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ABSTRACT

As the threat of foodborne illnesses is becoming increasingly obvious, the future of the
European Unio(EU) is becoming clearerThe study of food safety regulation in the EU

sheds light on the future of the European regulatory system as a wlumking at the

evolution of the European Union and the EU instituti@msl how food safety has been
regulated over the years, one can predict a centralization of regulatory powers in the EU.

Despite the fact that the present decentralized system is not able to prevent foodlseares,
centralization of food safety regulatory powers in the EU has beenshpftorted and
criticized. However,an analysis of the present food safety measures in the EU
demonstrates that the movement toward centralization has already b&gdays de facto
centralization will eventually lead to tomorrdswde jurecentralization.
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l. INTRODUCTION

In October 2004, two eagles, smuggled from Thailand, were transported on a plane
and arrived in Belgium, despite the ban on imports of birds from countries that faced bird
flu outbreaks. The birds were inspected and tested positivdrffiuenza A virus subtype
H5N1, commonly known agbird flu.6® In February 20086, the virus was detected in France,
Germany, Greecand ltaly. Birds ataturkey farm in the department of Ain in Franceres
found to beinfected with the bird flu virus irmpproximately the same area where a wild
duck was found deaftom the samediseasé In Germany, a cat died from the virus,
becomingthe first EuropeanUnion mammal to succumto avian flu* Avian flu was also
detected in dead swans in Greece, Bulgaria, and’ltidyJanuary 2007, a farm in Hungary
was infected with the virysas a result, 300 geese were slaughtefedn February 2007,
turkeys on a commercial farm in England owned dne of Europds largestpoultry

1. Bird Flu Sparks Belgian ManhuntBBC NeEws, Oct. 24, 2004 http://news.bbc.co.uk/2/hi/europe/
3948597 .stnflast visited Apr. 2, 2008)

2. Sedd.

3. SeeBird Flu on Turkey Farm Alarms French Official.Y. TIMES, Feb. 25, 2006, at A3.

4. German Cat Gets Deadly Bird FIBBC NEws Feb. 28, 2006 http://news.bbc.co.uk2/hi/europe/
4758632.8n (last visited Apr. 2, 2008).

5. Maria SanminiatelliAvian Flu Discoveredn Wild Swansn ltaly, Greece, BulgariaWAsH. PosT, Feb.
12, 2006, a25.

6. EU Lab Confirms Hungary Bird FluBBC News, Jan. 29, 2007http://news.bbc.co.uk/2/hi/europe/
6310029.stm
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produces were found infected with the H5N1 strain of bird fluEven if bird flu is not
currently a threat to human beings, some fear the virus might mutaendadger human
lives?®

These incidents are meredysample of the numerous similar occurrenaielazards
that do not recognize national borders whichve happened over the past years in the
Member States of the European Un{&u). Given the way food safety is regulated in the
EU, each cantry essentially bears the responsibility to address the probl€ouncil
Directive 2005/94/EC of December 20, 2005 Community Measures for the Control of
Avian Influenza was enacted in order to create measures for Member States to deal with
sudden otbreaks of bird fl’ However, Member Statesere not requiredo implement it
until July 1, 2007° In the meantimemore bird flu outbreaksccurred anéndangered not
only the country primarily touched with the virus,ttailso any other country where goods
can freely travel with little or no inspectiois These events demonstrate how decentralized
the EU is in terms of food safety regulati@md raise the question of whether a centralized
system would havprevented the spread of avian influenza.

This article will focus on the food safety regulation system inBbeby looking at
how centralization of food regulatory powers is a necessary step to protect the public health
as well as the futuref theEU in a more general sensé.will show how food regulation in
the EU reflects the most fundamental controversies that are also seen in the international
arena, and it will demonstrate how centralization of risk ass#sand risk management is
not only preferable, but is unavoidable.

This article will first present an analysis of the issue of centralization of powers for
food safety regulation purposes, addressing the historical developments of food safety
regulationin the EU, analyzing the various arguments that have been made inofavor
centralization, and considering tliisingle food agency debateccuring in the United
States. Thenthe article will take a more practical approach by discussing vdentalized
power in Europe is difficult to attainFinally, the article will predict and demonstrate how
centralized power will eventuallgevelop This article will discuss the current stadé de
facto centralization, charaerized by a tendency toward uniformity of principles and
standards, and then show how this will eventually lead to an official and recogeizect
centralization. However, centralization wilhot actuallyhappen until futur&U constituents
recognize that in order to remain competitive in the global market, centralization of food
safety regulatory powers in tligJ is essential.

[I. AN ANALYSIS OF CENTRALIZATION OF FOOD SAFETY REGULATORY
PowERS ToDAY & EUROPEANUNION ISNOT READY FOR AN OFFICIAL
CENTRALIZATION OF ITSFOOD SAFETY REGULATORY SYSTEM

Centralization of food safety regulation is an issue greatly debated bothEtthed
other countries. Proponerg and opponents debate on whether centralization is necessary

7. Alan Cowell,DeadlyBird Flu Confirmed in British TurkeydN.Y. TIMES, Feb. 4, 2007, &16.

8. Donald G. McNeil, Jr.Scientsts Hope Vigilance Stymies Avian Flu MutatioNsY. TIMES, Mar. 27,
2007, at F1.

9. Council Directive 2005/940n CommunityMeasures for th€ontrol of Avian Influenza andRepealing
Directive 9240/EEC art. 1, 2006 O.J. (L 10) 16, 46 (EC).

10. Id. art. 67

11 See supraotes3i 7 (discussing the spread of avian flu in 2006).
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and whether it would be beneficialWhile noting the advantages brought by a more
centralized systenthe EU is not ready for an official centralization fobd regulation,
given the institutional, politicakconomic, and social obstacles tias facing at the present
time.

To understand how the Ekhs reached its pent pointit is important to understand
how food safety regulation in the E\dsevolved throughout history.

A. Historical Evolution of Food Safefgegulation in the EU

The Treaty of Rome, signed in 1957, is the fundamental treaty of the European
Community (EC). It did not provide any guidance for food regulatibacausea major
objective for the E was freedom of movemenf foodstuffs*?

Recognizing theaeed to harmonize laws, tB€ issued compositional directives in the
1970s. These directives created standards of composition for certain foodstuffae
standards allowed some ingreali® and prohibited others that did not meet the requirements
set by the Commissiof. It is important to keep in mind that the goal of those directives at
that time was to guarantee the free movement of food within the European Common Market,
rather than to advance consumer health. The directives applied only to particular
ingredients, including sugars, jams, chocolate products, and preserved®niillsnately,
however, thisformula failed because thdiffering culinary cultures of thdembe States
preventedthem from agreeingn the adoption of those ingrediehtequirements’ The
fact that the Treaty of Roenrequired unanimity in order to adopt directives made any
decision difficult to reach?

In 1985, theEC came up with a new approaclknstead of trying to harmonize all of
the food regulations, it decided to use labeling to indicatdiffexences in compositioand
production methosl allowing consumers to make an informed decidfont adopted the
principle of mutual recognition, requiring a Member State to allow the free circulation of
goods produced in conformity to equivalent skamis ofother Member Stat€8. This
mutual recognition principle was established by @&ssis de Dijoncase in which a
German law prohibited the marketing of liqueurs below a certain alcoholic stféngtha
result of this prohibition, platiff, a German importer of liquor, could not market his liquor
that contained less alcoh@l.Given the fact thathe importerwas able to sell the liquor in
France, which did not have this limitation, the European Court of Justice held that sinc
plaintiffés liquor contained less alcohol than what the German law allowed, the justification
of its prohibition could not bé the public interesand thereforeould not stand® Thus,

12. Kaarin Goodburpintroduction: TheDevelopnent of EUFoodLaw, EU FoobL. 1,1 (Kaarin Goodburn
ed., 2001).

13. Alberto Alemanno,Food Safety and the Single European Market, VMHATGS THE BEEF? THE
CONTESTEDGOVERNANCE OF EUROPEANFOOD SAFETY 237, 240 (Christopher Ansell & David Vogel eds., 2006).

14. 1d.

15. 1Id.

16. Goodburnsupranotel?, at 1

17. Alemanno,supranotel3, at 241.

18 Id. at 240 41.

19. Id. at 241.

20. Id.

21. Case 120/78ReweZentral AG v. Bundesmonopolverwaltung fir Branntwdi®79 E.C.R. 649660
[hereinafterCassis de Dijoh

22. |d.at 660 61.

23, Id. at 664.
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the Court held that the German law impeded on the principléee®fcirculation of goods
and introduced the principle of mutual recognitfdnThis principleled to a horizontalas
opposed to verticaharmonization of food standards

In 1987, the Single European Awplaced the unanimity requirement with a qualified
majority in the Councif> As a result, the European Community adopgttiitional
regulations, butavoidedadoping too many of thermfor fear of jeopardizing the single
market @al and culinary culturé

Food scaresof the mid-1990ssuch as théovine spongiform encephalopathy (BSE)
crisis and the dioxin contamination in Belgium affected the pébtiast in the EUood
safety regulation systefi. These eents yielded a series of new determinations and
recommendations regarding the need for reform1997, the European Commission issued
a Green Papearoncludng thatthe currenfood legislation fell shordf meeting théfineeds of
consumers, prucers, and manufacturers of food proddéls In 1999, three professors
issued a report to the Direct@eneralcalling for. a new system for risk assessment based
on the principle of excelence, transparency, and independetite creation o food and
public hedth agency and increased cooperation amordember State§ In 2000,
recognizing the need for measures to deal withdétuffs fifrom farm to table) the
Commissiordeterminedhat an independent European food authority would be the best way
to ensure food safefy

Accordingly, in 2002, the Council of the EU and the European Parliament adopted
Regulation (EC) No. 178/200%resenting the principles of food law and creating the
European Food Safety Authority (EFSA Prior to the creation athe EFSA, EU policy
had beeraimed at eliminating trade barriers within the European markeitsuggal was
economic successitherthan safety assurante. To accomplish this goal,aeh Member
State hadregulatedts ownfoodstuffs. In contrastthe EFSA is an independent agency that
provides scientific advice to Member States and EU institutidhgathers data tdelp
anticipae risks and issue®pinions on matters relating to human nutrition, animal welfare,
plant health, and geneticaligodified organismé&® The EFSA gives scientific assessment
but does not handle any of the risk managemenstead,the EU institutions and the
Member States themselvare responsible for risk managementivdsion of authoritythat
posesan obstacle to greater centralization.

24. Alemanno,supranotel3, at 241.

25. Id.at 242.

26. Id.

27. Winn S. Collins,The Commissids Delegation Dilemma:ls the European Food Safefyuthority an
Independent or an Accountable Agency@U.C.DAvIS J.INTA L. & PoLdr 277, 281 (2004).

28. Id. at 282.

29. Id.at 283 84.

30. Commission White Paper on Food Safety3, COM (1999Y19 final (Jan. 12, 2000).

31. Council Regulation 178/2002, Laying Down the General Principles and Requirements of Food Law,
Establishing the European Food Safety Authority and Laying Down Procedures in Matters of Food Safety, art.
2002 O.J. (L 31) 16.

32. SeeAlemanno,supranotel3, at 240 248

33. CouncilRegulation 178/200&upranote3l, art. 22
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B. A Centralizd Powerls Better Than a Decentralized Powathen [tComes to Food
Safety

Centralization presents a number of advantages with respect to both the economy and
social attitudes toward food safety regulation in the ECentralization ofthe power to
regulatefood safetyis in the best interest of consumers, companies, and couninidight
of the debatever centralization in the United States, where the food regulatory system is
already more centralized thamthe EU, it is clear thatcentralization ighe most efficient
approacho meet consumenationa) and corporate interests

1. Decentralization Encourages Member States to Use Public Health Concerns as a
Competitive Tool AgainsOne Another

Decentralization encourages Member States to use their domestic policies as a
competitive toof* By having different standards, countries tbatld be working together
insteaduse regulationsto gain acompetitive economicadvantage Member States and
producersfor examplegcreate distinctions between products in order to have the upper hand
in the markef® The labeling process, which will be discussed in more det&ection 1|
enablescountries toidentify where products come frgnthus aiding consumers in making
informed decisios regardingtheir choices in groceres. For example, when a food scare
occurs in one Member Statether Member Statesiight use that to their advantage by
telling consumers that their products are sifer.

One might argue that this lealthy competition and that countries havedaty to
inform consumersof the safety ofproducts including identifying the location of the
products origin and productian Competition is allowed within th&U and is deemed a
protected practice as Ignas businesses follow certain rufés.However, competition
between businesses based on economic variabtpstésdifferent from competition based
on public health issues.In a union of countries where products can circulate freely,
competition basedrofood safety standards will not help improve the trust that consumers
have in the EU food system. Rathpeople will likely recognize the economic motive of
using public health as a competitive t@old become cynicalbout the actual merits of the
sygem

Not only doMember States competeroughvarying food safety policies, but aléo
the varying ways they each implement EU regulations and directiteszor example EU
regulations and directives providan implementationdeadline to Member State¥’
Naturally, some countries are more able than otheimfiement a policy in a short period
of time. However, in an environment of free circulation of goods, those discrepane&e
economic incentivewherepublic good should be the priority.

34. Ladina Caduff& Thomas BernauerManaging Risk and Regulation in European Food e8af
Governance23 Rev. PoLdr REs 153 156 (2006)[hereinaftetManaging Risk

35. Thomas Bernauer & Ladina CaduFpod Safety andhe Structure ofthe European Food Industryn
WHATG THE BEEF? THE CONTESTED GOVERNANCE OF EUROPEAN FOOD SAFETY, supra note 13, at 81, 83
[hereinafterFood Safet

36. Managing Risksupranote34, at 156

37. Patrick ClossonNote Penalty Shot: The European Uwinés Application ofCompetitionLaw to the
BosmanRuling 21B.C.INTG & CoMmP. L. REv. 167, 16871 (1998).

38 Food Safetysupranote35, at 84.

39. SeeCouncil Directive 2005/94supranote9, art. 67.
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These distinctionsiot only represent the individusin of competingcountriesin the
EU, but theyalso likely reinforce individual consumer8 nationalist sentimerg at the
expense oflevelopinga strongermorecohesiveiEuropean outlook

2.  Centralization Improves Consumer Trust

Despite the changes in EU food safety regulation, such as the creatiofe63Aethe
lack of consistency between countries hasleredany improvement irconsumer trust?
Ignited by the food scares of the 199bspnsumer surveys conducted over the paseral
years show how skeptical consumersare of the European food safetgnd regulatory
systens.*> The levels of trust varyhowever,among Membe States. The Northern
countries such as Denmark are more trusting of their national food regulatory systems than
are Southern countries, such as Italy and Porftigélermans tend to have less trust in food
items than the Britisf{.

Furthermore, the higkiolume of impors causesoncern amongcuropean consumers
over the origin and safety of their foo#s. Contray to the United Statesvhere ninety
percent of food consumption is produced domestically, EU Member Stgied iabout half
of their total food supply from other EU Member Stdfes.

In addition whenever countries do not reach a conseabast food safety regulatipn
consumers are faced with a plurality of opinions instead of one leading decidiey are
thusmore likely to wonder whether their own country is actinghi@ publiés best interest
or is pursuing another goal his uncertaintyreflectsconsumerglack of confidencen their
respective governments.

Centralizing risk assessment and risk management procémsgsver, would likely
result in more certainty, and therefore, increasest Consumers arskeptical about their
national food systenbecause they have experieddeod scaresand they question their
governmerts ability to prevent further problemsA centralized system at the European
level would act as an extra shield of protection for consuni®rsreducing national
competitionbased on food safety

3. Centralization Reduces Business Uncertainty

With centralization of regulatory powers, all Member States would be subject to
idenical standards and theniform enforcement of those regulatioHs As a result, food
businesses would have more of an incentive to trade, knowing exactly what to expect in the
foreign country®® Moreover, small businesses would be &rettble to compete with larger

40. See Thomas Bernauer & Ladina CadufEuropean Food Safety: Multilevel Governance, Re
Nationalization, or Centralization?i 7 (Ctr. for Conp. and Infl Stud, Working Paper No. 3, 2004hereinafter
European Food Saféty

41, Id.at7.

42. 1d. See alsoUnni Kjaerneset al.,Contestation over Food Safetyhe Significance of Consumer Trust
in WHAT 68 THEBEEF? THE CONTESTEDGOVERNANCE OFEUROPEANFOOD SAFETY, supranotel3, at 61 63

43. Kjaernessupranote42, at 76 77.

44. 1d.at77

45. SeeEuropean Food Safetgupranote40, at 8.

46. Managing Risksupranote34, at 155.

47. SeeEuropean Food Safetgupranote40, at 19.

48. 1d.
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companies in the European market because the regulatory systdthbe more stablé&

Large companies already have more resources to adapt to the differing regulations in
Member StatesWith a more centralized system, alfer companiesnight not face barriers

to entrywith regulationghat aretoo expensivdor themto implement.

4. Even Slightly Decentralized Systems Are Not Perfddie Single Food Agency
Debate in the bited States

The issueof centralization of food regulatory powengasnot only arisen in the EU.
Other countries that have a more centralized system than tieddd sea pushfor even
greater centralation. The United Statedor example has been facingalls for potential
reform of its food agenciesGiven the various food scares of the past decAdericars
havequestiord the effectivenes®f their current system’ The issue is whether, instead of
having two food agencies overseeing different aspects of food, there should be a single
agency with theauthority over all foodstuffs.This section demonstrates that, evéth an
already quite centralized system likatfiound in théJnited Statesthe questiompersistsof
whether toconsolidatdt evenfurther.

i.  Overview of the U.S. Food Regulatory System

The Americanfood safety regulatory systeis far more centralized than the European
system. The issue of adulteration became a national issue in 1848 when Congress passed
the Drug Importation Act, requirinmspection by théJ.S. CustomsServiceto prevent the
entry of adulterated drugs from abrddd.In 1862, in order to address the issue of
adulterated food, the Chemical Division of the United States Department of Agriculture
(USDA) was established arttien renamedhe Bureau of Chemistry’ This Bureau of
Chemistry was the precursor to todaffood and Drug Administration (FDAJ.

After 1880, several food and drug bills were introduced to Congress, but it was not
until 1906 that a major piece of legislation was pass&tie Food and Drugs Act was
enacted in June 1906 and prohibited interstate comnwrogisbranded and adulterated
foods, drinks, and drug$. This law was in part a reaction to Upton Sindaibook The
Jungle which exposedunsanitary coditions in meatpacking plants. This book also led to
the 1907 Federal Meat Inspection Aathich authorizel meat inspections and the
condemnation of meat products unfit for human consumption.

In 1938, the Food and Drugs Act was preempted by ther&deBeod, Drug, and
Cosmetic Act (FDCA). This Actfocuses on food misbranding and adulteration serdes

49. 1d.

50. See, e.g.Federal Food Safety and Security SystefRundametal Restructuringls Needed to Address
Fragmentation and Overlap Hearing Before the&Subcomm. on Civilév. and Agency Org.108th Congli 2
(2004) (statement of Lawrence Dyckman, Directatural Resources and Environment, Geercounting Office)

51. Debra D. Burke & Anderson P. Padgeegulating the Dietary Supplements Industr§omething Still
Needs to Changd HASTINGSBuUS. L.J. 119, 122 (2005)

52. James Robert Dean, JFDA at War: Securing the Food That Securedttdry, 53 FOoD & DRUG L.J.
453,455 (1998); Sue McGrath, Student ArticlOnly a Matter of Time:Lessons Unlearned at the Food and
Drug Administration Keep Amigans at Risk60 Foob & DRUGL.J. 603, 60304 (2005).

53. Dean,supranote52.

54. Food and Drugs Act of 1906, ch. 3915, 34 Stat. Té8ealed byFederalFood, Drugand Cosmetiéct
of 1938,ch. 675, § 1, 52 Stat. 1046odified as amended 21 U.S.C. § 30&t seq(2000).

55. Id.

56. Peter Barton Hutfrood Law & Policy: An Essayl J.FooDL. & PoLér 1, 6 (2005).



2008] FOOD SAFETY REGULATION IN THE EUROPEANUNION 437

as the basic framework for food regulation by the FDA and the USDFhis legislation
created food standards, mandated inspections of fe€t@nd provided for the issuance of
court injunctions in addition to the already existing seizure and prosecution reffiedies.
Since 1938, the FDCA has been amended a number of times and additional supporting laws
have been enacted relating to food safsegurity threats, andutrition. Additionally, this

federal framework is supplemented by state laws

The USDA and the FDA are the main actors in food reguiah the Lhited States
These two federal agenciemcompass all phases of the food regulatory systéney
evaluate,investigate, regulate, inspect, and sanctiofhe USDA oversees the safety of
meat, poultry, and some egg products, whikeFDA regulates all other foodstuffsuch as
whole eggs, seafood, fts, vegetables, grain producgs)dmilk.>® As discussegbreviously,
the European system differsauthority is not only divided among various countries, but
those countriealsohave flexibility bothin the way they control their foodfety regulations
and in the way they implement EU regulations and directiféss difference comes in part
from the fact that the United States is a fedstateand theEU is not. However, even in a
centralized system like the Unit&tates,some arguéhat the USDA and the FDA&hould
consolidaténto one single food agenéy.

i. ThePresent.S.System Does Not Prevent Food Scares

Despite a centralized regulatory scheme with a statutory reardaregulate and
enforce, food scares have not been eradicated within the United Statgsptember 2006,
the FDA issued a warning againstntaminatedagged spinact. Despite this warninghe
E. coli bacteriacaused the ehtts of three peopl&® Then, in February 2007, jars of peanut
butter containing salmonella were recalkter aimost three hundred peofecame ilf?

In March 2007, a massive recall of cat and dog food was isbuédot beforeghousands of
pets suffered kidney failurdeaving at least sixteen of themeal® A month later, the
problem had still not beesolved®

Given the already centralized nature of the American system, how can we expect that a
decentralized systeriké the EWs would work better?n other words, if such a centralized
system does not work all the time, how can thesEtbmpletely decentralized system be
efficient at all?

57. 21 U.S.C. § 30kt seq(2000).

58. 21 U.S.C. § 332 (2000).

59, U.S. GEN. ACCOUNTING OFFICE, FEDERAL FOOD SAFETY AND SECURITY SYSTEM: FUNDAMENTAL
RESTRUCTURING ISNEEDED TO ADDRESSFRAGMENTATION AND OVERLAP 3 (2004) [hereinafter GAO Report]
available athttp://www.gao.gov/new.items/d04588t.pdf.

60. Stuart M. Pape et alfood Security Would Be Compromisegt Combining the Food and Drug
Administration and the U.S. Department of Agriculture Into a Single Food AgBad¢yob & DRUG L.J. 405,
406 (2004).

61 Gardiner HarrisF.D.A. Warns AgaingEating Bag SpinacghN.Y. TIMES, Sept. 15, 2006, at Al14.

62. Libby SanderNebraska Womas Death Brings to 3 Those Attributed to Spinadhy. TIMES, Oct. 7,
2006, at A16

63. Peanut Butter Is Recalled As 300 Fall N.Y. TIMES, Feb. 16, 2007, at A19.

64. Sarah Abruzzes§,ainted Pet Food Is Said to Eill on ShelvedN.Y. TIMES, Apr. 13, 2007, at A12.

65. Id.
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iii. The U.S& Single Food Agency Debate

The issue of whether the Unitedagts should combine FDA and USDA functions into
a single food agency has been debated for several §eaBsth sides rely in part on
arguments reflecting efficiency and practicalitfthe opponents of a single food safety
agency argue that the agenciéi®ady have so many intrinsic problems tifahey were to
merge food safety risks wouldincrease rather thandecreas8’ They claim that
consolidation would take too much timeould be very costly, andhere would be
regulatory gapsiuring the implementation peripthereby undermining thgrimary goal of
safety®® Furthermore, theyoint out thatthe FDA and the USDA have two different
philosophies and eadmsits own expertise proper to specific areas of the food syStem.
Moreover, heyargue that since the food agencies already have to resort to thé beipro
agencies such as intelligence agencies and research organizations, creating a single food
agency will not stop the need to work with other groups in a decentralized f&5hion.

On the other handgroponents of a single food agency argue betausdlifferent
agenciesare involved in food regulationand have different types of jurisdiction over
different parts of the food supplythere areinconsistencies inthe application of
regulations’> For examplewhenFood Safety Inspection Servigespectors (wh work for
the USDA) notice serious violations of USDA regulations, those inspectors can remove their
inspection services immediatefy. This in turn forces the plant to stop opénat because
foodstuffs undetthe USDAG jurisdiction must have a USDA inspector pregeninspect
and approve the food products before they are sold to cons(imedewever, some
products undethe FDAGs jurisdiction are treated differiyn  For example, despite the fact
that new food additives require prior FDA approval, cosmetics and dietary supplements can
be marketed without itThe regulatory limbostars when a food product contains a dietary
supplement, such as orang&gwith calciund what happens thef{?

Another argumenffor considerationis that themultiple jurisdictiors create gaps,
overlaps, andluplicatve efforts, which in turrunderminethe efficiency of both agenciés.
Proponents argue that having two agencies inspecting one facility is not efficient because
those agencies supervise in different wagstecent GAO report raises the issue that there
are foodprocessing facilitiesvhich, due to the types of ingredits their products contain,
are subject to both FDA and USDA regulatiéhsThus, in sandwiti or canned soups
facilities, for instance USDA inspectoramustinspect the soups or sandwiches containing
meat or poultry while FDA inspectoiaspect the other products. If the agenciesver
issuel recommendations thaould notbe reconciled, facility owneraould find it very
difficult to comply. Moreover, te overlap causesan inefficient use offunding and

66. Pape et alsupranote60, at 405.

67. Id.at406
68. Id.at413.
69. Id.at 414.
70. Id.at416.

71. Timothy M. Hammondsit Is Time to Designate a Single Food Safety AgeB&yooD & DRUG L.J.
427, 427 (2004).

72. GAO Reportsupranote59, at6.

73 1d.

74. SeeDana Ziker,Regulating FunctioniaFoods: Pre- and PostMarket Strategy2002DUKE L. & TECH
Rev. 24, 24(2002),available athttp://www.law.duke.edu/journals/dltr/articles/pdf/2002DLTB24.pdf.

75. Hammondssupranote71, at 428

76. GAO Reportsupranote59, at5i 6.

77. Id.at6.
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inspectors With a single food agency, ttstandards wouldikely be more uniformwhich
would avoid tle potential confusion caused joyisdictionalfragmentation

Furthermore, proponentd consolidatiorargue that the dual regulation system creates
rivalries between agencies and funding disparities that do not reflect food safety pridrities.
The funding received bythe USDA and FDAis not proportionate to the amount of
foodstuffs each agency regulatds. 2003, whilethe FDA overaw seventynine percent of
foodstuffs, it received forty percent of the budget spent on food safety ovéfsight.
addition, the funding #se agencies receive fidisproportionate to the percentage of food
borne illneses linked to the food products they regutfite. This inequality in funding
encouragesach agency to fight faurf and authorityso thatit canenhancéts budget™

Similarly, those in favor otentralizing food safety regulatory bodies in Europe claim
that it would accelerate the inspectigirocess limit business uncertaintiesnd preserve
consumer confidend®. Justas the loss of consumer confideit¢he EUforced changes in
its regulatory systemthe same thing is likely tdake placein the U.S.if food scares
continue Having one agency in control of the whole food safety systewnid eliminate
jurisdictional inefficierties and inconsistenciesesuling in a more securublic and less
burdensomeregulations

Over the years, thEU has realized that greateentralization would be necessary to
eliminatebarriers ancoromotefree trade. But having also been throughe food scares of
the 1990s the EU hasrealizad that consistency isiecessaryor countriesto safely trade
foodstuffs. Accordingly, he EUadoped a more centralized risk assessment mechanism.
The question is whether or not it will be effective.

C. TodaysEU Is Not Ready for an Official Centralization of Its Food Safety Regulatory
System

In an abstract worldnany might concur with the idea that centralized systemmore
efficienty ensurs the safety of our foaff However,individuals are influenced by markets,
by politics, by culture, and by the fear of giving up national identitieersonal biases are
reflected in the institution®f individual nations which in turns renders theombined
regulabry process more complexXOpponents of centralization have noted various obstacles
that legitimately demomisate how the EU is not ready for centralization.

Member Stateare not obligaiedto follow EFSAG issued recommendationdaking
EFSAG recommendations mandatory woulceatetensionas countries fear centization
will infringe on their sovereignty. The obstacles that impedarther progressoward
centralization come not only from the institutions themselves, but also from politics,
economics, and society as a whole.

78. Hammondssupranote71, at 430.

79. GAO Reportsupranote59, at8.

80. Id.at9.

81. Hammondssupranote71, at 430.

82. Food Safetysupranote35, at 94 95.

83. See generallyvlanaging Risksupranote34, at 165 Food Safetysupranote35, at 94 Peter Shears et
al., The European Food Safety AuthoritfiowardsCoherence inFood Safety Policy and Practice, 106 BRIT.
FoopJ. 336, 336(2004).
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1. Institutional Obstacles to Centralization

While EFSA is able to exertinfluence wer Member States, it cannot impose its
opiniors on then®* In fact, theRegulation lays out dutiesnly to cooperatewith each other.
EFSA is tofiseve aspoint of reference .. [and] shall act in closeooperatiorwith the
competent bodies in the Member States carrying out similar tasks to these of the
Authority.3®> fiThe Authority, Commission and Member Stasbsll cooperatéo promote
the effective coherence between risk assessment, risk management and risk communication
functionso®™ Article 22(6) provides thafitlhe Authority shall provide scientific opinions
which will serve as the scientific basis for the drafting and adoption oh@mity measures
in the fields falling within its mission. Although Member States muiiiake into accoumt
EFSAG opinions in establishing their own regulati8hsyhen EFSAs opinion conflicts
with a member stafe opinion or with the opinion of atieer EU scientific body, Article 30
provides that EFSAagain, has tocooperatewith the other party to try to resolve the
disagreement or to issue a public document identifying the disagreement.

From those articles, we can infer th&FSAG opinions must be taken into
consideration in establishing policies regarding food safety. Howevedretindation never
expressly provides that EFSA has the authority to make its opinions binding.

2. Political Obstacles to Centralizati

Disagreements among Member States priorthte creation of EFSAwere not
uncommon For instance, in 1996, after tl®SE crisis in the United Kingdom, the EU
banned trade in Bish beef® However,whenthe ban was lifted four years latErance
refused to permit imports of British beleécausef lingering safetyconcerng® In spite of
many tests performed by the Bhbidicating the beef was safE€rance based on its own
national expertsargued thatt still posedrisks The European Commission brought the case
to the European Court of Justice, which ruled against Frineewever, France refused to
comply with the ruling and did not lift the ban until the Commission threatened to issue
penalties against the camn® This fight between Member States did not help consutners
feel safe within the EU as a whole.

The creation of EFSA brought a more centralized approach to food safety and
established a more unified policy.et, those who oppose centralizatioghtifully claim that
at the present timéhe Member States do not sufficiently support the EU institutions to
permit total centralization of food regulatory pow&sMoreover, some claim that with
centralization, EU recommendations véalwaysbe considexd correct, and Member States
will no longer have an individual say in how to govern their own c@satin other words,
Member States fear losing some of their sovereignty and risking abuse on the part of EU

84. Council Regulation 178/2008upranote31, art. 29.

85. Id. art. 22(7)

86. Id. art. 22(8).

87. Id.art. 6(3)

88 SeeCommission Decision 96/239/EEmergency Measures to Protect Against Bovine Spongiform
Encephalopathgrt. 1, 1996 O.J(L 78) 47.

89. Shears et alsupranote83, at338.

90. Case €C1/00, Comnin of theEuropean Cmtys v. French Repub®001 E.C.R.-D9989 para. 142

91. Shears et alsupranote83, at339.

92. European Food Safetgupranote40, at 20.
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regulators?® This is a legitimatergument asthis concern over sovereignty comes into play
whenevemations come together to create an international agreement, tmaryey make
any other international decision.

Nevertheless, despite EF&Alack of official authority, Meber States take EF&
recommendations seriously, as EU countries perceive theonaswhat of a limitation on
state actiof*

3. Economic Obstacles to Centralization

Opponents to centralization note thawill require an extensive budgbecausat
requires giving EFSA more authority, including enforcememwers™ The European
Commission is unlikely to obtain those resources at the mothektoreover, given the
current ecanomic statein the EU centralization wouldallow companiesfrom richer
countriesto be more able to adapt and compete titampaniesn poorer countries’ If
everyone had to implement the same food standardgabeer firms would have much
more difficulty doing s&®

4. Social Obstacles to Centralization

Cultural and national prids embedded ifEU constituen®lives. To date, the EU is
composed of twentgeven countriesand its consttuentsare extremely culturally diverse.
Culture plays a role in food regulation becaeseh country has culinary traditions that
focus on specific productdAs a result, countriesill enact regulations badeon criteria that
facilitate, or that do not overly restricghe production of tése favorite products. Some
guestion the impact of local tastes on food safety regulation, in part arguing that those
disagreements are not unique to EurbBelt is true that culture is a major contributor to
divergences of opinion not only at the EU level, but also at a more global Ewklire no
longer playsassignificant a rolen the regulatory process as it didveralyearsago. This
does not undermine the idea that cultdoesplay a role in the way Member States decide
to regulate their foodstuffsEU constituents that are attached to their culinary traditions,
such asthe nonpasteurization of cheeses, willave difficulties supporting a more
centralized systenm which some traditions would inevitably be lost for health reasons.

Other cultural aspects thate unrelated to food can also be obstaclesmtralization
Justascountries often fear losing some of their sovereigminternational negotiationgU
countriescan experience the same scaréd supranational authoritywith the power to

93. Seed. at 19 20; Ed RandallNot That Soft or Infanal: A Response to Eberlein and Gradglédccount
of Regulatory Governance in the EU with Special Reference to the European Food StfetiyyA&EFSA),13J.
EUR. PuB. PoLér 402, 412 (2006).

94. Alemannosupranotel3, at 250 51.

95. Cf. European Food Safetgupranote40, at 20; Randallsupranote93, at 412

96. Randall,supranote93, at 412

97. SeeEuropean Food Safetgupranote40, at 19.

98. Seedl

99. SeeFrans van Waardeffaste, Traditions, Transactions, and Trudthe Public and Private Regulation
of Food in WHATG THEBEEF? THE CONTESTEDGOVERNANCE OFEUROPEANFOOD SAFETY, supranotel3, at35,
38i 39.

100 Laurie BuonannoThe Creation of the European Food Safety AuthpiityWHAT& THE BEEF? THE
CONTESTEDGOVERNANCE OFEUROPEANFOOD SAFETY, supranotel3, at259, 276



442 TEXAS INTERNATIONAL LAW JOURNAL [VoL. 43429

subjectindividual governmentso a higher power, auld probably forever modifynational
institutions.

Despite these obstaclethe EUhasmanagd to enact food safety polis, speaking
more and more frequentlyith one voice. The trend that we have seen over the years where
countries went from being completely independent to asirgly unified Member States
suggests that this movement toward more uniformity will eventually lead to centralization.
However, questios remain ovewhether centralization will ever occtit As the next
section will arguedespite current resistance to it, centralization is inevitable

Ill. TOWARD AN INEVITABLE CENTRALIZATION OF REGULATORY POWERS

Certralization is not only possibjét is unavoidable.However, it is probably not the
kind of centralization one would expect, and such an official change will most likely not
occurimmediately The first thought that comes tind when tle wordficentralization is
mentioned ioneof an official regrouping of agencies or powers under a single entity that is
able to create law$mplement them, andnforcethem througtsanctions on violatorsYet
there are otheforms of centralizationthat happen in a more progressive manndris
section will argue that as tHeU is on its way toward an official centralization of itsofl
safety regulatory system, it is first encountering an intermediary stage of development where
the goal isharmonization oftandards.

EFSA aims to develop similar and adoptalpliénciples, generastandards and ideas
that each Member State can implement on its oWhe way that the EU currently works
does not allow for anything moreHowever,this creates its own form of centralization
When general standardgply to everyone, even liegulatory and enforcemepbwers are
not officially centralizedcentralization occurs automatically around those principless
is de factocentralization, andt is what the EU is experiencing right novdome scholar
have already referred to the unevda factostandards that the EU Member States are
following in order to have a more harmonized syst¥m.Even though tese de facto
standards are unevenly implembed in the Member States, they nevertheless create
harmonization. As such, they represent a form of unofficial centralizatibat will
eventually evolve into an official one. In other words, the movement toward official
centralzation is already happening today.

De factocentralization can be observed in thend towarduniformity of principles
and standards that is happentoday(as discussed below throutite Hazard Analysis and
Critical Control points HACCP), labeling, and even the Common Agricultural Policy
(CAP)'®® andwhich ends up constituting a form of centralization as everymrés under
similar standards. This de factocentralization serves as an intermediary step that will
eventudly lead to an officiglde jurecentralization

Uniformity of practices and principles provide a sort of centralization that is a middle
ground, an intermedia step toward ale jurecentralization that will eventually occuilhe
various EU standards indicasigns of centralizatignsuch as notions of traceability and
labeling, the crisis management system, the HACCP system, and the Common Agricultural
Policy.

101 SeeManagng Risk supranote34, at 165 European Food Safetgupranote40, at 21 seegenerally
Shears eal., supranote83.

102 European Food Safetgupranote40, at 7.

103 See infraSec 3(c) (ygene Rules)3(b)(2) (Labeling) 3(e) (The Common Agricultural Policy).
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A. EFSASs Risk Assessment Responsibility

As previously discussed, EFSKhandlesrisk assessment and therefavee of its
functiors is to give all of the Member Statesscientific evaluation of food safety issd&s.
Its assessmentresults in a harmonization of theery definition of food scares and
emergencies.This assessment and its effects fqgramt of thede factocentralization phase
the EU is currentlgxperiercing.

B. Traceability and Labeling

Traceability and labeling are probably the biggest part of the harmonization of
standards and principles that the EU has undertaken in the realm of food safety regulation in
order to allow the recording of thentire ffrom farm to forld systent”® The EUaimsto
provide consumers with information abgutoducts in order for them to malkeformed
choices.**

1. Traceability

Traceability in the EUwhich has primarilybeena reaction to the BSE crisis that
occurred in the mid990s has the main objectiveof consumer protectiotf! A 2002
regulationestablishedhe general principles and requirement$omd law, the B-SA, and
procedures in matters of food safély It also introduced the principle of traceability,
defining it asfithe ability to trace and follow a food, feed, fepbducing animalor
substance intended to be, or expected to be incorporated into a food or feed, through all
stages of production, processing and distribudiSh.It is a process to biestablished at all
stages of production, processing and distribudidh. The concgt of traceability requires
food and feed operators to be able to identify where their foodstuffs came from before
entering the operaté facility, and where the foodstuffs went after leaving the opédgator
facility.'** Thanks to this process, whenevefoad safety issue arises, the source of the
problem can quickly balentifiedand appropriate measures can be taken efficiently.

2. Labeling

Adequate labeling is also required in order to facilitate traceabffitin 2000, theEU
adopteda drectivethatapproximagdthe laws of the Member States relating to the labeling,

104. CouncilRegulationl178/2002 supranote31, arts. 23(a), (b)

105 SeeFood Safety: From the Farm to the Forkgtp://eceuropa.eu/food/index_en.htffast visited Mar.
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106, CouncilRegulation178/2002 supranote3l, art. 8

107. Coralie Angélique Bonnin, Student Articlea Tragabilité Outil Commun adJnion Européenne et
au Canada pour Garantir la Sécurité Alimentaif€raceability: Tool Proper to theEuropean Union and
Canada to Ensure Food Safetyls CAHIERS DEDROIT 563, 567 (2004) (Can.).
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presentationand advertising of foodstuffé®> Despite the fact that Memb&tates are
allowed to enact additional labeling laws as long as they are not inconsistent with E¢) law,
this directive led to more uniform standards that made it easier for foods to circulate freely
while preserving consumédrsnmediate accss to information about their food.abeling is
defined asfiany words, particulars, trade marks, brand name, pictorial matter or symbol
relating to a foodstuff and placed on any packaging, document, notice, label, ring or collar
accompanying or referring such foodstuf§**® and the directive applies to foodstuffs that
are supplied to the ultimate consumers as well a¥dstaurants, hospitals, canteens and
other similar mass catere¥S? In addition toregulations concernintabelingto address

food safety issues, the EU, like thaitéd Stateshas a systerfor the labeling of nutrition
information,as well ashealth and nutrition claimsAs a presentation of food labeling in the

EU could be the subject of an entire article, thiéofving subparts are meregxamples of
labeling regulations for particular products.

i. Labeling of Genetically Modified Organisms

The main regulations thénvolve traceabilityconcerngenetically modified organisms
(GMOs). The EU is very careful about GMOs and has in place regulations to ensure
consumers know wbh productscontain GMOs RegulationsNo. 1829/2003 & No.
1830/2003 cover traceability and labeling of products containing GM@sshort, tlese
regulations require labeling of food products consisting of or containing genetically
modified organisms:’

The EU regulates the release of GMOs into the envieminin different ways,
depending on whether the release isthar purpose of scientific experiment or of eventual
consumptiort*® In order to release GMOs into the @nment for experimental purposes,
one must obtaimritten consenfrom the Member States where the experimental release will
occur'®® Theconsenwill be issued based on an assessment of the risks posed by the GMO
to the ewvironment and human heafff!. The decision is made exclusively by the Member
States, and is therefore, a solely national determination.

The procedure is a little differefior GMOs to be placed on the markegcaus, by
being on the market, the GMO will be subject to free circulation and will therefore be able
to reach many other Member Stadtesnstituents.A 2003 regulation dictatethe procedure
to obtain authorizations for placing food or feed products containing GMOs or produced
from or containing ingredients produced from GMOSs, on the market for sale, distrjlartion
other types of transfefé® The person or company wanting to place a GMO product or
product containing GMOs on the market needs to request an authorization from the

113 Council Directive 20@/13, art. 1,0n the Approximation of the Laws of the Member StaRedating to
the Labelling, Presenian and Advertising of Foodstuff2000 O.J. (L 10929, 30.
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Organisms and the Traceability of Food and Feed ProdRrottuced from Genetically Modified Organisms and
Amending Directive 2001/18/E@mbl. (1),2003 O.J. (L 268) 2424
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appropriate andcompetert nationalauthority This authority will therforwardthe request

to the European Food Safety Authority (EFSA), which in turn will inform the other Member
States as well as the European Commission of the application along with any other
supplementary informatiotf? The request foauthorization of GMOs or food containing
GMOs must contain a report on the risks associated with the product as well as a
scientifically detailed description of the GMO proddél. For authorizations of GMO
products on the marketig B-SA can recommend that the Commission modify, suspend, or
revoke the authorizatiorté?

Oncethe EFSA authorizes the produdgbeling requirements come into playre
packaged products thabntain GMOsmust bear a label statinfjt] his product contains
genetically modified organisrasor fit]his product contains genetically modified [name of
organism(s)p'?®> Non pre-packaged products that are offered to the final consumer must
have the same labappearfon, or in connection with, the display of the prodtéf. Those
requirements apply even if the final product does not contain DNA or protein resulting from
the genetic modificatiof?’

An exemption applies to some types of unintentional contaramatiGiven the fact
that products that are not genetically modified may be accidentally contaminated by GMOs
during processes such as transport or processing, those products that contain ingredients
produced from GMOs in a proportion equal or less th&f the total ingredientare
exempt from traceability and labeling requirements as long as the presence of genetically
modified material igiadventitious or technically unavoidatsf&®

Member States are in charge of inspections and testing and hauelbatyto decice
the penalties in case of infringeméfit. However, to facilitate a coordinated approach, the
European Commission can provide guidance as to the kind of sampling and tiegiang
used™®*

i. Labeling of Beef and Beef Products

Operabrs are requiredito label beef at all stages of marketitd Labels must
communicate the link between the meat and the animal through codes or numbers
designatingthe slaughterhouse and the cutting hall where the animal waghtaed and
the country where the slaughtering took pl&€eThe label must also indicate the country of
birth of the animal and all the countries where fattening took pfacdéiowever, if the
animal was reared in a country for thirty days or less, ¢hantry does not have to be
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