic integration ––
more opportunities for conflictmore opportunities for conflict

nn Tension betweenTension between
•• civil society and governmentscivil society and governments

•• developed and developing developed and developing 
countriescountries



International ImplicationsInternational Implications

nn EU food crises/issues take on an international EU food crises/issues take on an international 
charactercharacter
•• BSEBSE
•• FMDFMD
•• BiotechBiotech
•• LysteriaLysteria
•• DioxinDioxin
•• AcrylamideAcrylamide

nn EU standardEU standard--setting from setting from ““farm to tablefarm to table”” has an has an 
international impactinternational impact
•• TraceabilityTraceability
•• LabelingLabeling
•• Precautionary principlePrecautionary principle



EU and U.S. Perception of Each EU and U.S. Perception of Each 
Others SystemsOthers Systems

nn U.S. thinks EU system isU.S. thinks EU system is
•• ParochialParochial
•• ProtectionistProtectionist
•• PrecautionaryPrecautionary
•• PoliticalPolitical

nn EU EU thinksthinks U.S. U.S. systemsystem isis
•• ProtectionistProtectionist andand politicalpolitical
•• PresumptuousPresumptuous

nn Works fine for U.S. but EU Works fine for U.S. but EU requiresrequires differentdifferent frameworkframework
•• NotNot thethe onlyonly mannermanner by by whichwhich to to regulateregulate

nn FoodFood isis cultural in EUcultural in EU
nn DifferentDifferent riskrisk perceptionperception



In RealityIn Reality

nn Objectives of U.S. and EU food law are the Objectives of U.S. and EU food law are the 
samesame
•• Food safety and meaningful labelingFood safety and meaningful labeling

nn Fundamental differences are cultural and Fundamental differences are cultural and 
historicalhistorical

nn The difference with the most significant The difference with the most significant 
realreal--world impact is the perception of riskworld impact is the perception of risk

nn As a resultAs a result
•• Continuing cause for conflictContinuing cause for conflict
•• Hope for harmonizationHope for harmonization



EU EU andand U.S. U.S. SystemsSystems ComparedCompared

Perception Perception ofof RiskRisk isis keykey to to understandingunderstanding differentdifferent
regulatoryregulatory approachesapproaches

•• BeefBeef hormoneshormones
•• BiotechBiotech
•• BSEBSE
•• TraceabilityTraceability

HoweverHowever, , therethere isis alsoalso roomroom for for 
convergence/convergence/harmonizationharmonization

•• BioterrorismBioterrorism
•• HealthHealth ClaimsClaims
•• ObesityObesity andand HealthHealth



TheThe FutureFuture
nn IncreasedIncreased communication communication betweenbetween EUEU--U.S. U.S. 

regulatorsregulators andand stakeholdersstakeholders
•• beforebefore proposalsproposals are are publishedpublished
•• to to assessassess outsideoutside border ramificationsborder ramifications

nn More active More active cooperationcooperation throughthrough international international 
forumsforums
•• in in particularparticular CodexCodex

nn Convergence on Convergence on riskrisk assessmentassessment betweenbetween EU EU andand
U.S. U.S. shouldshould bebe thethe goal goal 
•• Science Science shouldshould drive drive regulatoryregulatory policypolicy
•• itit isis thethe leastleast politicalpolitical approachapproach



SummarySummary

nn Historically, regulation of food by U.S. and Historically, regulation of food by U.S. and 
EU has been different EU has been different –– at least in effectat least in effect

nn But the differences are notwithstanding But the differences are notwithstanding 
compatible objectivescompatible objectives

nn The differences are cultural and political, The differences are cultural and political, 
but  also/largely the result of risk but  also/largely the result of risk 
perceptionperception

nn Although continued conflict is likely, Although continued conflict is likely, 
marketplace globalization and common marketplace globalization and common 
concerns offer hope for harmonizationconcerns offer hope for harmonization


