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Preface

The idea of writing a book on the approach of the European Union to risk
management in the area of import of feed and food of non-animal origin came to
light during one session of the Better Training for Safer Food programme of the
European Commission. In that context, in our capacity of tutors, we have had the
opportunity to share our experience in the field with the staff of competent authori-
ties of EU Member States, but also to learn directly from them about differences,
difficulties and good practices that exist in this area across the EU.

The category of imports of non-animal origin includes both products of plant
origin (e.g. fruits, vegetables, tubers, cereals, herbs, spices, sugar) and of mineral
origin (e.g. salt). Rising consumer demands, in particular, for fresh produce during
all the year makes the trade of such products increasingly global and considerable
nowadays.

Traditionally subject to less stringent import requirements than those applying to
products of animal origin, recent food scares triggered by fruits and vegetables—
ie. the E. coli in 2011 or the norovirus outbreak in 2012—have determined
increased attention by policy-makers and scientists in Europe towards the health
risks that those products may carry. At EU level, this approach has resulted in
stricter import surveillance by national enforcement authorities on products of
non-animal origin, on the one hand, and in the adoption of emergency measures, in
certain instances. On the other hand, the same approach has led to the development
and consequent implementation of a risk prioritisation exercise in this area that the
European Food Safety Authority has been tasked with.

Against this background, this book first offers an overview of the main hazards
that may be associated with imports of non-animal origin and their health impli-
cations (Chap. 1). This part is followed by a systematisation of the current EU
regime applying to those products and an in-depth analysis of the specific risk-
management measures currently in place (Chaps. 2 and 3).

Result of a multidisciplinary approach combining our scientific, public policy
and legal expertise, this book is intended for academics, scientists, professionals,
control authorities and for all those who desire to acquaint themselves with a very
specific area of EU food law that is steadily acquiring its own standing. At the
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same time, we are aware that this area is continuously evolving because of the
diversification of possible episodes and food scares with chemical causes and
other hazards.

In spite of that, we hope that this work can help the reader to understand rationale,
functioning and dynamics of the area of imports of non-animal origin and the corre-
lated assessment of safety risks and chemical hazards in the EU.

Lisbon, October 2014 Francesco Montanari
Budapest Veronika Jezs6
Rome Carlo Donati



Contents

1 Risk Analysis, Contaminants and Impact on Health

in Imports of Non-animal Origin: The EU Context. ............... 1
Carlo Donati
L1 Introduction ... ... ... ...ttt 2
1.1.1 Objectives and Main Principles of the General Food Law. . . 3
1.1.2  How Do EU Citizens Perceive Food-Related Risks?. ... ... 4
1.1.3 Principles of Risk Analysis .......................... 5
1.1.4  Transparency . ...........eeeueunenenennenenanann.. 6
1.2 Risk Analysis: The Three Interrelated Components. .. ........... 7
1.2.1 Risk Assessment. . ............uuuininennenenanann.. 7
1.2.2 Risk Management. ... ............... i, 8
1.2.3 Risk Communication . .................uuiinenoo... 9
1.3 Main Contaminants for Food of Non-animal Origin .. ........... 10
1.3.1 General Food Safety Requirements . ................... 10
1.3.2 Food Contaminants. . . .. ...........uuueumenenannnn.. 11
1.3.3 Microbiological Contaminants. .. ..................... 18
1.4 Radionuclides. ... ... ... ... 20
1.4.1 Chernobyl. . ... ... ... 21
142 Fukushima ......... ... .. ... .. .. . .. .. 21
1.5 EmergingRisks ....... ... . 22
1.6 The ALARA Principle and the MOE Approach. ................ 23
References. . ... ..o 23

2 Managing Risks in Imports of Non-animal Origin: The EU System

of Reinforced Border Surveillance . ............................ 29

Francesco Montanari

2.1 Introduction . ........... ... ... 30
2.1.1 Official Controls: An Introduction..................... 30
2.1.2  Definition and Organisation of Official Controls.......... 30
2.1.3 Typesof Checks........... .. i, 31

vii


http://dx.doi.org/10.1007/978-3-319-14014-8_1
http://dx.doi.org/10.1007/978-3-319-14014-8_1
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec1
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec2
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec3
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec4
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec5
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec6
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec7
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec8
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec9
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec10
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec11
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec12
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec21
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec24
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec25
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec26
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec27
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Sec28
http://dx.doi.org/10.1007/978-3-319-14014-8_1#Bib1
http://dx.doi.org/10.1007/978-3-319-14014-8_2
http://dx.doi.org/10.1007/978-3-319-14014-8_2
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec1
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec2
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec3
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec4

viii

Contents

2.1.4 Procedural Guarantees . . .............oouuuuenenennn..
2.1.5 Effectiveness of Official Controls .....................
2.1.6 Review of Regulation (EC) No. 882/2004 . ..............
2.2 EU Import Control Policy . .......... ... ... i,
2.2.1 General Food Law and Imports .. .....................

2.3 Imports of Feed and Food of Non-animal Origin: The Relevant
EU Legal Framework . .. ......... .. ... . ..
2.3.1 Market Surveillance .. ........ ... ... ... i
2.3.2 Reinforced Border Surveillance. . .....................
2.3.3 Emergency Measures . .. ... ..vvuitennenenennnenan..
2.3.4 Specific Import Conditions. . .. .................o...
2.3.5 Approval of Pre-export Checks .......................
2.4 Regulation (EC) No. 669/2009: Main Features of the System. . . . . .
24.1 Control ACtIVItIS . . .ot e et
2.4.2 Designated Points of Entry. ... ........ ... ... ... .....
2.5 Obligations for Feed and Food Business Operators. .. ...........
2.6 Obligations for Competent Authorities in the Member States. . . . ..
2.7 Audits of the Food and Veterinary Office. ... ..................
2.8 Annex I to Regulation (EC) No. 669/2009. .. ..................
2.8.1  SCOPE . . v i
2.8.2 Listing and Quarterly Updates . .......................
2.8.3 From Reinforced Controls to Emergency Measures . .. .. ..
2.9 EU Reinforced Border Surveillance in the Context of Multilateral
Trade Rules. ... ... .
References. . ... ... i

Managing Risks in Imports of Non-animal Origin: EU Emergency

MEASULES . . . ..ottt et

Veronika Jezsé

3.1 Emergency Measures: An Introduction . ......................

3.2 EU Emergency Measures on Imports of Non-animal Origin:
The Relevant Legislative Framework. . . ......................
3.2.1 The General Food Law: Articles 53 and 54 ..............
3.2.2 The GFL and Regulation (EC) No. 882/2004 ............

3.3 EU Emergency Measures on Imports of Non-animal Origin:
General Structure . . ...
3.3.1 Import Conditions . .......... ..o,
3.3.2 Import Controls . ..... ...
3.3.3 Splitting of Consignments .. .............c.....oou.n..
334 COStS . e et
3.3.5 Quarterly Reporting .. ........ ... .. .. . .


http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec5
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec6
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec7
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec8
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec9
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec10
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec11
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec12
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec12
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec13
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec14
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec15
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec16
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec17
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec18
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec19
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec20
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec26
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec27
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec28
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec29
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec30
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec31
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec32
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec33
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Sec33
http://dx.doi.org/10.1007/978-3-319-14014-8_2#Bib1
http://dx.doi.org/10.1007/978-3-319-14014-8_3
http://dx.doi.org/10.1007/978-3-319-14014-8_3
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec1
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec2
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec2
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec3
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec4
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec5
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec5
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec6
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec7
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec8
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec9
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec10

Contents

34
3.5

3.6

4 Conclusion

EU Emergency Measures: Causes . .. .......ovueunenenennen...
Emergency Measures on Imports of Non-animal Origin. .........

3.5.1 Aflatoxin Contamination in Nuts and Dried Fruits
from Various Non-EU Countries: Regulation (EU)

No. 88472014 ... o

3.5.2 Pesticide Residues in Okra and Curry Leaves

from India: Regulation (EU) No. 885/2014 .. ............

3.5.3 Dioxin and PCP Contamination of Guar Gum

from India: Regulation (EU) No. 258/2010..............

3.5.4 Microbial Contamination in Imported Food of

Non-animal Origin. .. ...... .. ...,

Emergency Measures of Broader Scope Covering Imports

of Non-animal Origin. . ........ .. .. .. . ...
3.6.1 Fukushima: Regulation (EU) No. 322/2014..............

3.6.2 GMO Rice and Rice Products from China Decision

2011/884/EU (as Amended by 2013/287/EU) .. ..........

3.6.3 Melamine in Milk and Soy from China: Regulation (EU)

No. 1135/2009 . . ..o
References . ...

Veronika Jezsé

Erratum to: Conclusion

Francesco Montanari, Veronika Jezsé and Carlo Donati


http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec11
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec12
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec13
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec13
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec13
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec23
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec23
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec28
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec28
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec31
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec31
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec38
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec38
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec39
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec45
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec45
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec50
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Sec50
http://dx.doi.org/10.1007/978-3-319-14014-8_3#Bib1
http://dx.doi.org/10.1007/978-3-319-14014-8_4
http://dx.doi.org/10.1007/978-3-319-14014-8_5

About the Authors

Francesco Montanari holds a Ph.D. in EU Law from the University of Bologna
(Italy). He has over 14 years of professional experience mainly in the area of food
safety, plant health and consumer protection. During his career, he worked several
years for the retail sector in United Kingdom and at EU level on food labelling,
nutrition and alcohol-related harm. He worked between 2009 and 2012 for the
Directorate-General for Health and Consumers of the European Commission, where
he was responsible for the enforcement of EU food safety standards at national level
and for the development and the management of EU legislation in the area of import
controls of feed and food of non-animal origin. Member of the European Food Law
Association, he runs his own food practice in Lisbon and is Senior Associate at
Arcadia International.

Veronika Jezsé holds an M.Sc. in Food Science from Corvinus University of
Budapest (Hungary). She has more than 13-year experience in the area of food
safety and consumer protection both in the private and the public sector. She has
been an active member of numerous scientific and governmental committees both at
local and international level. She worked between 2006 and 2012 for the Directorate
General for Health and Consumers of the European Commission, where she was
responsible for the development and the management of EU legislation on import
control, in particular, in the area of feed and food of non-animal origin. Currently,
she is an independent consultant on EU food safety and consumer policy.

Carlo Donati is a medical doctor from the University of Milan (Italy). He has over
20 years of experience in clinical research as a medical director in national and multi-
national pharmaceutical companies. He served between 2003 and 2012 as an official
of the Italian Ministry of Health with different responsibilities. He was first General
Manager of the Italian ‘Alliance against Cancer’ network of cancer hospitals and par-
ticipated in such a capacity in international delegations for the cooperation in health-
care with other countries. Subsequently, he moved to the food safety area where
he focused on imports of food of non-animal origin and development of national
guidelines on good hygiene practices and HACCP principles. Currently, he is an
independent consultant for risk assessment and quality assurance in the food sector.

xi



Chapter 1
Risk Analysis, Contaminants and Impact

on Health in Imports of Non-animal
Origin: The EU Context

Carlo Donati

Abstract Following a general introduction on the main provisions of the
Regulation (EC) No. 178/2002, the so-called General Food Law (GFL), this chap-
ter considers the role played by risk analysis in underpinning the development of
legislation in this area at the European Union (EU) level, including specific tasks
of the European Food Safety Authority (EFSA) as risk assessor. The chapter also
provides a close examination of the type of hazards and more frequently associ-
ated risks with imports of non-animal origin, including the impact on human
health.

Keywords Contaminants + Food - Imports + Non-animal origin + Public health -
Risk analysis
Abbreviations

3-MCPD 3-monochloropropane-1,2 diol ester
ALARA As low as reasonably achievable

BfR Bundesinstitut fiir Risikobewertung (Federal Institute for Risk
Assessment)

b.w. Bodyweight

EHEC Entero-haemorrhagic Escherichia coli

EFSA European Food Safety Authority

EU European Union

FAO Food and Agriculture Organisation

GFL General Food Law

HACCP Hazard Analysis and Critical Control Points

HUS Haemolytic uraemic syndrome

DG SANCO Directorate-General for Health and Consumers

JECFA Joint FAO/WHO Expert Committee on Food Additives

MOE Margin of exposure
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2 1 Risk Analysis, Contaminants and Impact on Health ...

MRL Maximum residue level

BIOHAZ Panel on biological hazards

PCB Polychlorinated biphenyls

PAH Polycyclic aromatic hydrocarbons

RASFF Rapid Alert System for Food and Feed

SCF Scientific Committee on Food of the European Commission
WHO World Health Organization

WTO World Trade Organisation

1.1 Introduction

Following some major food scares in the 1990s, the European Union (EU) has
identified food safety as one of its top priorities. First set out in the European
Commission’s White Paper on Food Safety of January 2000 (European
Commission 2000), but still current today, the principle guiding EU action in this
area is to apply an integrated approach (‘from farm to fork’) to the food chain,
thus covering feed production, primary production, food processing, storage,
transport and retail.

The Commission’s White Paper set out the basis for a proactive food policy:
the modernisation of the legislation into a coherent and increasingly transparent
set of rules; the reinforcement of controls throughout all stages of the food chain;
and the effective evidence of transparency, quality, excellence and independence
of science underpinning EU food law, with the aim of achieving a high level of
public health and consumer protection.

Basically, the key strategic priorities of the White Paper may be summarised as
follows:

e The creation of the European Food Safety Authority (EFSA)

e The creation and the subsequent implementation of a consistent ‘farm-to-fork’
approach when developing the EU legislation in relation to feed and food safety

e The definition of the principle whereby feed and food business operators
are primarily responsible for the safety of their products when placed on the
market, whereas national authorities of EU Member States must ensure the
appropriate verification of compliance by those operators with the applicable
requirements.

These strategic priorities have been eventually adopted by means of the Regulation
(EC) No. 178/2002, commonly known as ‘General Food Law’ (GFL) (European
Parliament and Council 2002). Applicable as of 21 February 2002, the GFL lays
down common principles for the development and the implementation of EU food
law (Chapter II, Articles 4-10). In addition, the GFL also specifies the role and
the obligations for feed and food business operators on the one hand and Member
States on the other (Chapter II, Articles 14-21).
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1.1.1 Objectives and Main Principles
of the General Food Law

Overall, the GFL aims at ensuring a high level of protection of human life and
health; the protection of animal health and welfare, plant health and the environ-
ment is also taken into account, as appropriate. At the same time, the free movement
of safe food is an essential element of the EU internal market, besides contributing
to the health and well-being of EU citizens as well as to their social and economic
interests, in accordance with GFL, Article 5 paragraphs 1 and 2, and Recitals 1-3.

Indeed, EU citizens are entitled to safe food as well as to receive accurate and
truthful information about the identity, features and the quality of purchased prod-
ucts (GFL, Articles 14 and 8). Because of the need of avoiding disparities among
EU consumers as to the level of protection granted by national rules, the GFL
makes sure that these latter are subject to a harmonised legal framework at the EU
level, thereby guaranteeing that safety standards are generally the same in all EU
Member States. Of course, this means also that the legal environment in which
feed and food business operators trade does not differ significantly from one
Member State to another. As a result, trade within the EU is facilitated.

Over the last decades, feed and food trade has become increasingly globalised. For
this reason, the GFL provides that the EU must ensure that its safety requirements are
developed in strict compliance with international standards. Indeed, the compliance
with internationally agreed standards contributes significantly to overcoming trade
barriers and, in doing so, helps deliver economic growth. Consequently, the EU plays
an active role in the work of international standard-setting bodies, such as the Codex
Alimentarius, the World Organisation for Animal Health and the International Plant
Protection Convention. In addition, because of the necessity of guaranteeing fairness
and consistency from an international trade perspective, the GFL requires that both
imports and export activities into and from the EU have to comply with applicable
requirements set by the EU food law (Articles 11 and 12).

As referred earlier above, the GFL also establishes some basic principles as
regards responsibilities for feed and food safety. In particular, the primary respon-
sibility for ensuring full compliance with EU food law requirements rests solely on
feed and food business operators. In accordance with Article 17 paragraph 1 and
Recitals 30 and 31, the same principle applies in relation to feed. On the other hand,
the competent authorities of Member States must enforce EU food legislations by
means of a system of official controls designed to verify that feed and food business
operators fulfil their legal obligations, in accordance with Article 17 paragraph 2. In
turn, the European Commission has to evaluate the effectiveness of the monitoring
system maintained by the Member States through regular audits and inspections.

EU rules on official controls are based on the Regulation (EC) No. 882/2004
of the European Parliament and of the Council of 29 April 2004 (European
Parliament and Council 2004a) on official controls performed to ensure the veri-
fication of compliance with feed and food law, animal health and animal welfare
rules, as amended by successive regulations.
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1.1.2 How Do EU C(itizens Perceive Food-Related Risks?

After a first survey carried out in 2005, in 2010, EFSA run a second
Eurobarometer poll in all EU Member States in order to assess how consumers’
views on food-related risks had evolved over the past 5 years (TNS 2010). The
survey was carried out on a representative sample of 26,691 individuals, aged 15
or older, who virtually represented the views of over 500 million of EU citizens.
Some key findings of the survey are summarised in Table 1.1.

Table 1.1 Key findings of a Eurobarometer survey on food-related risks (2010)

Food-related risks and related perception in the EU

The majority of respondents associate food and eating with pleasure, such as selecting fresh and
tasty foods (58 %) and with enjoyment of meals with friends and family (54 %). Food safety
(37 %) is less commonly associated with food and eating as such

In the context of other potential risks, which are likely to affect them personally, the economic
crisis (20 %) and environmental pollution (18 %) are viewed by more respondents as risks very
likely to affect their lives than food-related problems (11 %). However, concern regarding food
possibly damaging one’s health has increased by 3 % points since 2005

19 % of citizens spontaneously cite chemicals, pesticides and other substances as the major con-
cerns. This concern is confirmed by prompted responses: when offered a list of possible issues
associated with food, 3 out of 10 Europeans mention chemical residues from pesticides (31 %),
antibiotics (30 %) and pollutants such as mercury and dioxins (29 %), together with cloning
animals for food products (30 %), as risks to be ‘very worried’ about

Citizens feel less confident in being able to personally deal with possible problems of chemical
contamination (<40 %) and new technologies (<30 %)

When asked to indicate the extent to which they feel confident about various information
sources, citizens express the highest levels of confidence in information obtained from health
professionals and personal contacts: physician, doctor and other health professionals (84 % total
confident) and family and friends (82 %). These information sources are closely followed by
consumer organisations (76 %), scientists (73 %) and environmental protection groups (71 %)
National and European food safety agencies (EFSA) and European institutions attract a rela-
tively high level of confidence at 64 and 57 %, respectively (national governments 47 %)

With respect to information on food safety matters, slightly more respondents appear to worry
about the news they hear today compared to five years ago (26 % vs. 23 % in 2005), but fewer
reports taking any action: in 2010, 11 % of citizens claim to have permanently changed their eat-
ing habits as a reaction to information on food safety (vs. 16 % in 2005)

The tendency to ignore information appears to be greater for information regarding diet and
health (29 %) than for that concerning food safety (24 %)

There is broad agreement that public authorities do a lot to ensure that food is safe in Europe,
that public authorities are quick to act, that they base their decisions on scientific evidence and
that they do a good job in informing people about food-related risks. The level of agreement has
increased compared to 2005 for all of these points

A majority of respondents believe that public authorities in the EU should do more (>80 % total
agree) to ensure that food is healthy and to inform people about healthy diets and lifestyles. This
view is consistent across all Member States
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1.1.3 Principles of Risk Analysis

The EU has been at the forefront of the establishment of risk analysis as a meth-
odological approach underpinning food policy orientations as well as of its inter-
national acceptance. Article 3 paragraph 10 of the GFL defines risk analysis as a
process consisting of three interrelated components, i.e. risk assessment, risk man-
agement and risk communication, while Article 6 refers to it as the basis for the
adoption of any food safety measure at the EU level.

Table 1.2 shows the main relevant definitions given by the GFL. In this context,
‘hazard’ is defined as ‘a biological, chemical or physical agent in, or condition
of, food or feed with the potential to cause an adverse health effect, while ‘risk’
means a function of the probability of an adverse health effect and the severity of
that effect, consequential to a hazard’ (GFL, Article 3).

Clearly, not all requirements set by EU food law have a scientific basis: cer-
tain consumer information (e.g. origin labelling) or certain provisions designed
to prevent misleading or fraudulent practices do not necessarily need a scientific
foundation. However, whenever is needed, the scientific assessment of risk must
be undertaken in an independent, objective and transparent manner, while relying
on the best available science, in accordance with the GFL, Article 6 paragraph 2.

On the other hand, ‘risk management’ is the process of weighing policy alter-
natives in the light of results of the risk assessment and, if required, selecting
the appropriate actions necessary to prevent, reduce or eliminate the risk so as to
ensure the high level of health protection that is considered appropriate in the EU.

However, based on the joint reading of Article 6 paragraph 3 and Recital 19 in
the GFL, EU decision-makers need to consider a number of potentially relevant
elements, during the risk management phase, in addition to results of risk assess-
ment. These elements include, for example, the feasibility of controls, but also
social, ethical, traditional, economic and environmental considerations besides the

Table 1.2 Definitions of the three components of risk analysis as provided for in the GFL
(Article 3 points 11-13)

Risk analysis in accordance with GFL: key definitions

Risk assessment ‘Means a scientifically based process consisting of four steps: hazard

Article 3, point 11 identification, hazard characterisation, exposure assessment and risk
characterisation’

Risk management ‘Means the process, distinct from risk assessment, of weighing policy

Article 3, point 12 alternatives in consultation with interested parties, considering risk

assessment and other legitimate factors, and, if need be, selecting appro-
priate prevention and control options’

Risk communication | ‘Means the interactive exchange of information and opinions throughout
Article 3, point 13 the risk analysis process as regards hazards and risks, risk-related factors
and risk perceptions, among risk assessors, risk managers, consumers,
feed and food businesses, the academic community and other interested
parties, including the explanation of risk assessment findings and the
basis of risk management decisions’




6 1 Risk Analysis, Contaminants and Impact on Health ...

precautionary principle (Sect. 1.2.2). These considerations are commonly known
as ‘other legitimate factors’ and may, at times, justify risk management decisions
deviating from what the outcome of risk assessment.

With reference to the other legitimate factors, it is interesting to note how the
range of factors that may influence risk management decisions at EU level appears
to be significantly broader in comparison with the viewpoint of the international
law. Effectively, in the context of the Codex Alimentarius and of the World Trade
Organisation (WTO), which takes the former as a reference for the development of
international food safety and chemical standards, only ‘health protection of con-
sumers’ and ‘promotion of fair practices in food trade’ may be taken into account
by risk managers when risk assessments’ results are being pondered (Codex
Alimentarius Commission 2013). As far as WTO law is concerned, this strict inter-
pretation is in line with the content of the Sanitary and Phytosanitary Agreement.
This document, ignoring the difference between risk assessment and management
in the context of risk analysis, merely stipulates that WTO members’ relevant
measures must be science based and never maintained without sufficient scientific
evidence (Article 2.2).

The breakdown of risk analysis into risk assessment, risk management and risk
communication that the GFL foresees is not purely theoretical, but has institu-
tional relevance. Indeed, while the GFL tasks EFSA with the role of risk asses-
sor within the EU risk analysis process (Article 22 paragraph 2), the role of risk
manager is performed by the European Commission assisted as appropriate by
EU Member States. As to risk communication, this area is a shared competence
between EFSA and the European Commission (Article 40 paragraph 1 GFL).
More precisely, while EFSA is responsible for risk communication in the fields
of its mission, that is risk assessment, the Commission is competent for commu-
nication revolving around risk management decisions. Far from being of clear-cut
understanding and, thus, often difficult to put in practice, the repartition of compe-
tences between EFSA and the Commission in the area of risk communication rep-
resents, possibly, the one and only grey area within the EU risk analysis process as
a whole.

1.1.4 Transparency

Food safety and the protection of consumer interests are an increasing concern for
governments, trade organisations, non-governmental organisations and the general
public. For this reason, the GFL provides for greater stakeholders’ involvement
at all stages of the development, evaluation and revision of EU food legislations,
thereby leading to increased consumer confidence in its standards and the way
they are established (GFL, Article 9). Indeed, the consumer confidence is a key
indicator of a successful food policy and is therefore a primary goal of the EU
action in this area.
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1.2 Risk Analysis: The Three Interrelated Components

As already anticipated, risk assessment is carried out independently from risk
management in the EU food safety system. As a risk assessor at EU level, EFSA
produces scientific opinions and provides technical advice. EFSA’s advices con-
stitute sound foundations for the development of EU policy and legislation in this
area, while support the European Commission and EU Member States in taking
the necessary risk management decisions.

EFSA’s remit covers feed and food safety, nutrition, animal health and welfare,
plant protection and plant health (Article 22 GFL). In all these fields, EFSA’s man-
date is to provide objective and independent advice based on the most up-to-date
scientific information and knowledge.

One of the main features of EFSA’s mission is the communication with the out-
side world; this approach is considered essential for improving food safety in the
EU and building public confidence in the risk assessment process. For this rea-
son, EFSA aims to issue effective, consistent, accurate and timely information,
including scientific outputs, based on the risk assessments and opinions of its own
Scientific Committee and Panels.

EFSA’s Scientific Panels are responsible for EFSA’s risk assessment work
including the drafting of scientific opinions. Each Panel focuses on a different area
of the feed and food chain, while the Scientific Committee has the task of support-
ing the work of the Panels on crosscutting issues and scientific matters of a hori-
zontal nature. It focuses on developing harmonised risk assessment methodologies
in fields where EU-wide approaches are not yet defined. The Scientific Committee
and the Panels are composed of independent scientific experts with a thorough
knowledge of risk assessment from universities, research institutions and national
food safety authorities. All members are appointed through an open selection pro-
cedure on the basis of proven scientific excellence, including experience in risk
assessment and peer-reviewing scientific work and publications (EFSA Scientific
Committee and Panel Renewals 2014).

1.2.1 Risk Assessment

As shown in Table 1.2, risk assessment is a scientifically based process consist-
ing of four steps: (i) hazard identification, (ii) hazard characterisation, (iii) expo-
sure assessment and (iv) risk characterisation. The Procedural Manual of the FAO/
WHO Codex Alimentarius Commission comprises the same definition (Codex
Alimentarius Commission 2013).

The World Health Organization (WHO) defined risk assessment as the scien-
tific evaluation of known or potential adverse health effects resulting from human
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exposure to foodborne hazards and provided the following additional information
(WHO 1995):

e Hazard identification: The identification of known or potential health effects
associated with a particular agent (i.e. types of injury and conditions of
exposure).

e Hazard characterisation: The qualitative and/or quantitative evaluation of the
nature of the adverse effects associated with biological, chemical and physi-
cal agents which may be present in food. For chemical agents, a dose—response
assessment (analysis of the relationship between the dose received and the
respective response) should be performed. For biological or physical agents, a
dose—response assessment should be performed if the data are obtainable.

e Exposure assessment: The qualitative and/or quantitative evaluation of the
degree of intake likely to occur.

e Risk characterisation: Integration of hazard identification, hazard characterisa-
tion and exposure assessment into an estimation of the adverse effects likely to
occur in a given population, including attendant uncertainties. In other words,
risk is the possibility that an adverse effect will occur.

The definition of risk assessment includes quantitative risk assessment, which
emphasises reliance on numerical expressions of risk, and qualitative expressions
of risk, as well as an indication of the attendant uncertainties.

Recently, the EFSA Scientific Committee has reviewed the use of risk assess-
ment terminology within its Scientific Panel. As a result, the Scientific Committee
has concluded that the risk assessment terminology may be considered as not com-
pletely harmonised within EFSA, after the examination of 219 opinions published
by the Scientific Committee and Panels (EFSA Scientific Committee 2012).

1.2.2 Risk Management

According to the above-mentioned WHO report (1995), the four components of
risk management frameworks can be summarised as follows:

e Preliminary risk management activities comprise the initial process. It includes
the establishment of a risk profile to facilitate consideration of the issue within
a particular context and provides as much information as possible to guide fur-
ther action. As a result of this process, the risk manager may commission a risk
assessment as an independent scientific process to inform decision-making.

e Evaluation of risk management options is the weighing of available options for
managing a food safety issue in the light of scientific information on risks and
other factors and may include reaching a decision on an appropriate level of
consumer protection. Optimisation of food control measures in terms of their
efficiency, effectiveness, technological feasibility and practicality at selected
points throughout the food chain is an important goal. A cost—benefit analysis
could be performed at this stage.
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e Implementation of the risk management decision will usually involve regu-
latory food safety measures, which may include the use of Hazard Analysis
and Critical Control Points (HACCP). Flexibility in the choice of individual
measures applied by industry is a desirable element, as long as the overall
programme can be objectively shown to achieve the stated goals. Ongoing veri-
fication of the application of food safety measures is essential.

e Monitoring and review is the gathering and analysing of data to give an over-
view of food safety and consumer health. Monitoring of contaminants in food
and foodborne disease surveillance should identify new food safety problems as
they emerge. Where there is evidence that required public health goals are not
being achieved, rethinking of food safety measures will be needed.

In the activities related to risk management, the concept of ‘precautionary principle’
should be taken into account. A communication from the European Commission
on the precautionary principle in 2000 (Communication 2000) observed that deci-
sion-makers are constantly faced with the dilemma of balancing the freedom and
rights of individuals, industry and organisations with the need to reduce the risk of
adverse effects to the environment, human, animal or plant health.

The precautionary principle should not be confused with the element of caution
that scientists apply in their assessment of scientific data. Resorting to the precau-
tionary principle presupposes that though potentially dangerous effects deriving
from a phenomenon, product or process have been identified, scientific evaluation
does not allow the risk to be determined with sufficient certainty. Decision-makers
need to be aware of the degree of uncertainty attached to the results of the evalua-
tion of the available scientific information. Establishing what is an acceptable level
of risk for society is an eminently political responsibility.

The GFL portrays the precautionary principle as an option open to risk man-
agers when decisions have to be made to protect health, but scientific informa-
tion concerning the risk is, in some way, inconclusive or incomplete (Article 7).
Therefore, in specific circumstances, provisional risk management measures
necessary to ensure the high level of health protection chosen in the EU may be
adopted, pending further scientific information enabling a more comprehen-
sive risk assessment. These measures should be proportionate and no more trade
restrictive than is required and should ultimately be reviewed within a reasonable
period of time, depending on the nature of the risk to life or health identified and
the type of scientific information needed.

1.2.3 Risk Communication

Risk communication is an integral and ongoing part of the risk analysis exercise,
where ideally all stakeholder groups (such as industry and consumers) should be
involved from the start (WHO 2009). Risk communication has the objective to
make stakeholders aware of the process throughout risk analysis, i.e. when risk
assessment is performed as well as when risk management decisions are taken.
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Indeed, risk communication relating to food safety, as any other communication
that is health related, requires prudent and in-depth consideration before being
realised, since wrongful messages may have devastating effects on public opinion
and on the economy.

From a risk assessment perspective, risk communication helps to ensure that
the logic, outcomes, significance and limitations of such an assessment are under-
stood and accepted by all the stakeholders. Furthermore, it may well occur that
stakeholders hold information that may be of relevance for performing a full risk
assessment: for instance, industry stakeholders may have unpublished data crucial
to complement information risk assessors already have.

The matter has been recently discussed and redefined by EFSA with the issue
of a detailed document (EFSA 2012a), because of the necessity of setting up a sort
of practical and common framework in relation to risk communication activities.

1.3 Main Contaminants for Food of Non-animal Origin

1.3.1 General Food Safety Requirements

The GFL sets out general requirements whereby no unsafe food must be placed on
the market. In detail, Article 14 of the GFL states circumstances and criteria for
the plain definition of ‘safe’ food products (Table 1.3).

Table 1.3 Definition of ‘unsafe food” according to the GFL, Article 14
Food unsafety in the EU according to the GFL
1. Food shall not be placed on the market if it is unsafe

2. Food shall be deemed to be unsafe if it is considered to be
e injurious to health

* unfit for human consumption

3. In determining whether any food is unsafe, regard shall be had:

* to the normal conditions of use of the food by the consumer and at each stage of produc-
tion, processing and distribution and

* to the information provided to the consumer, including information on the label, or other
information generally available to the consumer concerning the avoidance of specific adverse
health effects from a particular food or category of foods

4. In determining whether any food is injurious to health, regard shall be had:

* not only to the probable immediate and/or short-term and/or long-term effects of that food
on the health of a person consuming it, but also on subsequent generations;

* to the probable cumulative toxic effects;

« to the particular health sensitivities of a specific category of consumers where the food is
intended for that category of consumers

5. In determining whether any food is unfit for human consumption, regard shall be had to
whether the food is unacceptable for human consumption according to its intended use, for
reasons of contamination, whether by extraneous matter or otherwise, or through putrefaction,
deterioration or decay
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1.3.2 Food Contaminants

Contaminants are substances that have not been intentionally added to food. These
substances may be present in food as a result of one or more of the following
steps: production, processing, packaging, transport and storage. Moreover, con-
taminants might result from environmental contamination.

According to Regulation (EEC) No. 315/93 of 8 February 1993, ‘contami-
nant’” means ‘any substance not intentionally added to food which is present in
such food as a result of the production (including operations carried out in crop
husbandry, animal husbandry and veterinary medicine), manufacture, process-
ing, preparation, treatment, packing, packaging, transport or holding of such
food, or as a result of environmental contamination. Extraneous matter, such as,
for example, insect fragments, animal hair, etc., is not covered by this definition’
(Council 1993).

At EU level, maximum levels for certain contaminants in food are currently set
in Regulation (EC) No. 1881/2006 (European Commission 2006). Applicable as
of 1 March 2007, the Regulation was subject to several amendments. Maximum
levels in certain foods are set for the following contaminants: nitrate, mycotoxins
(aflatoxins, ochratoxin A, patulin, deoxynivalenol, zearalenone, fumonisins), met-
als (lead, cadmium, mercury, inorganic tin), 3-monochloropropane-1,2 diol esters
(3-MCPD), dioxins and dioxin-like polychlorinated biphenyls (PCB) and polycy-
clic aromatic hydrocarbons (PAH), in particular benzo[a]pyrene.

However, very often legislation identifies risks for public health, sets maximum
allowed levels, gives instructions for sampling and analysis, but does not elabo-
rate on the reasons why contaminants are dangerous for humans or for animals.
Therefore, in an attempt at bridging the gap between legislators, feed and food
business operators and enforcement authorities, this chapter aims at providing
some basic information on the health effects of the main contaminants, thereby
explaining why it is necessary to carry out controls in order to ensure that their lev-
els are kept at the minimum level possible. Since the scope of this book is limited
to products of non-animal origin, only the contaminants that are most frequently
associated with them will be considered.

1.3.2.1 Acrylamide

Acrylamide is a chemical compound that forms in starchy food products during
high-temperature cooking (including frying, baking and roasting). Acrylamide has
been found in products such as potato crisps, French fries, bread, biscuits and cof-
fee. From the chemical viewpoint, many studies have been carried out with the
aim of understanding the mechanism of acrylamide formation in several foods. In
summary, it can be affirmed that the production of acrylamide is strictly linked
to the reaction of sugars with amino acids at high temperatures. In 2005, EFSA
stated that acrylamide may be a human health concern, since it is considered to be
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both carcinogenic and genotoxic in animal tests, and that efforts should be made
to reduce relevant exposure mainly through diet. EU Member States are requested
to perform annual monitoring of acrylamide levels and feed them back to EFSA
(European Commission 2010c). So far, this latter has assessed national data in the
context of four annual monitoring reports. EFSA’s last report (EFSA 2012b) did
not reveal any considerable differences from previous years in the levels of acryla-
mide in most food categories assessed. More recently, Recommendation 2013/647/
EU of the European Commission (2013a) provided new indicative values for
acrylamide in a wider range of food matrices, including breakfast cereals, baby
foods, coffee substitutes and processed cereal-based foods for infants and young
children.

EFSA’s Scientific Panel on Contaminants in the Food Chain (CONTAM Panel) is
carrying out a full risk assessment of acrylamide in food. EFSA’s experts provision-
ally completed this full risk assessment in July 2014. The Panel assessed the toxicity
of acrylamide for humans and updated its estimate of consumer exposure through
the diet. EFSA publicly consulted on their draft scientific opinion in mid-2014.
EFSA will hold a follow-up meeting with stakeholders to discuss feedback received
during the online consultation. The feedback from the public consultation will assist
the Panel in finalising its scientific opinion, scheduled for the first half of 2015.

1.3.2.2 Dioxins and Dioxin-like Polychlorinated Biphenyls (PCB)

Dioxins and PCB are toxic chemicals that persist in the environment and tend
to accumulate in the food chain. Although their presence in the environment in
Europe has declined since the 1970s, following concerted efforts by public author-
ities and industry, they are still found, at low levels, in many food products. Long-
term exposure to these substances has been proved to cause a range of adverse
effects on the nervous, immune and endocrine systems in addition to impairing the
reproductive function. PCB may also cause cancer. Their persistence, and the fact
that they accumulate in the food chain, notably in animal fat, is thus still cause of
some safety concerns.

At EU level, the European Commission has adopted Regulation (EU) No.
1259/2011, amending Regulation 1881/2006, to set maximum levels of dioxins in
food (European Commission 2011a), and Regulation (EU) No. 277/2012 for feed
(European Commission 2012a).

In 2012, EFSA published a new report on levels of PCB in food and feed. The
report revealed a general decrease in dietary exposure to said contaminants, for the
period 2008-2010 as opposed to 2002—-2004 (decrease of, at least, 16 % and up to
79 % for the average adult population, with similar values for toddlers and other
children). Exposure to non-dioxin-like PCB, a subset of PCB with different toxi-
cological properties, also decreased (EFSA 2012c).

The new Commission Recommendation 2014/663/EU of 11 September
2014 has set new action levels for dioxins and dioxin-like PCB in feed and food
(European Commission 2014).
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1.3.2.3 Ethyl Carbamate

Ethyl carbamate is a compound that can naturally occur in fermented foods and bever-
ages. It often occurs in alcoholic beverages (in particular stone fruit brandies). Ethyl
carbamate is formed by ethanol and certain precursors in the fruit mash under the influ-
ence of light during the distillation process. Ethyl carbamate is genotoxic and a mul-
tisite carcinogen in animals and probably carcinogenic in human beings. On 2 March
2010, the European Commission adopted a recommendation on the prevention and
reduction of ethyl carbamate contamination in stone fruit spirits and stone fruit marc
spirits and on the monitoring of ethyl carbamate levels in these beverages (European
Commission 2010a). The same document has also highlighted the necessity of a strict
monitoring activity of this contaminant in the above-defined beverages (EFSA 2010).

1.3.2.4 3-Monochloropropane-1,2 Diol and Related Esters

3-MCPD is a food processing contaminant formed by heat as a reaction product of
triacylglycerols, phospholipids or glycerol and hydrochloric acid in fat-based or fat-
containing foods. Depending on the type of food, it may occur as a free substance,
in the form of an ester with fatty acids or in both forms. With reference to adverse
reactions and food safety issues, 3-MCPD toxicity seems to be mainly correlated
with the kidney, with chronic oral exposure resulting in nephropathy and tubular
hyperplasia and adenomas. Back in 2001, the Scientific Committee on Food of
the European Commission (SCF) established a TDI for 3-MCPD of 2 pg/kg body-
weight (b.w.) (Scientific Committee 2001). Subsequently, the International Agency
for Research on Cancer (IARC) has classified 3-MCPD as a possible human car-
cinogen (group 2B). The Joint FAO/WHO Expert Committee on Food Additives
(JECFA) established for the free compound a provisional maximum tolerable daily
intake (PMTDI) of 2 ug/kg b.w. More recently (2013), EFSA published a Scientific
Report describing the levels of 3-MCPD in food, based on 1,235 analytical results
collected from EU Member States from 2009 to 2011 (EFSA 2013a).

Moreover, in September 2014, the EU Commission published the Recommendation
2014/661/EU on the monitoring of the presence of 2- and 3-monochloropropane-
1,2-diol (2- and 3-MCPD), 2- and 3-MCPD fatty acid esters and glycidyl fatty acid
esters in food (European Commission 2014a).

At present, 3-MCPD has not been detected with appreciable frequency in
foods. According to the EU Rapid Alert System for Food and Feed (RASFF), only
one notification has concerned the presence of 3-MCPD in hydrolysed vegetable
protein from Switzerland in the period 2009-2013.

1.3.2.5 Polycyclic Aromatic Hydrocarbons (PAH)

Polycyclic aromatic hydrocarbons (PAHs) constitute a large class of organic com-
pounds that are composed of two or more fused aromatic rings. They are primarily
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formed by incomplete combustion or pyrolysis of organic matter and during vari-
ous industrial processes. PAHs generally occur in complex mixtures which may
consist of hundreds of compounds. Humans are exposed to PAHs by various
pathways. While for non-smokers the major route of exposure is consumption of
food, for smokers the contribution from smoking may be significant (Zanieri et al.
2007). Food can be contaminated from environmental sources, from industrial
food processing and from certain home cooking practices.

Most of these compounds may be regarded as potentially genotoxic and carci-
nogenic to humans and therefore represent a priority group in the assessment of
the risk of long-term adverse health effects following dietary intake of PAHs. At
EU level, maximum levels for PAH, and in particular for benzo[a]pyrene, are cur-
rently laid down in Regulation 1881/2006. In 2008, EFSA published a scientific
opinion on PAH in food (EFSA 2008).

At present, PAH has been detected with appreciable frequency in foods.
According to the EU RASFF, 19 notifications have concerned the presence of
benzo[a]pyrene in the period 2009-2013, mainly in vegetal oil and fish.

1.3.2.6 Metals

The contamination of foods and feeds is normally associated with organic
chemicals such as PAH, dioxins and other substances. However, a notable and
‘historical’ tradition of food and non-food contamination concerns inorganic con-
taminants such as metals (arsenic, cadmium, lead, aluminium and mercury).

Metals can be naturally and widely found in the environment, e.g. soil, water
and atmosphere, but the distribution of these elements may vary. In particular,
food contamination by metals can have different (anthropic) causes: farming activ-
ities, industrial processes, emission of powders and other matters from industrial
and car exhaust parts, food processing and storage. Exposure can thus take place
through two distinct pathways: from the environment or by ingesting contami-
nated food or water. In addition, the danger is remarkably increased because of the
known bioaccumulation of metallic elements in living tissues.

With reference to the EU legislation, maximum levels for metals such as cad-
mium, lead and mercury in certain foods have been established by Regulation
(EC) No. 1881/2006.

Occurrence of unauthorised presence of aluminium has been frequently reported
by EU Member States, e.g. in imported noodles or other pasta products. In this
respect, it is worth recalling that in 2008, the EFSA Panel on Food Additives,
Flavourings, Processing Aids and Food Contact Materials established a tolerable
weekly intake (TWI) of 1 mg/kg b.w. from all sources of aluminium, whereas in 2011,
the JECFA established a provisional tolerable weekly intake (PTWI) of 2 mg/kg b.w.

As for cadmium, a recent recommendation of the European Commission (April
2014) encourages EU Member States to ensure that farmers and food business
operators steadily implement available mitigation measures for reduction of cad-
mium levels in food (in particular cereals, vegetables and potatoes) and monitor
their progress (European Commission 2014b).
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Over the period 2009-2013, the RASFF signalled some 150 notifications
reported by Member States, due to the presence of metals in food. Some 20 notifi-
cations related to fruit and vegetables destined to import into the EU.

1.3.2.7 Mycotoxins

The category of ‘mycotoxins’ is one of the most important food contaminants in
the modern industry because of the well-known toxic potential and the wide diffu-
sion in foods.

A mycotoxin is a toxic secondary metabolite produced by organisms of the fungi
kingdom, commonly known as moulds. The term ‘mycotoxin’ is usually reserved for
the toxic chemical products produced by fungi that readily colonise crops. One mould
species may produce many different mycotoxins, and the same mycotoxin may be pro-
duced by several species. On the other hand, aflatoxins are naturally occurring mycotox-
ins that are produced by Aspergillus flavus and Aspergillus parasiticus, species of fungi.

Under favourable environmental conditions, when temperature and moisture
are conducive, these fungi proliferate and may produce mycotoxins. They com-
monly enter the food chain through contaminated food and feed crops, mainly
cereals. The presence of mycotoxins in food and feed may affect human and ani-
mal health as they may cause many different adverse health effects, such as induc-
tion of cancer and mutagenicity as well as estrogenic, gastrointestinal and kidney
disorders. Some mycotoxins are also immunosuppressive reducing resistance to
infectious disease. In particular, aflatoxin B1 is a very potent carcinogen and a
mutagen in many animals and is also a very potent human carcinogen.

In 1960, over 100,000 turkeys in British farms died in a few months from an
apparently new disease that was called ‘“Turkey X disease’. Shortly after, how-
ever, also ducklings and pheasants were affected experiencing high mortality. The
investigations conducted traced back the outbreaks to feed products, namely pea-
nut meal with Brazilian origin. Further to the incident, speculations made regard-
ing the nature of the toxin suggested that it might be of fungal origin. Indeed, the
toxin-producing fungus was identified as A. flavus (1961) and the toxin was named
aflatoxin after its origin (A. flavus — Afla) (Cornell University 2014). Inevitably,
this discovery led to a growing awareness of the potential risks associated with
these substances when present in feed and food.

From the technological and chemical viewpoints, aflatoxins pose a very seri-
ous problem because of the thermal stability. As a result, the effective reduction
of contamination levels can be obtained by means of the physical separation of
contaminated materials.

Actually, thermal treatments appear to reduce detectable amounts of mycotox-
ins in various foods, depending on the thermal level and the peculiar processing
technique. However, the complete inactivation of mycotoxins cannot be assured.
For this reason, several studies have also concerned the possibility of non-thermal
technologies allowing mycotoxin destruction and inactivation. As an example,
zearalenone and deoxynivalenol may be treated with pulsed light technology with
interesting results (Moreau et al. 2013).
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Maximum levels of aflatoxins (aflatoxins B1, B2, G1, G2 and M1) are laid
down in Regulation 1881/2006 as amended by Regulation (EU) No. 165/2010
(European Commission 2010b) and by Regulation (EU) 1058/2012 (European
Commission 2012b).

Special import conditions for products originating from certain non-EU coun-
tries presenting risk of contamination with aflatoxins are laid down in Regulation
(EU) No. 884/2014 of 13 August 2014 (European Commission 2014c). Finally,
several other imported products of non-animal origin (mainly peanuts and spices)
are currently subject to the regime of reinforced border surveillance set by
Regulation (EC) No. 669/2009 (European Commission 2009a).

Because of the complexity of the problem, a ‘Guidance document for compe-
tent authorities for the control of compliance with EU legislation on aflatoxins’ has
been elaborated. This document is also applicable for the control of aflatoxins in
food products not subject to the safeguard Regulation (Guidance 2010).

According to the latest RASFF report (RASFF 2014), the number of myco-
toxin notifications decreased further significantly, which was due to a decrease in
reported aflatoxin notifications. The decrease in aflatoxin notifications is mainly
explained by the significant decrease in notifications related to the presence of
aflatoxins in peanuts from India (from 88 notifications in 2012 to 15 in 2013) and
in dried figs from Turkey (from 135 notifications in 2012 to 40 in 2013). On the
other hand, in 2013, there were a significant number of notifications of aflatoxins
in maize from the European region.

1.3.2.8 Pesticides

The category of ‘pesticides’ is a wide selection of contaminants with different
functions and actions. Generally, the peculiar function may be of interest with ref-
erence to the classification. For this reason at least, the chemical classification of
pesticides may be very difficult.

The term ‘pesticides’ covers insecticides, acaricides, herbicides, fungi-
cides, plant growth regulators, rodenticides, biocides and veterinary medicines.
Pesticides are chemical compounds used to

Kill, repel or control pests to protect crops before and after harvest;
Influence the life processes of plants;

Destroy weeds or prevent their growth;

Preserve plant products.

Because of the wide use of pesticides in the modern world and in the food sector,
pesticides can be in contact with the human population in many ways, including
food consumption.

Different negative health effects have been attributed to pesticides: neurological
health effects (e.g. memory loss, loss of coordination, reduced speed of response
to stimuli, reduced visual ability, altered or uncontrollable mood and general
behaviour, and reduced motor skills), as well as asthma, allergies, hypersensitivity,
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cancer, hormone disruption, as well as problems with reproduction and foetal
development.

With reference to the EU, the use of plant protection products and of their resi-
dues is carefully regulated.

In detail, Regulation (EC) No. 1107/2009 establishes uniform rules for
their placing on the market (European Commission 2009b). On the other hand,
Regulation (EC) No. 396/2005 (European Commission 2005a) establishes the
maximum residue levels (MRLs) of pesticides permitted in products of plant or
animal origin intended for human or animal consumption. According to this
Regulation, MRL ‘means the upper legal level of a concentration for a pesticide
residue in or on food or feed set in accordance with this Regulation, based on
good agricultural practice and the lowest consumer exposure necessary to pro-
tect vulnerable consumers’. In other terms, defined MRLs are the result of a com-
prehensive assessment of the properties of the active substance and of the residue
levels resulting from good agricultural practices defined for the treated crops. An
indispensable precondition for setting MRLs is a risk assessment that demon-
strates consumer safety (i.e. consumer intake not exceeding the toxicological ref-
erence values).

The same Regulation provides also the following definitions:

e Acute reference dose ‘means the estimate of the amount of substance in food,
expressed on a body weight basis, that can be ingested over a short period of
time, usually during one day, without appreciable risk to the consumer on the
basis of the data produced by appropriate studies and taking into account sensi-
tive groups within the population (e.g. children and the unborn)’;

e Acceptable daily intake ‘means the estimate of the amount of substances in food
expressed on a body weight basis, that can be ingested daily over a lifetime,
without appreciable risk to any consumer on the basis of all known facts at the
time of evaluation, taking into account sensitive groups within the population
(e.g. children and the unborn)’.

Over the last six years, EFSA has published several scientific opinions, in particu-
lar on cumulative risk assessment, which is the risk of a common toxic effect asso-
ciated with concurrent exposure by all relevant pathways and routes of exposure to
a group of chemicals that share a common mechanism of toxicity.!

! Examples of EFSA’s Scientific Opinions include, but are not limited to (i) Scientific Opinion
to evaluate the suitability of existing methodologies and, if appropriate, the identification of new
approaches to assess cumulative and synergistic risks from pesticides to human health with a
view to set MRLs for those pesticides in the frame of Regulation (EC) 396/2005, EFSA Panel on
Plant Protection Products and their Residues (PPR), in EFSA Journal (2008) 704, pp. 1-85; (ii)
Scientific Opinion on risk assessment for a selected group of pesticides from the triazole group to
test possible methodologies to assess cumulative effects from exposure through food from these
pesticides on human health, EFSA Panel on Plant Protection Products and their Residues (PPR),
in EFSA J (2009) 7, 1167-1354; (iii) Scientific Opinion on the identification of pesticides to be
included in cumulative assessment groups on the basis of their toxicological profile, EFSA Panel
on Plant Protection Products and their Residues (PPR), in EFSA J (2013) 11, 3293-3424.
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EFSA publishes an Annual Report on Pesticide Residues in the EU based on
monitoring information of the official controls on pesticide residues in food
received from all EU Member States and two EFTA countries (Iceland and
Norway). The report assesses the exposure of European consumers to pesticide
residues through their diets (EFSA 2013b).

In relation to importing activities, several imports of non-animal origin are
currently subject to the EU regime of reinforced border surveillance for the pos-
sible occurrence of pesticide residues. On the other side, okra and curry leaves
from India are currently subject to stringent import conditions set by Regulation
(EU) No. 885/2014 because of the high level of non-compliant results (European
Commission 2014d).

According to the RASFF Report (2014), concerning pesticide residues, in
2013—after a steady increase over several years—the amount of notifications for
pesticide residues appears to have stabilised at 452, which is slightly more than the
previous year. Only 36 of the notifications are about produce of EU origin.

1.3.3 Microbiological Contaminants

A large part of food safety concerns is directly correlated with the presence and
the spreading of pathogen micro-organisms in food and feed products. Generally,
most known and monitored foodborne diseases are associated with pathogens
such as Salmonella sp., Campylobacter jejuni, entero-haemorrhagic Escherichia
Coli (EHEC) and parasites such as cryptosporidium, Cryptospora and trematodes
(WHO 2014).

In addition, the emergence of new pathogens and pathogens not previously
associated with food is a major public health concern. At present, this phenome-
non may be caused by modifications in farm practices, changes in food production
and distribution, new food formulations and other factors.

The effective management of microbiological hazards can be truly enhanced
using tools such as Microbiological Risk Assessment (MRA) and HACCP systems
(WHO 2009).

MRA provides an understanding of the nature of the hazard: it can be consid-
ered a tool to set priorities for interventions. On the other hand, HACCP is a tool
for process control through the identification of critical control points.

The United States’ Centre for Disease Control and Prevention estimates that
each year, only in that country, roughly 48 million people get sick, 128,000 are
hospitalised, while 3,000 die because of foodborne diseases. As to the EU, in
2011, there were over 300,000 confirmed human cases of infection due to food-
borne diseases, 15,000 hospitalisations and 300 deaths.

At the EU level, microbiological criteria for foodstuffs are laid down in
Regulation (EC) No. 2073/2005 and its subsequent amendments (European
Commission 2005b). This Regulation lays down the microbiological criteria for
certain micro-organisms and the safety requirements to be complied with by food
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business operators when implementing the general and specific hygiene measures
referred to in Article 4 of Regulation (EC) No. 852/2004 (European Parliament
and Council 2004b).

The eradication or limitation of microbiological contaminants cannot be
excluded when speaking of EU legislations in the field of food safety. However,
this book is mainly focussed on chemical contaminants, including also tox-
ins, while microbial agents and the correlated ecology in food and feed products
should be discussed in other publications. For this reason, this chapter aims to
highlight the importance of food safety concerns by microbiological causes with-
out the detailed examination of historical situations. However, two of the most
recent outbreaks of foodborne diseases caused by pathogens in imported food of
non-animal origin may be briefly included here.

1.3.3.1 Escherichia Coli Outbreak (Mid-2011)

In May 2011, a cluster of three patients presenting symptoms of haemolytic urae-
mic syndrome (HUS) and hospitalised in the same health structure in Hamburg
was reported. A Shiga toxin-producing E. coli (STEC) strain belonging to sero-
type O104:H4, a rare pathogen, was isolated from patients’ specimens. Over the
next few weeks, case counts increased rapidly in Germany and reached France and
other countries, affecting persons who had recently travelled to Europe. 11l persons
reported consuming locally grown raw sprouts. Subsequent investigations led by
the European Commission and EFSA eventually identified one lot of fenugreek
seeds imported from Egypt at the origin of the outbreak. On 6 July 2011, the EU
temporarily banned importation of fenugreek and certain other seeds, beans and
sprouts from Egypt (European Commission 2011b). Nonetheless, the final case
count was of dramatic proportion with 4,075 cases ascertained (including 908
cases complicated by HUS) and 50 deaths in 16 different countries.

After the E. coli incident, the European Commission adopted the document
‘Lessons learned from the 2011 outbreak of Shiga toxin-producing E. coli (STEC)
0104:H4 in sprouted seeds’, where areas for improvement and concrete actions
were put forward (SANCO 2011). This, in turn, led to the introduction by the EU
of microbiological criteria, including process hygiene criteria for sprout produc-
tion and microbiological criteria for seeds for sprouting or for human consump-
tion, in addition to permanent import requirements applying to imports destined
to the EU market (i.e. Regulations (EU) No. 208/2013, 209/2013, 210/2013 and
211/2013) (European Commission 2013b—e).

1.3.3.2 Norovirus Outbreak (End 2012)

In autumn 2012, several cases of diarrhoea and vomiting occurred due to noro-
virus infections in children and adolescents who had eaten meals in schools and
kindergartens in Germany. According to official statistics, the outbreak accounted
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for almost 11,000 cases, thus making it the biggest ever foodborne outbreak in
that country. Investigations conducted by the German authorities pointed to a
batch of deep-frozen strawberries of Chinese origin as the cause of the outbreak
(BfR 2012).

Following the outbreak, Chinese strawberries from China were subjected to
the EU system of reinforced border surveillance as of 1 January 2013 for possible
contamination with norovirus and hepatitis A (at an increased frequency of testing
of 5 %). Since controls were stepped up at EU borders, only two RASFF notifi-
cations (signalling presence of norovirus) in imports from China were issued. A
recent audit of the Food and Veterinary Office (FVO) of the European Commission
in China (DG SANCO 2013) identified a number of shortcomings in the system
in place to control microbiological contamination in soft fruit intended for export
to the EU. For instance, the audit revealed that apparently, no soft fruit processor
considered viruses as a potential hazard under their HACCP plans. Also, despite
increased surveillance by the Chinese competent authorities on products destined
to export, the overall effectiveness of their official control system would be under-
mined by the inadequacy of the current sampling methods and laboratory capacity
(DG SANCO 2013).

Following the food scares above referred, microbiological contamination in
food of non-animal origin has been subject to increased monitoring and assess-
ment. Some imports of non-animal origin (mainly herbs and spices) are currently
subject to the EU reinforced border surveillance under Regulation 669/2009.
Due to the high level of non-compliance detected at EU borders over the past
three years, the EU has recently introduced a temporary ban on the import of
paan leaves from Bangladesh for contamination with Salmonella (European
Commission 2014e), amended by the Commission Implementing Decision
2014/510/EU (European Commission 2014f).

From its side, EFSA has recently come up with a scientific opinion on the risk
posed by pathogens in certain food of non-animal origin (namely Salmonella
spp. and norovirus in leafy greens) (EFSA BIOHAZ 2014). In its opinion, EFSA
observes that each farm environment represents a unique combination of numer-
ous characteristics that can influence the occurrence and the persistence of path-
ogens in leafy greens production. For this reason, EFSA considers that correct
implementation of existing food safety management systems should be a primary
objective for concerned farmers and producers.

1.4 Radionuclides

For a general viewpoint, the concept (and related fears) of radioactivity in the food
chain is strictly linked to most recent nuclear accidents such as Chernobyl and
Fukushima. Actually, there have not been signs of detectable radioactivity in most
food categories until 2011. After this date, the Fukushima incident has raised pub-
lic health concerns in Japan at least.
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Basically, the internal effective dose of radionuclides in the human being can be
increased depending on (a) the simple radon inhalation and (b) the consumption of
contaminated food. Several factors correlated with foods can be important, includ-
ing the type of food and the localisation of the production (D’ Amato et al. 2013).

1.4.1 Chernobyl

On 26 April 1986, the Chernobyl nuclear power plant (Ukraine) suffered a major
accident. As a result, a prolonged release of notable amounts of radioactive sub-
stances was observed in the atmosphere with the consequent widespread contami-
nation of large areas in the European continent. According to recent studies that
tried to determine current radiation exposure routes, wild foods (especially mush-
rooms and berries) and locally produced foods (e.g. milk and derived products)
were found to act as main ‘radioactive’ carriers (Radiation Protection 2011).

Council Regulation (EC) No. 733/2008 currently sets accumulated maxi-
mum radioactive levels as to caesium-134 and caesium-137 of 370 Bq/kg for
milk and milk products and certain products destined to infants and 600 Bg/kg
for all other products concerned (European Council 2008). While these provi-
sions apply to imports from non-EU countries, Commission Recommendation
2003/274/EURATOM also encourages EU Member States to take appropriate
steps to ensure that the maximum permitted levels referred above are respected
within the EU, when it comes to the placing on the market of wild game, wild ber-
ries, wild mushrooms and carnivorous lake fish (European Commission 2003).

EU efforts seem to have obtained good results so far. Over the period 2009—
2013, EU RASFF signalled only eight cases where radioactivity levels were
exceeded, mainly concerning mushrooms originating from East European countries.

1.4.2 Fukushima

The earthquake and tsunami that hit Japan on 11 March 2011 led to the release of
radioactive material into the environment from Fukushima nuclear power station.
Alerted by the International Atomic Energy Agency (IAEA), the European
Commission forthwith established an emergency team that operated on a 24-h/7-
day basis for the following three weeks. In the wake of the accident, certain food
products originating from the Japanese prefectures affected were reported to pre-
sent radionuclide levels of concern. Since that contamination was considered
a threat to public and animal health in the EU, the European Commission intro-
duced emergency measures regulating imports of certain food products from Japan
through the adoption of Regulation (EU) 297/2011 (European Commission 2011c).
This latter was subject to several amendments in order to adjust the import condi-
tions to the evolution of the situation in Japan. The Commission’s latest update of
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the emergency measures in question is Regulation (EU) No. 322/2014, which was
adopted in March 2014 (European Commission 2014g).

Since EU measures restricting imports from Japan have been in place, EU
Member States did not notify any case of excessive radioactivity levels associated
with Japanese exports through the RASFF. The absence of non-compliance cases
can be reasonably attributed to the effectiveness of official controls performed by
Japanese authorities prior to export.

Because of the known relationship between notable releases of radioactivity
and the environment and potential acute and long-term health effects, the WHO
has the duty of assessing public health risks with the consequent advice on meas-
ures to be taken. In relation to Fukushima, the relevant risk assessment was con-
ducted by a pool of independent international experts selected by WHO for their
expertise and experience in radiation risk modelling, epidemiology, dosimetry,
radiation effects and public health. WHO health risk assessment concluded that
no discernible increase in health risks from the Fukushima accident is expected
outside Japan. As for the public health situation in Japan, the conclusions indicate
that certain age and sex groups of the areas that were most affected by the inci-
dent may be subject to an increased risk of developing cancer during their lifetime.
These findings, thus, still justify continued monitoring of food contamination and
environmental impact (WHO/HSE/PHE 2013).

1.5 Emerging Risks

The identification of emerging risks in the field of feed and food safety is a key
task assigned to EFSA, according to Articles 23 point (f) and 34 of the GFL. It
should be highlighted that an emerging risk can be defined a risk resulting from
a newly identified hazard to which a significant exposure may occur or from an
unexpected new or increased significant exposure and/or susceptibility to a known
hazard (EFSA 2007).

Against this background, EFSA is responsible for

e Collecting data and monitoring relevant information sources such as scientific
literature, the RASFF and other international rapid alert systems, trade data and
official bulletins.

e Developing procedures for analysing and evaluating collected data.

e Sharing information with stakeholders and Member States.

As a result, a yearly report is published by EFSA with relation to the overall
strategy and specific activities on emerging risks. On the basis of the early iden-
tification of possible and potential risks in the food chain, EFSA can support risk
managers in developing appropriate policy responses.

EFSA recently published a technical report that contains a systematic frame-
work for the identification of emerging chemical risks occurring in the feed and
food chain with a likely direct or indirect impact on human, animal and/or plant
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health. Such risks may arise from intentionally and non-intentionally produced
industrial chemicals, as well as certain natural contaminants that may be trans-
ferred to the food or the feed chain through the environment (EFSA EN-547 2014).

1.6 The ALARA Principle and the MOE Approach

Potential risks in the food and feed chain are often correlated with the detection
of genotoxic (i.e. damaging DNA, the genetic material of cells) and carcinogenic
chemicals at the same time. At present, the detection of similar substances can be
revealed at very low levels (i.e. less than 1 trillionth of a gram). For these reasons,
risk managers have modified their approach in the last decade.

Until 2005, the best strategy for the reduction of exposure to potentially dan-
gerous substances was the limitation of detected chemicals to ‘a level that is as
low as reasonably achievable’ (ALARA principle). However, this approach has
been considered inadequate because of the lack of bases for setting concrete pri-
orities and actions, either with regard to the urgency or to the extent of measures
that may be necessary (Alexander et al. 2012).

For these reasons, the EFSA Scientific Committee has proposed a new harmo-
nised approach for the risk assessment of substances that are both genotoxic and
carcinogenic (EFSA 2005): the margin of exposure approach (MOE). In detail, the
addition or the use of substances that are both genotoxic and carcinogenic to foods
or food components/ingredients in the food chain should not be allowed if residu-
als of these chemical compounds may be still found in foods.

In a document published in 2012, the EFSA Scientific Committee expressed the
opinion that the MOE approach can be applied to impurities which are both geno-
toxic and carcinogenic, irrespective of their origin. The Scientific Committee reit-
erated its view expressed in 2005 that in general, a margin of exposure of 10,000
or higher would be of low concern from a public health point of view; the mag-
nitude of an MOE, however, only indicates a level of concern and does not quan-
tify risk. When using the MOE approach for assessing impurities, the derivation
of the MOE, its magnitude and the uncertainties regarding its derivation should be
described. A conclusion on whether the MOE is of high concern, low concern or
unlikely to be of safety concern should also be provided (EFSA 2012d).
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Chapter 2

Managing Risks in Imports of Non-animal
Origin: The EU System of Reinforced
Border Surveillance

Francesco Montanari

Abstract This chapter illustrates the full range of policy tools that are currently
available to the European Union (EU) for counteracting risks associated with
imports of feed and food of non-animal origin. While verification of compliance
is performed by EU Member States by means of official controls, place and inten-
sity of controls may vary depending on the seriousness of the risk to be addressed.
Policy tools available to the European Commission and EU Member States in their
capacity as risk managers include market surveillance, reinforced border controls,
emergency measures, special import conditions and approval of checks prior to
export. Following a general introduction on the European legal framework govern-
ing imports of non-animal origin, the present work analyses the main features of
the EU system of reinforced border controls designed by the Regulation (EC) No.
669/20009.

Keywords Feed - Food * Imports + Non-animal origin + Non-EU countries -
Official controls * Reinforced border surveillance
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FVO Food and Veterinary Office

GFL General Food Law

ISO International Standard Organisation

MANCP Multi-Annual National Control Plan

OECD Organisation for Economic Co-operation and Development
RASFF  Rapid Alert System for Food and Feed

SPS Sanitary and Phytosanitary

TRACES TRAde Control and Expert System

USA United States of America

WTO World Trade Organisation

2.1 Introduction

2.1.1 Official Controls: An Introduction

Following two major food scares during the 1990s, the European Commission
published a “White Paper on Food Safety’ in January 2000 (European Commission
2000). Conceived as a blueprint document, the White Paper set down the overarch-
ing principles of the current legislative framework governing the food chain of the
European Union (EU).

While calling for a more integrated approach in risk management along the
food chain, the White Paper stressed the need to better clarify the obligations of
the different stakeholders operating in said chain. It thus envisaged the setting
up of a policy framework where feed and food business operators would be fully
accountable for the safety of the products placed on the market and where public
authorities would perform a supervising role.

Indeed, with regard to national authorities of EU Member States, subsequent EU
legislation has clearly assigned them the task of ascertaining business operators’
compliance with EU food safety, animal health or animal welfare requirements. In
practice, this monitoring activity is possible by means of official controls.

Accordingly, Regulation (EC) No. 882/2004 (European Parliament and Council
2004) has introduced a set of harmonised provisions governing official controls
performed by Member States’ competent authorities, with effect as of 1 January
2006. Along with Regulation (EC) No. 178/2002 (European Parliament and Council
2002), commonly known as the ‘General Food Law’ (GFL), Regulation 882/2004
represents today a reference text for gaining a full understanding of this policy area.

2.1.2 Definition and Organisation of Official Controls

Regulation 882/2004 defines official controls as ‘any form of control that the
competent authority [...] performs for the verification of compliance with feed
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and food law, animal health and animal welfare rules’ (Article 2, point 1). In turn,
‘verification’, which is the ultimate purpose of official control, is intended as an
activity encompassing the ‘checking, by examination and the consideration of
objective evidence, whether specified requirements have been fulfilled’ (Article 2,
point 2). EU Member States are responsible for the overall organisation of offi-
cial controls and the efficacy of the relevant national control system. To this end,
the Regulation specifies that official controls must be planned taking into account
the risk involved and performed at an appropriate frequency and without prior
warning (Article 3).

Furthermore, national competent authorities are responsible for ensuring that
staff conducting official controls are adequately qualified and trained in their area
of competence (Article 6). Generally, official controls are performed by either
national central administrations or by any regional or local authority to which rel-
evant powers have been conferred upon. On the other hand, specific tasks relevant
to official controls may be delegated to independent control bodies, provided that
certain conditions are met (Article 5).

2.1.3 Types of Checks

Usually, official controls on feed and food may consist of three different, though
sequenced, types of checks: documentary, identity and physical checks. Table 2.1
portrays basic definitions for each of the checks in question.

Documentary checks may include the examination by official control author-
ities of commercial documents (e.g. invoices), transport documents (e.g. bill of
lading, ship manifest for imports arriving at EU borders) or of any other doc-
ument or certificate required by the EU law (e.g. veterinary, sanitary or phy-
tosanitary certificates; results of laboratory analysis performed prior to export
to the EU).

Physical checks may include activities such as sampling and laboratory test-
ing. While sampling is normally conducted by an inspector pertaining to or, in

Table 2.1 The system of official controls in the EU according to Regulation (EC) No. 882/2004

Control activities: key definitions

Documentary check | ‘Means the examination of commercial documents and, where appropri-

Article 2 point 17 ate, of documents required under feed or food law that are accompanying
the consignment’

Identity check ‘Means a visual inspection to ensure that certificate or other documents

Article 2 point 18 accompanying the consignment tally with the labelling and the content of

the consignment’

Physical check ‘Means a check on the feed or food itself which may include checks on
Article 2 point 19 the mean of transports, on the packaging, labelling and temperature, the
sampling for analysis and laboratory testing and any other check neces-
sary to verify compliance with feed or food law’
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any event, under the supervision of the competent authority, analytical tests are
carried out by official laboratories designated for this purpose by Member States
and accredited against specific international standards such as EN ISO/IEC 17025
(Article 12, paragraphs 1 and 2).

2.1.4 Procedural Guarantees

Regulation 882/2004 provides feed and food business operators with a set of pro-
cedural rights when subject to official controls. For instance, when sampling for
analysis is performed, the competent authority must comply with the following
obligations (Article 11, paragraphs 5 and 6):

e Appropriate procedures must be in place to guarantee the right of the business
operator to request a supplementary expert opinion, and, to this end,
e A sufficient number of samples must be made available to the same operator.

If one or more non-conformities are detected as a result of an official control, the
competent authority would be also requested (Article 54, paragraph 3):

e To notify the concerned operator of the actions undertaken or those being
planned in order to remove the non-compliance(s) identified, and

e To inform him/her of the reasons underpinning its decision as well as of his
rights to appeal that decision.

2.1.5 Effectiveness of Official Controls

The European Commission verifies the effectiveness of the official control systems
in the Member States by means of general and sector-specific audits carried out by
the Food and Veterinary Office (FVO). While auditing a Member State, the FVO
would normally verify (Article 45):

e The organisation and the functioning of the competent authorities responsible
for the national control system

e The occurrence or persistence of problems in that context, as well as

e The level of implementation of the Multi-Annual National Control Plan
(MANCP) that each Member State must have in place in accordance with
Article 41 of Regulation 882/2004.

Moreover, the FVO carries out audits in non-EU countries, generally focussing on
the assessment of the official control system applicable to feed and food products
intended for export to the EU (Article 46).
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With specific regard to the MANCP, it should be noted that Member States
must submit annual reports on their implementation to the European Commission.
The Commission is supposed to process the information received, together with
relevant findings stemming from FVO audits or other sectoral reports, and produce
an annual report on the overall operation of official controls in the EU (Article 44,
paragraph 4).

The latest of these reports was published in October 2013, signalling a gen-
eral improvement as regards the level of implementation of EU legislation
on official controls (European Commission 2013a; Gonzédlez Vaqué 2013a).
The report indicates that, overall, official controls organised by Member
States appear to be increasingly risk-based, although not in same manner
in all areas. In addition, available resources are often redeployed to ensure
greater efficiency in the planning and execution of enforcement activities.
The report claims, however, that there is some room for improvement espe-
cially as regards data collection: indeed, Member States do not compile (yet)
relevant data in a way that is sufficiently consistent to cater for their full
comparability.

2.1.6 Review of Regulation (EC) No. 882/2004

Regulation 882/2004 is currently under review. In May 2013, the European
Commission launched a package of four legislative proposals in order to simplify
and streamline the existing legislative framework governing animal health, plant
health, seeds and official controls' (European Commission 2013b—e). The four
proposals are currently under examination of the European Parliament and
Member States in the Council.

In relation to the proposal on official controls (European Commission 2013e),
the Commission intends to further strengthen the EU integrated approach to the
food chain, by making rules on official controls applicable to areas that have been
excluded so far (e.g. animal-by-products, veterinary residues) or only partially
covered (e.g. plant health). Moreover, the proposal seeks to harmonise and
improve EU rules concerning imports from non-EU countries (Sect. 2.2). Finally,
since the proposal was finalised precisely when the horsemeat scandal hit the

' The four proposals have been announced as a part of the policy initiative ‘Smarter rules for
safer food’ and preceded by the umbrella Communication from the Commission to the European
Parliament and the Council with the title ‘Healthier Animal and Plants and a Safer Agri-food
chain’, COM (2013) 264.
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media in the EU,? it contains a number of new provisions aimed at improving EU
and Member States’ capability to detect food frauds and sanction them as appro-
priate (Gonzalez Vaqué 2013b; Laurenza 2013; Montanari 2013).

At present, the outcome of the legislative negotiations is uncertain. It is how-
ever to be hoped that stakeholders involved will strive to agree on common solu-
tions that will not lower or compromise the level of consumer protection that the
EU has been able to ensure so far.

2.2 EU Import Control Policy

Provisions regarding official controls on import of animals, plants, feed and food
into the EU are currently scattered across several EU legislative acts with horizon-
tal or vertical scope and, sometimes, with a varying degree of harmonisation.

This piecemeal approach is mainly due to the different circumstances and pol-
icy drivers that, over time, have influenced the evolution of EU legislation relating
to imports. In fact, the application of an integrated approach to the food chain, as
introduced by the GFL and further enhanced through Regulation 882/2004, is a
relatively recent milestone and, despite its merits, still incomplete.

Ultimately, the approach referred above has led to a complex framework con-
sisting of different import control requirements and/or import conditions, depend-
ing on:

(a) The type of goods destined to the EU market (e.g. live animals, products of
animal and non-animal origin, food contact materials, live plants and plant
products), and/ or

(b) The seriousness of the risk involved.

2 The horsemeat scandal can be regarded as the very first case of food fraud with an EU dimen-
sion. In essence, meat presented or labelled as beef was instead of equidae not destined to human
consumption and thus used for being a cheaper ingredient. When control authorities of several
Member States first detected the fraud in the first quarter of 2013, concerns arose that the fraud
might also have some safety implications. Indeed, first sampling revealed, in certain instances, pres-
ence of residues of phenylbutazone, a veterinary drug usually administrated to horses employed in
sports competition. For this reason, based on Article 53 of Regulation No. 882/2004, the European
Commission recommended the organisation of a coordinated control plan across the EU. Results of
the control plan indicated that, although the prevalence of veterinary residues was relatively limited,
conversely, fraudulent mislabelling emerged as a widespread practice. In the wake of this fraud, the
European Commission undertook a wide range of actions, including strengthening of requirements
for controls on movement of horses within the EU, in order to prevent frauds of such an extent from
happening again. Nearly one year after the scandal and while some criminal proceedings were still
pending before national courts, in March 2014 the Commission launched a new round of coordi-
nated controls aimed at ascertaining the prevalence of fraudulent practices as regards processing and
labelling of bovine meat (Recommendation 2014/180/EU).
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2.2.1 General Food Law and Imports

With regard to imports of feed and food, Article 11 GFL enshrines the funda-
mental principle whereby imported products, as much as EU products, must fulfil
the relevant safety requirements laid down in EU law or ‘equivalent conditions’,
where relevant. Yet, the EU may foresee, on emergency grounds, additional con-
trols or conditions to be met, when faced with a serious risk associated with a
product originating from outside the EU (Article 53 GFL). The margin of manoeu-
vre that the EU enjoys in such cases appears to be quite broad, with the spectrum
of measures that can be adopted ranging from the suspension of relevant imports
to any other interim measure that is deemed appropriate (including, for instance,
the provision of export certificates and/or reinforced official controls on the EU
territory).

2.2.2 Regulation (EC) No. 882/2004 and Import Controls

Regulation 882/2004 provides for a general framework for the organisation of
official controls on imports of feed and food originating from non-EU countries
(Chapter V, Articles 14 to 25).

Provisions of Regulation 882/2004 are supplemented by earlier Council
Directives 91/496/EEC and 97/78/EC concerning, respectively, veterinary checks
on imports of live animals and products of animal origin (Council of the European
Communities 1991; Council of the European Union 1997). Although more than
two decades have passed from the adoption of the above said Directives, the over-
arching principles in this area have remained substantially unchanged.

Essentially, import of veterinary goods into the EU is allowed only from
authorised non-EU countries and, within their territory, from approved estab-
lishments. At their arrival in the EU, those goods must be presented at approved
Border Inspection Posts (BIP) and accompanied by a veterinary certificate (to be
duly signed by the competent authorities of the exporting country). While live ani-
mals entering the EU are subject to systematic documentary, identity and physical
checks, feed and food of animal origin may be subject to reduced control frequen-
cies for physical checks, if the relevant risk so allows.

In this respect, it is worth noting that the EU import control legislation in the
veterinary sector is particularly strict as opposed to other areas. Indeed, as a rule,
imports of feed and food of non-animal origin, including herbs, spices, fruits and
vegetables, can freely enter the EU territory, unless there is a specifically regulated
risk (Alemanno 2010).

As regards imports of feed and food of non-animal origin, the organisational
principles set in Regulation 882/2004 are further elaborated by means of imple-
menting legislation. As already anticipated, the overall philosophy governing
this area is that specific EU import requirements may be set for cereals, fruits,



36 2 Managing Risks in Imports of Non-animal Origin ...

vegetables intended for the EU market and verified at Designated Points of Entry
(DPEs) whenever the risk they present so requires (Sect. 2.2.3).

Overall, one could question the reasons of maintaining two distinct regimes for
imports of animal origin, on the one hand, and products of non-animal origin, on
the other. In fact, several of the most recent food scares have been triggered from
imported products of non-animal origin (Sects. 1.3.3.1 and 1.3.3.2). Recent events
should at least call into question the current EU approach whereby products of
non-animal origin are thought as involving a lower degree of chemical, physical
or microbiological risk as opposed to products of animal origin. Finally, it is also
worth recalling that the coexistence of different import control regimes may ren-
der the implementation of official controls a challenging task for national control
authorities, besides being perceived as a potential hindrance to trade.

Despite the differences highlighted above, Regulation 882/2004 also fore-
sees a set of provisions that are applicable to all imports, including products of
non-animal origin. First among those provisions, Article 48 of this Regulation
provides a legal basis for the adoption of specific import conditions for feed and
food originating from non-EU countries, including lists of countries authorised
to export specific products, export certificates and special import conditions. To
some extent, the content of this provision may seem to overlap in part with Article
53 GFL. However, legislative practice have shown that Article 48 of Regulation
882/2004 has been applied in a relatively limited number of cases and, generally,
with a view to setting import conditions on a permanent basis rather than tackling
emergency situations that are, by definitions, limited in time.

Secondly, Article 49 of the same Regulation stipulates that the EU may rec-
ognise the equivalence of the official control system of another non-EU country
with its own one, based on an international agreement or a favourable FVO audit.
However, to date, the EU has not yet adopted an equivalence decision in accord-
ance with this provision.

Thirdly, Article 23 of Regulation 882/2004 foresees the possibility for the EU
to approve official controls carried out by an exporting country immediately prior
to the dispatch of the relevant products to the EU. This approval may only be
granted following appropriate verification that:

e The concerned feed and food exports are fully compliant with applicable EU
requirements, and

e Official controls performed by the exporting country are conducted effectively
enough to justify the replacement or the reduction of EU surveillance (Article
23, paragraph 3).

As a result of the granting of the approval, the intensity of import controls on the
EU side is to be reduced. In any event, competent authorities in the Member States
are required to maintain an adequate level of import surveillance in order to verify
that the effectiveness of the pre-export checks approved by the EU remains unal-
tered. Similarly to Article 48, this provision has been used in a limited number of
cases.
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2.2.3 Towards a New EU Import Control Policy?

The European Commission seems conscious of the need of greater consist-
ency across EU legislation on import controls. Indeed, in October 2010, the
Commission published a ‘Report on the effectiveness and consistency of sanitary
and phytosanitary controls on imports of food, feed, animals and plants’ (European
Commission 2010d).

In essence, the Commission report acknowledges that further improvements
may be necessary, in spite of the current system of EU import control functioning
relatively well. One of the issues on which the report focuses is the need to make
import controls and, in particular, physical checks more risk-based. Should this
approach be embraced, the (limited) resources currently available at national level
for official controls could be possibly better allocated and employed. In addition
to that, the report notes that the differences across the various policy areas where
import controls take place should be smoothed with a view to ensuring a more
coherent EU import surveillance.

According to the Commission’s proposal reviewing the framework for official
controls (Sect. 2.1.6), in future all goods destined to import into the EU—be ani-
mals, plants, seeds food or feed—should be channelled through Border Control
Posts (BCPs). The latter, located across the EU territory, should eventually replace
the existing BIPs, DPEs and Points of Entry (for plants and plants products). In
addition to that, arrival of consignments would require prior notification by busi-
ness operators of a Common Health Entry Document (CHED). Depending on the
technical feasibility, there are also plans to extend the use of the TRAde Control
and Expert System (TRACES)—the electronic platform currently used in the vet-
erinary sector to trace imports and intra-EU movement of live animals and prod-
ucts of animal origin—to other areas such as plants and plant products.

2.3 Imports of Feed and Food of Non-animal Origin:
The Relevant EU Legal Framework

Article 15 of Regulation 882/2004 on official controls is at present the main provi-
sion governing EU policy on imports of feed and food of non-animal origin.

2.3.1 Market Surveillance

As a rule, feed and food products of non-animal origin from non-EU countries
destined to import into the EU are subject to the control activities that Member
States’ national authorities perform in accordance with their MANCP. In this
respect, Member States enjoy a relatively broad discretion in identifying those
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imports of non-animal origin that should be subject to official controls. In fact,
Regulation 882/2004 merely prescribes that import controls in this area must be
conducted on a regular basis, at an appropriate frequency and in light of poten-
tial risks (Article 15, paragraph 1). Similarly, the Regulation leaves Member States
free to decide the most appropriate place for controls, including (Article 15, para-
graph 2):

e The point of introduction into the EU territory
The point of import

Custom warehouses

The premises of the importing business operator
Any other stage within the feed or the food chain.

Generally, imports of non-animal origin that are merely subject to market surveil-
lance do not raise serious safety concern and, from a risk management perspective,
are regarded as low-risk products.

2.3.2 Reinforced Border Surveillance

Besides the general import regime set out in Article 15, paragraphs 1 and 2 of
Regulation 882/2004 (Sect. 2.3.1), this provision foresees as well the establish-
ment of a list of imports of feed and food of non-animal origin that, presenting a
known or emerging risk, must be subject to reinforced surveillance at EU borders
(Article 15, paragraph 5).

Overall, the EU reinforced surveillance regime for imports of non-animal origin is
based on the following key elements (Regulation 882/2004, Article 17, paragraph 1):

(a) The designation of DPEs by EU Member States, i.e. ports, airports and terres-
trial frontiers with non-EU countries equipped with adequate facilities

(b) The prior notification of the physical arrival of relevant consignments to the
concerned DPE by business operators.

In accordance with Regulation 882/2004 (Articles 15, paragraph 5, and 17), the
European Commission has adopted Regulation (EC) No. 669/2009 on an increased
level of official controls on certain imports of feed and food of non-animal origin
in July 20093 (European Commission 2009a). The Regulation formally entered
into application on 25 January 2010.

3 In this respect, it should be noted that the Regulation is based on Article 53 GFL as a legal
basis in addition to Article 15 paragraph 5 of Regulation 882/2004. The use of Article 53 GFL
as a legal basis can be explained considering that, when adopted, Regulation 669/2009 incorpo-
rated some imports that, at that time, were subject to emergency measures based on that provi-
sion (notably, Decision 2006/504/EC). This interpretation would be confirmed by the subsequent
amendments of Annex I to Regulation 669/2009, which are systematically based only on Article
15 paragraph 5 of Regulation 882/2004.
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The EU system of reinforced border surveillance introduced by Regulation
669/2009 has been designed in such a way that impact on trade should be mini-
mal. Effectively, the system neither prevents the concerned products from enter-
ing the EU territory nor requires further assurances to be provided (e.g. sanitary
certificates or analytical reports). Therefore, from a risk management perspective,
imports of non-animal origin subject to reinforced border surveillance should be
considered as presenting a ‘medium risk’.

2.3.3 Emergency Measures

Whenever serious risks are associated with imports of non-animal origin, the lat-
ter may be subject to EU decisions commonly known as ‘safeguard measures’ or
‘emergency measures’. These decisions may involve the suspension of imports or
require compliance with other conditions that have trade-restrictive effects.

Generally, emergency measures are adopted to tackle situations that are consid-
ered serious from a public health perspective and, thus, based on Article 53 GFL.
Two examples of emergency measures laying down specific requirements for
imports of non-animal origin are as follows:

(a) Regulation (EU) No. 884/2014 (European Commission 2014e) imposing spe-
cial conditions for the import of certain products from several non-EU coun-
tries because of aflatoxins contamination,?

(b) Regulation (EC) No. 258/2010 setting import requirements for guar gum from
India (European Commission 2010a).

On the other hand, EU trade bans in this area are relatively rare and, generally,
limited in time either because the emergency ceases to exist or following provi-
sion of appropriate guarantees by the exporting country. The EU decision to sus-
pend imports of fenugreek seeds from Egypt following the outbreak of E. coli
in Germany and France in 2011 (Sect. 1.3.3.1) is one recent example of a trade
ban adopted at EU level in relation to imports of non-animal origin (European
Commission 2011a, b). Most recently, the EU has introduced a temporary ban on
imports of betel leaves from Bangladesh because of microbiological contamina-
tion by salmonella spp (European Commission 2014a, b).

Figure 2.1 exemplifies the existing relation between the seriousness of the risk
that an import of non-animal origin may present (i.e. low, medium or high risk)
and the policy instruments currently available to risk managers (i.e. European
Commission together with Member States). Figure 2.1 also shows how:

(a) The seriousness of a given risk may increase from ‘low’ to ‘medium’ or ‘high’
and vice versa, depending on the circumstances of the case

(b) The qualification of a risk as ‘low’, ‘medium’ and ‘high’ ultimately impacts
on the choice of the policy instrument to be used by risk managers.

4 This Regulation replaces Regulation (EC) No. 1152/2009 (European Commission 2009b).
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Reinforced
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Emergency
Measures

Art. 15 (5) OFFC

Fig. 2.1 Relation between risk and risk management policy tools

Reg. (EC) No 882/2004 Reg. (EC) No 669/2009 Reg. (EU) No 91/2013

Market surveillance Reinforced border Emergency measures
Art. 15 (1) checks

Before January 2010 January 2010 February 2013 >

Fig. 2.2 Groundnuts and derived products from India for aflatoxin contamination. The EU legis-
lation has progressively raised the attention level from the original ‘low-risk’ to ‘high-risk’ status

Two practical applications of EU risk management in this area are shown in
Figs. 2.2 and 2.3.

2.3.4 Specific Import Conditions

As previously highlighted, Article 48 of Regulation 882/2004 is a provision of
general relevance to all imports whereby specific import conditions (i.e. listing of
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Decision 2003/460/EC Reg. (EC) No 669/2009 Reg. (EC) No 882/2004

Market surveillance
Art. 15 (1)

Emergency measure Reinforced border
checks

June 2003 January 2010 April 2012 >

Fig. 2.3 Chilli, chilli products, curcuma and palm oil from all non-EU countries for Sudan dyes
adulteration. The EU legislation has progressively lowered the attention level from the original
‘high-risk’ to ‘low-risk” status

non-EU countries authorised to export, export certificates and/or special import
conditions) can be imposed.

Since the entry into force of Regulation 882/2004, this provision has been used only
twice. It was first used to adopt Regulation (EU) No. 284/2011 laying down specific
import conditions on polyamide and melamine plastic kitchenware from China and
Hong Kong (European Commission 201 1¢). More recently, the EU established specific
certification requirements for sprouts and seeds for sprouting under Regulation (EU)
No. 211/2013 (European Commission 2013f; Paganizza 2013; Rodriguez Font 2012).
Adopted nearly 2 years after the biggest outbreak of E. coli the EU has ever known,
this Regulation is part of a package of control measures, including, e.g. traceability
requirements and listing of establishments approved for export, designed to prevent
food-borne disease associated with such imports from happening again.

From the above, it would appear that the choice of Article 48 as a legal basis
has to do with the permanent nature of the import conditions that the EU legislator
can impose on the basis of that provision. On the other hand, an emergency situa-
tion, that is, by definition, limited in time, would be most appropriately addressed
through measures based on Article 53 GFL.

2.3.5 Approval of Pre-export Checks

As referred above (Sect. 2.2.2), Article 23 of Regulation 882/2004 provides the
EU with a legal basis for the formal approval of the pre-export checks performed

5 If the different rationale behind the two legal bases that can be used for imposing import
requirements at EU level may appear clear in theory, practice shows that the EU legislator
does not seem to abide by this interpretation systematically. For instance, one could question
why Article 53 GFL is still used as a legal basis of Regulation 884/2014, when several imports
covered (e.g. pistachios from Iran, groundnuts from Egypt) have been subject to import condi-
tions for more than a decade. Hardly classifiable as emergency situations, those referred rather
appear as recurring or structural safety issues, which, from a mere legal perspective, Article 48
Regulation 882/2004 would address more effectively.
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by a non-EU country. Since the entry into force of the Regulation, use of this pro-
vision has been relatively limited. Indeed, it has been used only twice and namely
in the area of imports of non-animal origin:

e Decision 2008/47/EC (European Commission 2008) regarding the risk of
aflatoxins in peanuts and derived products from the United States of America
(USA), and

e Regulation (EU) No. 844/2011 concerning the risk of ochratoxin A in wheat
and wheat flour from Canada (European Commission 2011d).

Decision 2008/47/EC was adopted following a specific request submitted in 2005
by USA competent authorities as well as a FVO satisfactory audit. Overall, it
allows the import peanuts and related products from USA provided that the fol-
lowing documents accompany the products:

e A health certificate contained in the Annex to the Decision with a 4-month
validity from the date of issue,

e An analytical report containing results of sampling and analysis performed by
an official laboratory of the exporting country in accordance with relevant EU
standards.

With regard to official controls, in light of the guarantees provided by the exporting
country, the Decision foresees that the frequency of physical checks should be ‘sig-
nificantly reduced’ (Article 2). This means, that pre-export checks do not replace
completely control activities at import stage. In other words, EU Member States must
maintain a level of import surveillance that, though reduced, is proportionate to the risk
(Regulation 882/2004, Article 16, paragraph 2). The notifications reported by Member
States through the Rapid Alert System for Food and Feed (RASFF) over the past few
years (2012: 5 detections, 2013: 6 detections) do confirm that national authorities still
ensure a certain degree of surveillance on the products covered by the decision.

Similarly, Regulation 844/2011 requires the provision of a health certificate and
an analytical report, both issued under the responsibility of the Canadian Grain
Commission, attesting compliance of wheat and wheat flour from Canada, in par-
ticular, with EU standards for Ochratoxin A.

Concerning the reduced intensity for physical checks, the Regulation sets out a
maximum 1 % control rate on all arriving consignments. Since 2011, official con-
trols performed by EU Member States have apparently led to no detection.

2.4 Regulation (EC) No. 669/2009: Main Features
of the System

Besides qualifying for as a special regime, the system of reinforced surveillance
introduced by Regulation 669/2009 represents the first attempt, at EU level, at
coordinating border control activities performed on imports of feed and food of
non-animal origin by EU Member States.
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Considering the impact of the novelties introduced by the Regulation, this
latter has envisaged (Article 19):

e A six-month time interval between the entry into force of the Regulation (14
August 2009) and the actual date of its application (25 January 2010)

e A five-year transitional period in which control activities can be carried out
away from the EU border (thus, from the premises of a DPE).

The provisions of Regulation 669/2009 have to be considered in conjunction with
the Guidance document that the European Commission published following its
entry into application.® Conceived as a ‘living” document and aimed at ensuring
uniform application of the control regime across the EU, the Guidance provides
interpretations that, at times, go beyond the actual text of the Regulation. As an
example, the document indicates the following categories of products as not being
covered by the Regulation (and, thus, not subject to reinforced border surveillance):

e Composite products containing one or more of the feed or food listed in Annex I
(e.g. salad or fruit mixes), unless otherwise specified by the Annex

e Products imported for research or laboratory purposes, as long as their intended
use is well documented

e Products that are introduced in the territory of the EU for personal consumption

e Products transiting through the territory of the EU but destined to non-EU
countries.

Further references to the content of the Guidance document will be made in the
course of the following paragraphs as the main features of Regulation 669/2009
are presented.

2.4.1 Control Activities

As a rule, Regulation 669/2009 foresees that official controls on EU imports of
non-animal origin requiring increased border surveillance should take place at the
premises of DPEs. In terms of control activities, the Regulation requires relevant
imports to undergo:

e Systematic (i.e. 100 %) documentary checks, and
e Identity and physical checks at a lower control rate (e.g. 5, 10, 20 and 50 %), as
specified in Annex L.

6 The European Commission’s ‘Question and Answers Paper on the provisions of Commission
Regulation (EC) No. 669/2009 on an increased level of official controls on certain imports of
feed and food of non-animal origin’ currently deals with 35 issues related to the applica-
tion of that Regulation. Issues are grouped under six different headings: General concepts,
Scope, Listing under Annex I, Implementation, Common Entry Document and, finally, Control
Activities. The latest version of the Guidance document is available at the following web
page: http://ec.europa.eu/food/food/controls/increased_checks/docs/QandA_paper_en.pdf.
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Definitions of documentary, identity and physical checks contained in Article 2
Regulation 882/2004 (Table 1) apply also to control activities performed under
Regulation 669/2009.

With regard to documentary checks, the Regulation sets out a precise
timeframe (i.e. 2 working days) within which the competent authority of the
DPE should perform them (Article 8 paragraph 1 (a)). On the other hand, the
Regulation does not set a maximum timeframe for identity and physical checks:
these controls should be carried out ‘as soon as technically possible’ (Article 8
paragraph 1 (b)). The lack of a specific timeframe may be justified if one considers
the wide range of risks that Annex I to Regulation 669/2009 lists and the differ-
ences in turnaround times that may ensue from that.

In any event, feed and food business operators importing products covered
by the Regulation 669/2009 may reasonably expect identity and physical checks
(including delivery of the results of laboratory analysis) to be performed within
the specific timeframes that other relevant EU legislation may set. Based on
this interpretation, the 15-working day timeframe foreseen for the completion
of official controls on products with high risk of aflatoxin contamination under
Regulation 884/2014 would also apply to border controls on products listed for the
same hazard in Annex I to Regulation 669/20009.

2.4.2 Designated Points of Entry

Designation of DPEs is an exclusive responsibility of EU Member States’ compe-
tent authorities.” However, Regulation 669/2009 lists a set of minimum require-
ments that ports, airports or terrestrial borders must meet and namely (Article 4):

e Presence of suitably qualified and trained staff and in sufficient number

e Appropriate facilities for the performance of official controls including, where
appropriate, storage and cold rooms, and a sheltered place where to perform
sampling

e Appropriate unloading and sampling equipment

e Detailed instructions concerning sampling for analysis and the sending of sam-
ples to an accredited laboratory identified for this purpose

e An accredited laboratory, located at a reasonable distance from the DPE where
samples can be sent for analysis.

Interestingly, the Regulation is silent as regards the possibility for veterinary BIPs
and DPEs to share the same facilities. Should the use of shared facilities for vet-
erinary and non-veterinary controls be allowed, national authorities of Member
States would be reasonably expected to ensure that relevant hygiene standards are
respected and cross-contamination is avoided.

7 On the other hand, in the veterinary area, designation of BIPs is subject to the European
Commission’s prior approval and regular auditing by the FVO.
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EU Member States must communicate to the European Commission the list of
national DPEs. The Commission has, in turn, the obligation to make accessible the
list of existing DPEs on its website.?

2.4.2.1 Use of Control Points

It should be noted that Regulation 669/2009 envisages a number of circumstances
under which part of official controls may be performed away from DPEs. In any
event, documentary checks must always be performed at the premises of the con-
cerned DPE. Sections 2.4.2.1-2.4.2.3 illustrate the situations where derogations
from the general border control regime are allowed.

As referred earlier above, Regulation 669/2009 has foreseen a five-year tran-
sitional period to provide EU Member States with sufficient time to equip DPEs
(Article 19). However, due to practical difficulties encountered by some Member
States in establishing DPEs within the timeframe initially foreseen, Regulation
(EU) No. 718/2014 has prolonged the transitional period until 14 August 2019
(European Commission 2014c).

During the transitional period, Member States may decide to make use of con-
trol points (CPs) located away from EU borders for the performance of identity
and physical checks. In any event, CPs must fulfil the same minimum requirements
foreseen for DPEs and be authorised by the competent authorities of the concerned
Member State. Article 19, paragraph 2 clarifies that Member States have to make
available to the public relevant details of CPs: as a result, CPs are listed together
with DPEs in national lists as required by Article 5 of Regulation 669/2009.

2.4.2.2 Special Geographical Circumstances

Article 9, paragraph 1, of Regulation 669/2009 provides for the possibility of per-
forming physical checks at the premises of the feed or food business operator,
whenever the DPE operates under special geographical circumstances, i.e. loca-
tion in mountainous areas, ports or airports located on a small island. EU Member
States interested in obtaining this derogation must seek an authorisation with the
European Commission.

At present, only two Member States have requested such an authorisation. The fol-
lowing DPE:s are authorised to perform part of the controls under Regulation 669/2009
at the premises of approved business operators (European Commission 2010b, c):

e Floriana port (Malta)
e Larnaca airport (Cyprus)
e Limassol port (Cyprus).

8 The full list of DPE is available at the following web page: http://ec.europa.eu/food/food/
controls/increased_checks/list_DPE_en.htm.
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The relevant Commission’s decisions clarify that the authorisations are granted, in
principle, on a permanent basis, unless the assurances provided by the concerned
Member State cease to exist.

2.4.2.3 Highly Perishable Products and Packaging with Special
Characteristics

Regulation 669/2009 also foresees (Article 9, paragraph 2) that, under excep-
tional circumstances, identity and physical checks may be carried out directly
by the competent authorities of the place of destination of the consignment, i.e.
anywhere in the EU territory. These arrangements would be justifiable, in particu-
lar, when sampling at DPE might compromise the safety or the quality of prod-
ucts to an unacceptable extent. More precisely, the concerned products should be
‘highly perishable’; alternatively, their packaging materials should present special
characteristics.

Whether a product is ‘highly perishable’ or its packaging has special charac-
teristics, these are requirements that have to be specified in Annex I to Regulation
669/2009. At present, no import of feed or food of non-animal origin has been
listed in Annex I under such conditions, although the possibility of making use of
the regime under discussion has been considered a few times (e.g. in relation to
herbs and spices or hazelnut paste in vacuum packages).

2.4.2.4 Onward Transportation

Article 8, paragraph 2, of Regulation 669/2009 foresees that competent authori-
ties of a DPE may authorise the onward transportation of the products to be
imported until their final destination, while results of physical checks are still
pending. Competent authorities of the DPE may consider taking this decision, in
particular, when perishable products such as fruits and vegetables are subject to
border controls. Current practice shows that several Member States allow onward
transportation.

The purpose of this provision is quite evident: by allowing onward transporta-
tion, the EU legislator wants to ensure that the impact of Regulation 669/2009 on
trade is minimised.

Some difficulties may arise when the final destination of the consignment is in
the territory of a Member State other than the one through which the products have
entered the EU. In such cases, the coordination and the communication between
competent authorities of the DPE, on the one hand, and the competent authorities
of the place of destination, on the other, are not always as smooth as they should.

For this reason, besides providing further clarifications in this area through its
Guidance, Q&A n. 16 (Sect. 2.4), the European Commission has set up a network
of competent authorities in Member States with a view to ensuring appropriate
implementation of onward transportation throughout the EU.
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2.4.2.5 Outcome of Official Controls

Release for free circulation into the EU of consignments under Regulation
669/2009 is possible only:

e Upon presentation of a Common Entry Document (CED) to the competent cus-
tom office by the feed or food business operator (Sect. 2.5)

e Whether all official controls (i.e. documentary checks and, where applicable,
identity and physical checks) have been carried out successfully.

In this regard, Regulation 669/2009 fully mirrors the approach followed by the EU
legislator for other emergency measures applying to imports of non-animal origin
(European Commission 2009b, 2013g, 2014e, f). The same can be said for the pro-
vision of the Regulation concerning splitting of consignments (Article 12): split-
ting is allowed only after the completion of official controls by the competent
authorities.”?

Official controls performed pursuant to Regulation 669/2009 may lead to
the identification of one or more non-compliances. The latter may consist of the
following:

(a) Failure of documentary checks (e.g. absence or inadequate completion of CED)
(b) Unfavourable results of laboratory tests, whenever physical checks are
required.

For such cases, Article 13 of Regulation 669/2009 refers back to the set of actions
that competent authorities may undertake following detection of non-compliant
consignments in accordance with Articles 19, 20 and 21 of Regulation 882/2004.
These actions include destruction, special treatment and redispatch.

2.5 Obligations for Feed and Food Business Operators

Regulation 669/2009 lays down some requirements for feed and food business
operators willing to import into the EU products that fall into its scope.

First of all, business operators must present their feed or food products to a
DPE and ensure adequate prior notification—one working day in advance—of the
physical arrival of the consignment (Article 6). The prior notification involves the
submission (by fax, e-mail or through electronic platforms such as TRACES) of a
CED (Annex II to the Regulation) and, in particular, completion by the business
operator (or its representative) of Part I of that document.'? It is worth noting that

9 Furthermore, all these provisions foresee that, following splitting, each part of the consignment
must be accompanied by an authenticated copy of the original CED until it is released for free
circulation.

10 On the other hand, Parts II and III of the CED are to be filled in by the competent authorities.
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at present several Member States are using TRACES, on a voluntary basis, for
tracing and recording information on imports of non-animal origin (Sect. 2.2.3).

Secondly, business operators importing consignments with special character-
istics are expected to provide staff at the DPE with the unloading and sampling
equipment that may be necessary for the performance of official controls.

Thirdly, business operators are required to bear costs of official controls: these
costs have to be paid in the form of fees (Regulation 669/2009, Article 14, para-
graph 2). For the determination of fees occasioned by reinforced border controls,
Regulation 669/2009 refers to the relevant provisions of Regulation 882/2004.
This approach results in fees not being fully harmonised across in the EU and, in
certain instances, with considerable differences between Member States.

Eventually, it is worth mentioning that business operators whose products
undergo reinforced controls under Regulation 669/2009 are also subject to general
obligations and rights set in EU food law. They are thus required to ensure the
safety of feed and food products they import and market into the EU territory in
accordance with the GFL, besides being accountable for any civil and/or crimi-
nal liability directly stemming from breaches of EU feed and food safety require-
ments (Regulation 882/2004, Article 1, paragraph 4). On the other hand, whenever
subject to official controls, they enjoy the procedural guarantees provided by
Regulation 882/2004 (Sect. 2.1.4).

2.6 Obligations for Competent Authorities
in the Member States

Regulation 669/2009 lays down a number of specific requirements also for national
authorities of EU Member States. As referred above, Member States are responsible
for the designation of DPEs and must have system in place to levy fees occasioned
by official controls. In addition to that, Member States must regularly inform the
European Commission of the results of their border control activities. More precisely,
they must submit quarterly reports detailing the following information (Article 15):

e Number of incoming consignments of imports listed under Annex I to
Regulation 669/2009 and relevant volumes,

e Number of consignments sampled and analysed,

e Number of non-compliances detected.

Based on this information, the European Commission and EU Member States can
ensure a continuous assessment of the food safety risks that are associated with the
imports listed in Annex I.

Finally, the general obligations applying to Member States as per Regulation
882/2004 are also relevant in the context of the reinforced controls required by
Regulation 669/2009. One of these obligations is, for example, the requirement to
have in place, at national level, proportionate, dissuasive and effective penalties for
sanctioning non-compliances (Regulation 882/2004, Article 55).
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2.7 Audits of the Food and Veterinary Office

During the period 2010-2011, the FVO has carried out a series of audits to
evaluate official controls on imports of food of non-animal origin in several EU
Member States!! (European Commission, Directorate-General for Health and
Consumers 2011).

Overall, FVO’s findings have revealed that the audited Member States imple-
mented Regulation 669/2009 to a satisfactory extent, except for some minor short-
comings concerning:

e Prior notification of CED by business operators,

e Onward transportation (in particular, inefficient communication between com-
petent authorities of different Member States),

e Respect of control frequencies for physical checks set in Annex I.

Similarly, subsequent audits performed in other Member States during the period
2012-2013 have shown a satisfactory level of implementation of the provisions of
Regulation 669/2009. However, onward transportation and cooperation between
competent authorities still stand out as areas requiring improvements. '

2.8 Annex I to Regulation (EC) No. 669/2009

Staff of DPE must conduct reinforced controls on imports listed in Annex I to
Regulation 669/2009 at the control intensity therein specified. The Regulation
requires regular reviews of the Annex to be carried out, at least, on a quarterly
basis (Article 2, last sentence). Based on that, Annex I was updated several times
since the entry into application of the Regulation. Table 2.2 provides a chronologi-
cal summary of all the legislative amendments of Annex I occurred so far.

2.8.1 Scope

By definition, the list of imports contained in Annex I covers feed and food of
non-animal origin that present a known or emerging risk. Groundnuts, tropical
fruits, vegetables, herbs and spices are the products known to recur more often in

11 The series of audits covered, in particular, the following countries: Sweden, Luxembourg,
Denmark, Romania, Italy, Bulgaria, France, United Kingdom, Belgium, the Netherlands,
Germany and Lithuania. A previous series of audits on import controls on food of non-animal
origin was conducted over the period 2006-2008 (European Commission, Directorate-General
for Health and Consumer Protection 2009).

12 During 2012, the FVO performed audits also in Greece and Poland, in addition to a follow-up
mission to Bulgaria. During 2013, the FVO visited Austria, Czech Republic and Hungary.
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Table 2.2 Quarterly reviews of Annex I to Regulation 669/2009 (Sect. 2.8)

Amendment Entry into Amendment Entry into
application application
Reg. (EU) No. 878/2010 1 October 2010 | Reg. (EU) No. 1235/2012 | 1 January 2013
Reg. (EU) No. 1099/2010 | 1 January 2011 Reg. (EU) No. 270/2013 1 April 2013
Reg. (EU) No. 187/2011 1 April 2011 Reg. (EU) No. 618/2013 1 July 2013
Reg. (EU) No. 433/2011 1 July 2011 Reg. (EU) No. 925/2013 1 October 2013
Reg. (EU) No. 799/2011 1 October 2011 Reg. (EU) No. 1355/2013 | 1 January 2014
Reg. (EU) No. 1277/2011 | 1 January 2012 Reg. (EU) No. 323/2014 1 April 2014
Reg. (EU) No. 294/2012 1 April 2012 Reg. (EU) No. 718/2014 1 July 2014
Reg. (EU) No. 514/2012 1 July 2012 Reg. (EU) No. 1021/2014 | 1 October 2014
Reg. (EU) No. 889/2012 1 October 2012 Reg. (EU) No. 1295/2014 | 1 January 2015

the Annex. For each product or group of products listed, Annex I specifies whether
the relevant entry refers to products destined to animal nutrition, human consump-
tion or both of them. The frequency required for the performance of identity and
physical checks (5, 10, 20 or 50 %) by DPEs is also spelled out. To date, the haz-
ards that are most commonly targeted in Annex I include:

Mycotoxins (aflatoxins and Ochratoxin A)

Pesticide residues

Heavy metals

Microbiological contamination (e.g. salmonella spp, norovirus and hepatitis A).

However, in this respect, it should be noted that the range of product/hazard com-
binations that may be subject to inclusion in Annex I is virtually unlimited. This
means that other products of non-animal origin (e.g. food supplements, improve-
ment agents, novel foods or feed and food containing unauthorised ‘genetically
modified organisms’) and other hazards might as well be included in Annex I in
future. In one of the most recent reviews of Annex I, in fact, enzymes of Indian
origin were listed for the very first time for possible presence of veterinary resi-
dues (European Commission 2014d).

2.8.2 Listing and Quarterly Updates

Regulation 669/2009 enumerates the information sources that may be used for the
inclusion of imports in Annex I, although in a not exhaustive manner (Article 2).
Those sources include:

e Information reported by Member States and other associated countries
(e.g. Norway, Iceland etc.) through the RASFF

e Outcome of FVO audits in non-EU countries

e Any report, information and other assurances supplied by concerned non-EU
countries
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e Data and information supplied by EU Member States or exchanged between
them, the European Commission and the European Food Safety Authority
(EFSA)

e Any relevant scientific assessment or information (e.g. EFSA opinions).

As already anticipated, results of border controls that Member States regularly
submit to the European Commission constitute other key information to assess
compliance levels of listed imports. The Commission makes regularly available
annual reports on results of border controls to stakeholders and the general
public.!3

Current practice shows that listed imports tend to remain subject to reinforced
border surveillance for at least 6 months before controls can be lifted, provided
that satisfactory levels of compliance are consistently reported by Member States.

Interestingly, recital 3 of Regulation 669/2009 makes reference to a standard-
ised methodology for the setting of Annex I. Despite some attempts, said meth-
odology has not been established. Indeed, the difficulties in setting a rigorous
methodology to apply when reviewing Annex I are apparent if one considers all
the variables that may come into play for any given listing (e.g. nature of the prod-
uct, risk, number of RASFF notifications and severity of the findings, outcome of
FVO audits, and trade volumes). Those difficulties eventually led the Commission
and the Member States to embrace a case-by-case approach when reviewing
Annex [—approach that, in any event, is always based on expert assessment.

2.8.3 From Reinforced Controls to Emergency Measures

During 2012, the European Commission identified, among the imports listed in
Annex I, a number of products for which compliance levels worsened or did not
point to any significant improvement. Consequently, based on quarterly results
of official controls and RASFF notifications, the Commission decided to impose
additional import conditions on such products.

As a result, the following products have been included in Regulation (EU)
No. 91/2013—now replaced by Regulation (EU) No. 885/2014 (European
Commission 2013g, 2014f)—an emergency measure which is applicable as of 18
February 2013:

e Groundnuts and derived products from Ghana and India for possible aflatoxins
contamination

e Watermelon seeds from Nigeria for possible aflatoxins contamination

e Curry leaves and okra from India for possible presence of pesticide residues.

13 EU reports containing consolidated results on official controls performed by EU Member
States and Norway pursuant to Regulation 669/2009 for the period 2010-2013 are available at
http://ec.europa.eu/food/food/controls/increased_checks/index_en.htm.
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Under this emergency measure, whereas a certain level of official controls is main-
tained at EU borders, business operators are required to provide, in addition to a
CED, the following documents:

e A valid health certificate, signed and stamped by the competent authorities of
the exporting country, and

e Analytical results of laboratory tests performed in accordance with EU require-
ments and prior to export in the country of origin.

Overall, the tightening of control requirements for products presenting high lev-
els of non-compliance appears consistent with the approach that the EU applies to
imports of non-animal origin, whereby the intensity of surveillance must be pro-
portionate to the seriousness of the risk involved.

Because of the regular reviews to which Annex I is subject, very few imports
have been listed since the entry into force of the Regulation: moreover, in most
cases, they have undergone changes entailing, e.g. decreasing or increasing of the
frequency for physical inspections. In only one case—vine fruit from Uzbekistan
for possible contamination with ochratoxin A—the relevant control requirements
have remained systematically unaltered. The discontinuity observed in the trade
patterns concerning this product as well as the inconsistencies in compliance lev-
els may explain why the control frequency for physical checks initially set (i.e.
50 %) has not been modified so far.

2.9 EU Reinforced Border Surveillance in the Context
of Multilateral Trade Rules

By establishing a system designed to counteract public health risks that are asso-
ciated with imports of feed and food of non-animal origin, Regulation 669/2009
is to be considered a ‘sanitary measure’ within the meaning of the Sanitary and
Phytosanitary (SPS) Agreement of the World Trade Organisation (WTO).

In accordance with the provisions on transparency of the SPS Agreement
(Article 7 and Annex B), the EU duly notified the draft Regulation to the SPS
Secretariat and WTO members (G/SPS/N/EEC/341 of 28 April 2009).

Overall, the main criticisms raised by EU trade partners in relation to the rein-
forced surveillance mechanism introduced by the Regulation revolved around the
lack of:

e Clear and objective conditions upon which listing of imports of non-animal ori-
gin in Annex I and subsequent modifications, including de-listing, are decided

e Maximum timelimits for the performance of physical checks (in relation to
which the Regulation only requires the national competent authorities to carry
them out ‘as soon as technically possible’).

With regard to both issues, the European Commission has provided further clarifi-
cations within the relevant Guidance document (Sect. 2.8), Q&A n. 8, 9, 10 and 25.
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Interestingly, a few new listings ensuing from the quarterly reviews of Annex I led
some WTO members to voice their concerns directly at official meetings of the SPS
Committee.'*

In March 2012, for instance, China has expressed strong concerns over the
listing in Annex I of its exports of noodles due to the unauthorised presence of
aluminium. Besides complaining about the adverse impact of border controls on
trade, China openly contested the maximum limit (10 mg/kg) set by the EU for
presence in food of that substance. The limit in question was based on a scien-
tific opinion that EFSA issued in 2008 (EFSA AFC 2008) and determined in a
way that the average weekly intake would be inferior to 1 mg/kg per bodyweight.
China argued, instead, the weekly intake being below 2 mg/kg, following the later
advice by the FAO/WHO Joint Expert Committee on Food Additives of the Codex
Alimentarius. Notwithstanding this divergence of views on the maximum limit
allowed for aluminium, according to the EU, the high non-compliance rate emerg-
ing from official controls as well as the severity of the findings reported (in some
cases up to 50 mg/kg) fully justified an increased level of border surveillance.

A year earlier, concerns over the implementation of Regulation 669/2009 by
EU Member States had been raised by the Dominican Republic. At that time, this
country had several tropical fruits and vegetables subject to reinforced checks
because of the occurrence of pesticide residues. The Dominican authorities
referred that some of their products (i.e. bananas and mangoes) continued to be
subject to an increased level of checks at EU borders, despite the recent lifting of
the relevant control requirements.
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Chapter 3
Managing Risks in Imports of Non-animal
Origin: EU Emergency Measures

Veronika Jezso

Abstract This chapter describes the current set of emergency measures, also
known as ‘safeguard measures’, on which the European Union (EU) relies
upon for addressing high risks in imports of feed and food of non-animal ori-
gin. Overall, EU emergency measures involve the applicability of specific import
conditions and control activities of certain products of non-animal origin from
certain non-EU countries that are destined to the internal market. Following a
brief introduction of emergency measures and the legal framework in the EU,
this chapter provides a detailed overview of the measures currently in force in
the area of imports of non-animal origin. The discussion concerns long-standing
measures, such as those addressing aflatoxin contamination in imports of dried
fruits, and more recent ones, such as the temporary ban that the EU has intro-
duced on betel leaves from Bangladesh. Other relevant measures are also dis-
cussed in this chapter with relation to the area of imports of non-animal origin,
including measures following the Fukushima nuclear accident or imports of
GMO rice products from China.

Keywords Emergency measure « Feed + Food + Import control + Import conditions -
Non-animal origin

Abbreviations

ARfD Acute Reference Dose

BIP Border Inspection Post

Cs-134 Caesium-134

Cs-137 Caesium-137

CN Combined Nomenclature

CED Common Entry Document

Cp Control Point

CVED Common Veterinary Entry Document
DPE Designated Point of Entry
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DPI Designated Point of Import

EFSA European Food Safety Authority

EU European Union

FVO Food and Veterinary Office

DG SANCO Directorate-General for Health and Consumers
GFL General Food Law

GMO Genetically modified organism

MRL Maximum Residue Level

PCP Pentachlorophenol

RASFF Rapid Alert System for Food and Feed

SCoFCAH  Standing Committee on Food Chain and Animal Health
UK United Kingdom

3.1 Emergency Measures: An Introduction

When confronted with a serious risk, the European Union (EU) may rely upon dif-
ferent policy tools, including crisis management procedures and legislative meas-
ures. With relation to the EU, these emergency actions—also known as ‘safeguard
measures’—correspond to one of the most effective instruments for the prevention,
reduction or eradication of risks for public, animal and plant health (Sect. 2.3.3).

Since risks associated with emergency situations can be of different nature, the
EU must be, each time, in the position to tailor an appropriate response in terms of
risk management. Therefore, when it comes to imports, requirements laid down in
EU emergency measures may be diverse and include controls performed prior to
export, provision of official certificates, prior notification of the arrival of the con-
signment as well as controls at import.

Generally, EU import requirements set in emergency measures are established
based on the risk categorisation in relation to the concerned products (Sect. 2.3.3).
The following factors should be, inter alia, taken into account:

e Information on food incidents, contaminations or outbreaks of diseases and
pests

Data on trade exchanges

Notifications or interceptions of unsafe or otherwise non-compliant products
Scientific assessment and correlated evidence

Guarantees provided by non-EU countries, including applicable legislation,
safety standards and the existing system of official controls.

In accordance with EU legislations on imported goods, risks involved are generally
addressed by developing a response that is proportionate to the seriousness of the possi-
ble threat to human, animal or plant health. In other words, the higher the risk presented
by a given import, the stricter the conditions for its entry into the EU are likely to be.
Once an emergency measure is in place, the necessary monitoring and veri-
fication are ensured at EU level. As a result, the evolution of the risk is closely
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followed. Due to the diversity of circumstances, reasons and risks that may under-
pin emergency measures, different scenarios may be observed and the evolution of
the single situation cannot be easily predicted, in principle. It may be concluded
that a particular emergency measure is finally lifted when the ensuing health threat
has thus ceased to exist.

The European Commission holds regular discussions with Member States,
within relevant expert groups and regulatory committees, on emerging or reoccur-
ring risks. The aim of these meetings is to develop, if need be, appropriate risk
management responses, including the adoption of emergency measures. However,
the Commission may take immediate and independent measures without a pre-
liminary discussion, pending confirmation by EU Member States, if circumstances
require an urgent response.

3.2 EU Emergency Measures on Imports of Non-animal
Origin: The Relevant Legislative Framework

Regulation (EC) No. 178/2002—commonly known as the ‘General Food Law’
(GFL)—lays down general principles governing EU food policy (European
Parliament and Council 2002). In general, the free movement of feed and food prod-
ucts within the EU market has to be assured while protecting public health and con-
sumer interests. In addition, feed and food imported into the EU must comply with
EU safety requirements or with other equivalent standards (Sect. 2.2.1).

3.2.1 The General Food Law: Articles 53 and 54

Past incidents with imported or domestically produced food and feed have con-
firmed the need to have in place adequate instruments for the prevention and the
management of safety risks. Therefore, Article 53 of the GFL confers special pow-
ers to the European Commission for taking emergency measures when EU or non-
EU food or feed may ‘likely to constitute a serious risk to human health, animal
health or the environment’ and Member States may not be able to contain that risk
satisfactorily.

The procedure for the adoption of emergency measures can be initiated by the
European Commission or upon request of a Member State. Depending on the seri-
ousness of the risk involved, emergency measures can manifest in (Sect. 2.2.3):

e Suspension of the imports in question from all or part of the exporting non-EU
country and, where relevant, from the non-EU country where such goods transit
through

e Special conditions for import from all or part of the concerned non-EU country

e Any other appropriate interim measure.
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Should circumstances require urgent actions, the European Commission may provision-
ally adopt emergency measures after consulting with the Member State(s) concerned
and informing the other Member States. Should this be the situation, adopted decisions
need to be confirmed, amended, revoked or extended by the relevant section of the
Standing Committee of the Food Chain and Animal Health (SCoFCAH) within 10 days.

In addition, the GFL also foresees in certain cases the possibility for Member
States to adopt interim protective measures at national level (Article 54) on condi-
tion that adequate information is sent to the Commission and other Member States.

National measures are then subject to scrutiny of the SCoFCAH, which can
rule on their extension, modification or repeal. The Member State adopting tem-
porary protective measures may maintain these provisions until an EU decision is
formally taken. It has to be noted, however, that EU legislative practice reveals to
date a limited use of Article 54 as opposed to Article 53 of the GFL.

3.2.2 The GFL and Regulation (EC) No. 882/2004

The GFL is complemented by Regulation (EC) No. 882/2004 (Sect. 2.2.2, European
Parliament and Council 2004). With reference to imported food and feed, paragraphs
1 and 2 of Regulation 882/2004, Article 48, contain a provision that may recall the
wording of the GFL, Article 53, to some extent. In detail, specific import conditions on
products originating from non-EU countries may be determined, including (Sect. 2.2.2):

(a) The establishment of lists of non-EU countries allowed to export specific prod-
ucts to the EU

(b) The use of specific certificates for consignments

(c) Special import conditions depending on the products and correlated risks.

Although partially overlapping, the main difference between this provision and
Article 53 of the GFL appears to rest on the different rationale. In other terms, emer-
gency measures under the GFL, Article 53, are, in principle, limited in time, while
import conditions under Reg. 882/2004, Article 48, are meant to be permanent.

As regards imports of non-animal origin, use of Article 48 of Reg. 882/2004
has been overall relatively limited at EU level. Conversely, Article 53 of the GFL
is currently the legal basis most frequently used at EU level in this area, although
its choice may be questionable in certain instances.

3.3 EU Emergency Measures on Imports of Non-animal
Origin: General Structure

Generally, EU emergency measures concerning imports of non-animal origin con-
sist of a text rather short and concise and a few annexes. They usually take the
form of a regulation or a decision. Since under EU law regulations are legal acts
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of general application, emergency measures take that form whenever rights and
obligations for different interested parties (e.g. Member States’ competent authori-
ties, feed and food business operators) are foreseen. On the other hand, decisions
produce their effects only towards specific addressees. They are therefore mostly
employed for the adoption of emergency measures imposing, e.g. prohibition of
imports, which, as such, are merely directed at (and thus to be implemented by)
Member States’ competent authorities.

Because of the specific nature of imports and their origins, the scope of emer-
gency measures must necessarily be well defined. Targeted product groups are
usually associated with codes of the customs Combined Nomenclature! (CN) in
order to allow their precise identification.

With concern to the entry into force of emergency actions, the date is explicitly
spelt out in the text, as a general rule. In some other cases, however, measures
apply 20 days following their publication in the EU Official Journal.

3.3.1 Import Conditions

Emergency measures normally lay down a set of specific import requirements,
including possible import conditions and/or controls (Sect. 2.3.5). In detail, the
following documents or certificates (produced prior to dispatch) are usually
requested when a particular food or feed, falling under the scope of EU import
conditions, arrive at the EU borders:

e An analytical report, indicating the favourable results of official sampling
and analysis carried out on the products prior to their export and issued by an
accredited laboratory in the exporting country, in accordance with the applicable
EU requirements in the area

e A health certificate issued by an authorised representative of the competent
authority in the exporting non-EU country. This document certifies that the
product intended to be imported into the EU is in compliance with the applica-
ble EU requirements. Normally, the validity period of this document is 4 months

e A declaration issued by an authorised representative of the competent author-
ity in the exporting non-EU country. This document attests specific information
required to the effect of the emergency measure, e.g. that the product complies
with the legislation in force in the exporting non-EU country.

! When declared to customs in the EU, goods must generally be classified according to the
combined nomenclature or CN. Imported and exported goods have to be declared stating under
which subheading of the nomenclature they fall. This determines which rate of customs duty
applies and how the goods are treated for statistical purposes. Useful information may be avail-
able at the following web address: http://ec.europa.eu/taxation_customs/customs/customs_duties/
tariff_aspects/combined_nomenclature/index_en.htm.
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3.3.2 Import Controls

On the other hand, import controls involve surveillance activities or checks to be
performed by competent authorities in EU Member States before products can be
eventually imported.

Feed and food business operators are usually required to provide prior notifica-
tion of the estimated date and time of the arrival of their goods. The prior notifica-
tion must be given to the point of entry in the EU that is expressly set out for such a
purpose by each emergency measure, e.g. the Designated Point of Entry (DPE). In
this respect, the Common Entry Document (CED), as established by Annex II of the
Regulation (EC) No. 669/2009 (European Commission 2009a), is increasingly used
in the area of imports of non-animal origin for the purpose of prior notification.

Official controls involve generally documentary, identity and physical checks.
Typically, documentary checks are systematic (i.e. 100 % on all relevant consign-
ments), while identity and physical checks are to be conducted based on the fre-
quency set in the measure.

Whenever, following such controls, cases of non-compliance are detected,
Member States’ competent authorities must undertake actions in accordance with rel-
evant provision of Regulation 882/2004 (Articles 19, 20 and 21). In addition, Member
States’ competent authorities must inform the European Commission via the Rapid
Alert System for Food and Feed (RASFF) in accordance with the GFL, Article 50,
when detected non-compliances involve serious risks or a rejection at a EU border.

In all cases, consignments must remain under official supervision until the feed
and food business operator decides to offer them for import and present them to
customs for release for free circulation. In order to do so, the operator must pro-
vide customs authorities with documented evidence (e.g. CED) that the sanitary
official controls have been carried out and, where applicable, that the results of
physical checks have been favourable.

3.3.3 Splitting of Consignments

In some cases, feed and food business operators might want their own consign-
ments to be split in order to forward relevant parts or fractions to different destina-
tions within the EU. This situation may occur when large consignments are delivered.
When speaking of emergency measures, this procedure is not generally allowed until
the end of all required checks. The subsequent splitting of a consignment is, however,
allowed as long as a certified copy of the document—attesting the results of official
controls—accompanies each part or fraction until its release for free circulation.

3.3.4 Costs

In all emergency measures regarding imports of non-animal origin into the EU,
costs resulting from the performance of official controls (including sampling,
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analysis, storage and any measures taken following non-compliance) must be
borne by the feed and food business operator.

3.3.5 Quarterly Reporting

Several emergency measures require EU Member States to submit a report
on a regular basis, detailing the results of control activities to the European
Commission. The report is usually expected to be provided every 3 months
(Sect. 2.5) and must give account of the following:

e The number of received consignments
e The number of consignments subjected to sampling for analysis
e The results of checks.

3.4 EU Emergency Measures: Causes

The adoption of EU emergency measures on imports of non-animal origin is usu-
ally triggered by one or more factors, most commonly (Fig. 3.1) the following:

e Food incidents and contaminations
e Anthropic accidents (e.g. Fukushima nuclear power station) or natural disasters

—
Routine market — X —
controls Food incidents

RASFF and contaminations

notifications

= Accident or
natural
disasters

FVO Emergency
inspection measure

EFSA

. . Import controls of
opinion

EU Member States

Fig. 3.1 Main elements that can trigger emergency measures related to imports of non-animal origin
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e Number of RASFF notifications and levels of non-compliance

e Results from ‘routine’ official control activities performed on imports on the
market

e Findings of audits conducted in non-EU countries by the Food and Veterinary
Office (FVO) of the European Commission (Sect. 2.7)

e Any information received from EU Member States, concerned non-EU coun-
tries or stakeholders

e Scientific opinions, reports or any other scientific evidence of the European
Food Safety Authority (EFSA) or other relevant scientific organisations
(Sect. 2.8.2).

Above-mentioned elements can justify the adoption of emergency measures either
alone or in combination with other concurring factors. Most commonly, the confir-
mation on the nature and the extent of the emergency situation is sought through
targeted investigations, as soon as circumstances point out to the possible presence
of a health risk. For example, the performance of dedicated ‘ad hoc’ FVO audits
may be foreseen in order to gather relevant information on the official control sys-
tem in place in the country exporting to the EU and/or to determine the origin of a
contamination.

3.5 Emergency Measures on Imports of Non-animal
Origin

3.5.1 Aflatoxin Contamination in Nuts and Dried Fruits
Jrom Various Non-EU Countries: Regulation (EU)
No. 884/2014

3.5.1.1 Background

Aflatoxin is a potent genotoxic carcinogen and, even at extremely low levels, can
contribute to the risk of liver cancer. For this reason, aflatoxin contamination con-
stitutes a serious threat to public health (Sect. 1.3.2.7).

Aflatoxin contamination in imports of non-animal origin is a long-standing issue at
EU level. Indeed, as early as the beginning of this century, high exceedances of maxi-
mum levels of aflatoxins set out in applicable EU legislation at that time (i.e.
Regulation (EC) No. 466/2001, European Commission 2001) were regularly observed
in relation to certain food products (mainly nuts, pistachios and figs) originating from
various non-EU countries. This led EU decision-makers to adopt a set of different—
though similar in terms of purpose and content—emergency measures for each
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product(s)/non-EU country combination (European Commission 2000, 2002a, b,
2003, 2005) and subsequent amendments> (European Commission 2004a, b).

With Regulation (EC) No. 882/2004 and the consequent harmonisation in the
organisation of official controls, all emergency measures concerning aflatoxins in
imports of non-animal origin have been merged under a single legislative frame-
work, Decision 2006/504/EC (European Commission 2006a). This legislation cov-
ered the following products from various non-EU countries:

e Brazil: Brazil nuts in shell, mixtures of nuts or dried fruits containing Brazil
nuts

China: (roasted) peanuts

Egypt: (roasted) peanuts

Iran: (roasted) pistachios

Turkey: dried figs, hazelnuts, pistachios, mixtures of nuts, fig paste and hazelnut
paste, etc.

Overall, official controls performed by EU Member States under Decision
2006/504/EC have repeatedly revealed non-compliances with maximum levels in
accordance with Regulation (EC) No. 1881/2006 (European Commission 2006b).
In addition, FVO audits in concerned non-EU countries have signalled several
deficiencies in their national official control systems.

For these reasons, Regulation (EC) No. 1152/2009 had eventually replaced
Decision 2006/504/EC (European Commission 2009b). In particular, Regulation
No. 1152/2009 had introduced, among others, a few new products (e.g. almonds
and mixtures from the United States of America) and reviewed control intensities
for physical inspections for certain other commodities. Most importantly, however,
it introduced a new system for official controls consisting of DPE, as amended
by Regulation (EU) No. 91/2013 (European Commission 2013a) and Designated
Points of Import (DPI).

Subsequently, the EU regime on aflatoxin risk in imports of non-animal origin
has been thoroughly reviewed again, following a minor amendment by Regulation

2 In detail, emergency measures and subsequent amendments can be chronologically summa-

rised as follows:

e With reference to the import of peanuts and certain products derived from peanuts originating
in or consigned from Egypt, Commission Decision 2000/49/EC has been lastly amended by
the Decision 2004/429/EC, corrected by in the Official Journal L189, p. 13

e With concern to the import of peanuts and certain products derived from peanuts originat-
ing in or consigned from China, Commission Decision 2002/79/EC has been amended by the
Decision 2004/429/EC

e With relation to the import of figs, hazelnuts and pistachios and certain products derived
thereof originating in or consigned from Turkey, Commission Decision 2002/80/EC has been
amended by the Decision 2004/429/EC

e With relation to the import of Brazil nuts in shell originating in or consigned from Brazil,
Commission Decision 2003/493/EC has been amended by the Decision 2004/428/EC

e With concern to import of pistachios and certain products derived from pistachios originating
in or consigned from Iran, Commission Decision 2005/85/EC applied.
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Fig. 3.2 Chronology of EU emergency measures on imports of non-animal origin presenting
high risk of aflatoxin contamination

(EU) No. 274/2012 (European Commission 2012a). Indeed, the new Regulation
(EU) No. 884/2014 (European Commission 2014a) has extended the original
scope of the regime to animal feed. Furthermore, results of official controls by
Member States’ competent authorities and of FVO audits triggered certain fur-
ther changes as regards control frequencies and products covered (e.g. delisting of
almonds from the United States of America). Finally, some of the products listed
under Regulation 91/2013 for risk of aflatoxin contamination, namely groundnuts
from India and Ghana and watermelon seeds from Nigeria, were incorporated into
the new measure. Through this change, all imports of non-animal origin presenting
high risk of aflatoxins are now contained in one single legislative instrument. The
Regulation is applicable as of 3 September 2014. Figure 3.2 illustrates the chro-
nology of EU emergency measures on aflatoxins since 2000.

3.5.1.2 Requirements

Regulation 884/2014 applies to the following imports, when destined for commer-
cial purposes:

e Brazil: Brazil nuts in shell and mixtures of nuts or dried fruits containing Brazil
nuts in shell (food)
e China: groundnuts and peanut butter (feed and food)
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e Egypt: groundnuts and peanut butter (feed and food)

e [ran: pistachios (food)

e Turkey: dried figs, hazelnuts (Corylus spp.), pistachios, mixtures of nuts or
dried fruits containing figs, hazelnuts or pistachios; fig paste, pistachio paste and
hazelnut paste; hazelnuts, figs and pistachios, including mixtures; flour, meal and
powder of hazelnuts and pistachios; and cut, sliced and broken hazelnuts

e Ghana: groundnuts and peanut butter (feed and food)

e India: groundnuts and peanut butter (feed and food)

e Nigeria: watermelon seeds and derived products (food).

In addition, import requirements apply to processed and compound imports of
non-animal origin, containing one of the above-mentioned products at least in a
quantity exceeding 20 %. On the other hand, imports of non-animal origin that are
destined to a private person for his/her personal consumption or use only are not
covered by the measure (Article 1).

3.5.1.3 Key Elements of the Measure
Relevant Definitions and Minimum Requirements for Operating DPI

Regulation 884/2014 provides some definitions that are essential for determining
the place where official controls must be carried out (Article 2). Table 3.1 illus-
trates relevant definitions.

In practice, DPEs are typically located at EU borders (i.e. sea ports, airports or
land borders), where imports first reach physically the EU territory. DPIs may also
be located at EU borders, but also inland within the territory of an EU Member
State (Table 3.1).

In relation to DPI, Regulation 884/2014 lays down certain minimum require-
ments that Member States’ competent authorities must ensure, such as (Article 8,
paragraph 1) the following:

e Sufficient and suitably qualified staff to perform controls

o A sheltered place for unloading and sampling

Table 3.1 Definitions for Designated Points of Import and Designated Points of Entry, in
accordance with Regulation No. 884/2014, Article 2 (European Commission 2014a)

Designated Points ‘means any point designated by the competent authority, through which
of Import (DPI) the food or feed [...] may be imported into the [European]Union’
Designated Points ‘means the point of entry as defined in Article 3(b) of Commission

of Entry (DPE) Regulation (EC) 669/2009°

i.e. ‘means the point of entry provided for in the first indent of Article
17(1) of Regulation (EC) No. 882/2004, into one of the territories referred
to in Annex [ thereto; in cases of consignments arriving by sea, which are
unloaded for the purposes of being loaded on another vessel for onwards
transportation to a port in another Member State, the designated point of
entry shall be the latter port’
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e The availability of storage rooms and warehouses
e An official laboratory located at a short distance.

On the other hand, business operators must ensure that the unloading of the con-
signment is performed in a way that can allow representative sampling. In addi-
tion, business operators must provide the official inspector with appropriate
sampling equipments in case sampling procedures are hindered because of special
transport or specific packaging forms.

Finally, a full and up-to-date list of links to national DPIs has to be made avail-
able to the Commission, that is publishing this data on its website for information
purposes (Article 8).

Obligations for Feed and Food Business Operators

Consignments of relevant products must be accompanied by the results of sam-
pling and analysis performed by the competent authorities of the exporting
country in order to prove compliance with EU legislation on maximum levels
of aflatoxins (Article 4, paragraph 1). The sampling and analysis have to be per-
formed in accordance with the relevant EU legislation, namely with

(a) Regulation (EC) No. 401/2006 for aflatoxins in food (European Commission
2006¢), lastly amended in 2014 (European Commission 2014b), and

(b) Regulation (EC) No. 152/2009 for aflatoxins in feed (European Commission
2009c).

In addition, a valid health certificate must be provided. The certificate, signed and
verified by an authorised representative of the competent authority of the export-
ing country, has a 4-month validity from the date of issuance (Article 5). Also,
each consignment must bear an identification code on all accompanying docu-
ments as well as on each individual bag of the consignment (Article 6).

Business operators must give prenotification to the DPE about the estimated
date and time of the physical arrival of the consignment. Notification must be
done, at least, one working day prior to arrival, by filling the relevant part of the
CED (Part I) as provided for by Regulation 669/2009 (Article 7).

Whenever the DPI is different from the DPE (i.e. located inland), the business
operator is subject to an additional obligation of prior notification. This is a new
requirement that Regulation 884/2014 introduced. Following the favourable out-
come of documentary checks at the DPE, it may happen that, based on the busi-
ness operator’s decision, the consignment remains for a certain time in warehouses
located within the DPE area. Under such circumstances and in order to ensure that
the DPI is fully prepared when the consignment is presented for import, the busi-
ness operator must notify the competent authorities of the DPI about its arrival at
least one working day in advance. The notification implies sending a copy of the
CED completed by the competent authority at the DPE and attesting results of the
documentary checks.
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Performance of Official Controls and Release for Free Circulation

Under the EU regime of reinforced border surveillance established by Regulation
669/2009, all checks (i.e. documentary, identity and physical) are conducted at
DPE located at EU borders. Conversely, Regulation 884/2014 designs a different
organisation for official controls performed under its framework.

As a rule, official controls must be performed within 15 working days from the
moment the consignment is offered for import and physically available for sam-
pling (Article 9, paragraph 1).

Whenever the business operator fails documentary checks, the consignment
cannot enter the EU and must, instead, be redispatched to the country of origin
or destroyed (Article 9, paragraph 3). If the documentary checks are favourable,
the competent authorities at DPE may authorise the transfer of the consignment to
the relevant DPI. The originals of the health certificate, of the results of sampling
and analysis and of the CED must accompany the consignment during its transfer.
In this case, the competent authorities of the DPE must inform, without delay, the
competent authority of the DPI of the arrival of the consignment (Article 9, para-
graph 4).

The competent authority must perform identity and physical checks at the DPI,
including sampling for analysis, at a frequency set out in Annex I to Regulation
884/2014. Sampling of food must follow the provisions laid down in Annex I of
Regulation 401/2006, whereas in case of feed, Annex I of Regulation 152/2009
applies.

Once the checks are completed, the competent authority at the DPI must com-
plete, as appropriate, the relevant part of the CED (Part II), join the results of sam-
pling and analysis when these have been performed and hand over the original of
the CED, duly signed and stamped, to the business operator. Whenever the out-
come of the official controls is favourable, the business operator may present this
documentation to the competent customs office for obtaining the release for free
circulation.

Table 3.2 provides an overview of place and type of controls in relation to
imports of non-animal origin presenting a high risk of aflatoxin contamination.

Table 3.2 Place and type of controls pursuant to Regulation No. 884/2014

Place of controls Geographical locations Type of controls
DPE (point of first physical EU border (i.e. seaport, Documentary checks
arrival) airport, land border) (compulsory)

Identity and physical checks
(possible provided that DPE is
also a DPI)

DPI (any point where the EU border (i.e. seaport, Identity and physical checks
consignment can be offered airport, land border) or inland
for import)
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3.5.1.4 Implementation: State of Play
EU Member States

Over the period 2010-2011, the FVO carried out a number of audits in the
Member States (Sect. 2.7). The overall aim was to evaluate the implementa-
tion of the official control systems in place for imports of non-animal origin
in accordance with EU law. Therefore, these audits covered implementation
at national level of official controls required under EU emergency measures
as well as Regulation 669/2009. The series of audits revealed that all Member
States visited had adequately designated competent authorities and internal
coordination within and between the sanitary competent authorities seemed to
work effectively. Some deficiencies were nevertheless observed mainly in rela-
tion to the cooperation and communication between competent authorities and
customs.

Finally, it should be noted that the European Commission has developed a
guidance document for Member States’ competent authorities in 2010, in order to
encourage uniform implementation of the EU legislation related to aflatoxins. In
detail, this guidance explains the provisions of the relevant EU legislation and pro-
vides practical advice in relation to different situations that may occur during
enforcement.’

Non-EU Countries

Between 2001 and 2010, the FVO performed up to 20 audits in order to assess
the official control systems in place for mycotoxin contamination in non-EU
countries concerned with relevant EU measures (DG SANCO 2010). Over
this period, in fact, the RASFF received more than 5,200 notifications relat-
ing to aflatoxins in nuts and dried fruits from the major exporting countries
(i.e. Argentina, Brazil, China, Egypt, Ghana, India, Iran, Turkey and United
States).

The audits have been carried out using document reviews and interviews with
business operators and national officials, including, among others, on-site visits to
business operators’ premises, processing companies and shelling facilities, where
official controls led by competent authorities were evaluated. Main FVO recom-
mendations have been primarily related to sampling, accreditation of laboratories,
inadequate follow-up of RASFF notifications, effectiveness of sorting techniques
with regard to aflatoxin controls, traceability, participation in proficiency testing
schemes and method validation.

3 The current version of ‘Guidance document for Competent Authorities for the control of com-
pliance with EU legislation on aflatoxins’ (last edition, November 2010) can be found at the web-
site: http://ec.europa.eu/food/food/chemicalsafety/contaminants/guidance-2010.pdf.
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A recent FVO inspection to India in 2013 (DG SANCO 2013a) (Sect. 3.5.4.2)
has shown certain improvements since the previous audit in 2009, especially
with reference to control arrangements for the export of peanuts and the per-
formance of private laboratories. Recent audits carried out in Brazil and Turkey
have also indicated positive trends as regards efforts to ensure compliance with
EU requirements (DG SANCO 2011d, 2012). On the other hand, the report of
the latest FVO inspection on China (2011) has revealed no major improvements
in the control system for the prevention of aflatoxin contamination in peanuts
intended for export to the EU since the previous audit (DG SANCO 2011e).

3.5.2 Pesticide Residues in Okra and Curry Leaves
Jrom India: Regulation (EU) No. 885/2014

3.5.2.1 Background

Originally, okra and curry leaves from India had been subject to the regime of
reinforced border controls under Regulation 669/2009 for the presence of pesti-
cide residues. Over two years of stepped-up border surveillance showed consistent
non-compliance rates with Maximum Residue Levels (‘MRLs”) of plant protec-
tion products established in EU legislation and cases of serious exceedances of the
Acute Reference Dose (ARfD).

Moreover, an FVO audit conducted in India (DG SANCO 2011a) revealed
that, in fact, no framework was in place for the control of the use of plant pro-
tection products and presence of their residues for okra, curry leaves and other
products. Following the audit, the Indian authorities failed to provide the
European Commission with a satisfactory action plan to address the shortcom-
ings identified.

Considering the situation and the risks involved for public health, the European
Commission eventually adopted Regulation 91/2013, setting stricter conditions for
the import of these products into the EU as well as other imports presenting high
risk of aflatoxin contamination (Sect. 3.5.1.1).

However, nearly one year after the adoption of Regulation 91/2013, in the inter-
est of an efficient and consistent organisation of official controls, the European
Commission deemed appropriate to place imports presenting risk of aflatoxins and
those listed for occurrence of pesticide residues under two distinct separate import
regimes. In relation to pesticide residues, the Commission therefore adopted
new emergency measures under Regulation (EU) No. 885/2014 (European
Commission 2014c). Applicable as of 17 August 2014, this Regulation foresees
the applicability of control procedures on Indian okra and curry leaves that mirror
those established by Regulation 669/2009.

Regulation 885/2014 applies to fresh and frozen okra and to curry leaves,
intended for human consumption, with Indian origin. It also applies to com-
pound food that contains the above-mentioned products in a quantity above 20 %
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(Article 1). Figure 3.3 illustrates the chronology and evolution of EU emergency
measures concerning imports of okra and curry leaves from India.

3.5.2.2 Key Elements of the Measure
Obligations of Food Business Operators

Consignments can only enter the EU territory through a DPE (Article 3).
Consignments must be accompanied by the results of sampling and analysis per-
formed by the competent authorities of the exporting country in order to prove
compliance with EU legislation on pesticide residues. The sampling must be per-
formed in accordance with Directive 2002/63/EC (Article 4). In addition, a health
certificate must be provided—as per the model in Annex II to the Regulation—
duly signed and verified by an authorised representative of the Indian compe-
tent authorities. The certificate has four-month validity from the date of issuance
(Article 5).

Concerned business operators must give a prior notification of the estimated
date and time of physical arrival of consignments to the competent authorities at
the DPE, by filling out the relevant part of the CED (Part I). They should equally
specify the nature of the product (i.e. compound). The CED must be notified, at
least, one working day prior to the arrival of the consignment (Article 7).

Performance of Official Controls and Release for Free Circulation

In terms of control activities, the competent authority at the DPE is required to
carry out documentary checks on each consignment of okra and curry leaves
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presented for EU import. As for the identity and physical checks, the frequency
of import controls is set out in Annex I to the Regulation. This latter explicitly
refers to Articles 8, 9 and 19 of Regulation No. 669/2009, thereby making onward
transportation, special circumstances and transitional period also applicable in the
context of this emergency measure.

Following the completion of all checks, the competent authorities of the DPE
must complete the relevant entries of the CED (Part II), join the results of sam-
pling and analysis carried out when these have been performed and hand over the
original of the CED duly signed and stamped to the business operator. With such
documents, the business operator is entitled to present its products to the customs
for obtaining the release for free circulation. Whenever the competent authori-
ties of the DPE agree to onward transportation of the consignment, while results
of physical checks are still pending, a certified copy of the original CED must be
issued for that purpose (Article 8).

3.5.3 Dioxin and PCP Contamination of Guar Gum
Jrom India: Regulation (EU) No. 258/2010

3.5.3.1 Background

A serious contamination of guar gum of Indian origin with dioxins and penta-
chlorophenol (PCP) has been notified by the Swiss competent authorities in 2007
through the RASFF. Levels of dioxins and PCP detected in certain batches were
indeed very high (i.e. about one thousand times more than the level regarded as a
normal background contamination).

Guar gum is a broadly used food additive in industrial processing. In particu-
lar, it can be used as a stabiliser and emulsifier. This food additive is extracted
from plants that are native of India and Pakistan. On the other hand, dioxins and
PCP are organic chemical compounds with a notable series of toxic and bio-
chemical effects; some of these molecules have been classified as known human
carcinogen.

Following the Swiss RASFF notification, the FVO shortly carried out an audit
in India (DG SANCO 2007). Although the audit could not identify the cause at the
origin of the contamination, it revealed that the local system of official controls in
place in the country was not effective enough to prevent this contamination from
occurring again.

As a consequence, the European Commission introduced emergency measures
by adopting Decision 2008/352/EC (European Commission 2008a). This deci-
sion required all consignments of guar gum or products containing it in significant
amounts, originating or consigned from India, and destined to the EU market to be
accompanied by an analytical report endorsed by the competent authority from the
exporting country.
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In October 2009, the FVO performed a follow-up inspection in India (DG
SANCO 2009), where several deficiencies were observed and it was concluded
that the contamination of guar gum with PCP and/or dioxins that occurred in
2007 could not be merely regarded as an isolated incident. As a consequence, the
European Commission decided to reinforce the requirements in place for imports
of guar gum and designed for this purpose a new legal framework by adopting
Regulation (EU) No. 258/2010 (European Commission 2010), applicable as of 15
April 2010.

After the second audit and the consequent new strategy, the FVO has carried
out a subsequent inspection in 2011, with a general level of satisfaction as regards
the effectiveness of the national official control system (DG SANCO 2011b).
In addition, the number of RASSF notifications concerning cases of contamina-
tion of guar gum with dioxins and PCP cannot be defined as ‘high’ (only 7 over
the period 2007-2014). On the other hand, the repeated detection of similar con-
taminants reveals that the issue still raises concerns and justifies a certain degree
of import surveillance.

At the end of 2014 certain changes were being discussed to bring Regulation
258/2010 in line with other currently applicable emergency measures. These ele-
ments will result in an amendment of the measure in the beginning of 2015.

3.5.3.2 Requirements

Regulation 258/2010 regulates importation of guar gum intended for animal or
human consumption and originating or consigned from India. It covers guar gum
imported as such, but also compound feed and food in case this additive consti-
tutes at least 10 % of the product (Article 1).

The following documents must accompany each consignment intended for EU
import (Article 2):

1. A health certificate, signed by an authorised representative of the Ministry
of Commerce and Industry of India, with a 4-month validity from the date of
its issue: this document certifies that the product does not contain more than
0.01 mg/kg of PCP and

2. An analytical report, issued by an accredited laboratory of the exporting coun-
try: this document indicates the results of sampling and analysis for the pres-
ence of PCP, including the uncertainty of the analytical result and limits of
detection and quantification of the analytical method.

Furthermore, business operators are required to give prior notification to one of
the control points (CP), indicating the estimated date and time of arrival of the
consignment (Article 4). Designation of CPs lies with Member States, which must
draw up a national list for this purpose and make it available to the public and the
European Commission.

With relation to official controls, the regular framework—documentary, identity
and physical checks, including sampling and analysis—is required from Member
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States’ competent authorities. Identity and physical checks must be carried out
with an intensity of at least 5 % of all arriving consignments. Whenever physical
checks are performed, consignments must be kept under official supervision for a
maximum of 15 working days, pending the availability of the results of the labora-
tory analysis. In addition to consignments of guar gum from India, Member States’
competent authorities are also expected to perform random physical checks on con-
signments of the same product consigned from other non-EU countries (Article 5).

The Regulation explicitly prohibits any product found to contain more than
0.01 mg/kg PCP to enter the feed and food chain. Non-compliant products have
to be safely disposed of in accordance with Article 19 of Regulation 882/2004
(Article 9).

3.5.4 Microbial Contamination in Imported Food
of Non-animal Origin

3.5.4.1 E. coli Outbreak in Sprouts and Seeds for Sprouting from
All Non-EU Counties (2011): Regulation (EU) No. 211/2013

From May to July 2011, a major outbreak occurred in the EU (Sect. 2.3.4) due to
the contamination of sprouts by Shiga toxin-producing Escherichia coli (STEC)
0104:H4 with clusters reported in Germany and France (European Commission
2011g). These microorganisms are highly pathogenic, and very low levels (i.e.
as little as four bacteria/kg) in seeds for sprouting can be sufficient to cause out-
breaks (EFSA 2011). Only in Germany, the outbreak concerned thousands of peo-
ple, including over 50 fatalities (Robert Koch Institute 2011).

The European Commission coordinated the response to the outbreak at EU
level and was assisted in this task by the European Centre for Disease Prevention
and Control, EFSA and the EU Reference Laboratory for E. coli.

However, since the products that caused the outbreak could not be immediately
identified, uncertainty and, to some extent, misinformation adversely affected the
EU fruit and vegetables sector. Indeed, consumers refrained from buying toma-
toes, cucumbers, lettuce, courgettes and sweet peppers, i.e. all those vegetables
that, initially, had been considered at the origin of the outbreak. Ensuing losses
for EU farmers, only in the first 2 weeks following the outbreak, were estimated at
least in 812 million euros.

Investigations ultimately traced back the cause of the outbreak to a consign-
ment of fenugreek seeds for sprouting from Egypt. In July 2011, the European
Commission thus adopted emergency measures (Sect. 2.3.4) under Decision
2011/402/EU requiring EU Member States to withdraw from the market lots of
seeds and other beans imported from that country into the EU in the period 2010-
2011 (European Commission 2011a). At the same time, the measures foresaw a
temporary suspension on the introduction of new imports into the EU, which was,
subsequently, extended until March 2012 (European Commission 2011f). In the
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Table 3.3 EU legislation adopted as a result of the E. coli crisis

Title of the measure Scope Applicability

Commission Implementing Regulation | Traceability requirements for sprouts | 1 July 2013
(EU) No. 208/2013 and seeds intended for the production
of sprouts (excluding sprouts that
have undergone a treatment which
eliminates microbiological hazards)
Commission Regulation (EU) No. Amending Regulation (EC) No. 1 July 2013
209/2013 2073/2005 as regards microbiological
criteria for sprouts and the sampling
rules for poultry carcases and fresh
poultry meat

Commission Regulation (EU) No. Approval of establishments produc- 1 July 2013
210/2013 ing sprouts pursuant to Regulation
(EC) No. 852/2004 of the European
Parliament and of the Council

Commission Regulation (EU) No. Certification requirements for imports | 1 April 2013
211/2013 (as amended by Commission | into the EU of sprouts and seeds
Regulation (EC) No. 704/2014) intended for the production of sprouts

(derogation from this requirement by
microbiological testing before export
to the EU, until 1 July 2015)

meantime, different actions have been performed by the European Commission®

which eventually led to a new specific legislative framework, based on (Table 3.3):

(a) Commission Implementing Regulation (EU) No. 208/2013 (European
Commission 2013b) with relation to traceability requirements

(b) Commission Regulation (EU) No. 209/2013 (European Commission 2013c)
concerning microbiological criteria and sampling rules

(¢) Commission Regulation (EU) No. 210/2013 (European Commission 2013d)
with concern to approved establishments

(d) Commission Regulation (EU) No. 211/2013 (European Commission 2013e)
concerning certification requirements for imports into the EU.

Since the entry into application of the new legislative framework, EU Member
States have reported no RASFF notification.

4 The FVO performed an audit in Egypt from 21 to 25 August 2011. Overall, the final DG
(SANCO) 2011-6265 document has concluded that the presence of polluted waters, human popu-
lations and cattle in the proximity of the areas where the concerned products came from all posed
a potential risk of contamination. The actual source of the contamination, however, could not be
identified. In the follow-up of the outbreak, the Commission has also launched a media cam-
paign in all EU Member States, reaching out an estimated number of 37 million people across
the EU. 227 million euros were also earmarked as a market intervention to support those sectors
within the EU that were most hit financially by the outbreak.
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Requirements

Commission Regulation 211/2013 (as amended by Commission Regulation (EU)
No. 704/2014) applies to sprouts or seeds for sprouting intended for EU import,
with the exemption of sprouts that have undergone a treatment which eliminates
microbiological hazards in line with EU requirements (Article 1). Based on Article
48 of Regulation 882/2004, the measure concerns all non-EU countries exporting
those products to the EU.

Certification Requirements

Consignments of products covered by this measure must be accompanied by the
certificate provided in the Annex to Regulation 704/2014 (amending 211/2013).
The certificate must attest that the sprouts or seeds have been produced under
conditions which comply with the general hygiene provisions for primary pro-
duction and associated operations set out in Part A of Annex I to Regulation
852/2004 (Article 3). The certificate also states that the sprouts have been pro-
duced under conditions which comply with the traceability requirements laid
down in the Regulation 208/2013, in establishments approved in accordance
with the requirements laid down in Article 2 of the Regulation 210/2013 and
respect the microbiological criteria laid down in Annex I to the Regulation
2073/2005.

However, recent FVO audits signalled that certain competent authorities in cer-
tain non-EU countries are not always capable of fulfilling the above-referred certi-
fication requirements (DG SANCO 2013c). For this reason, and while waiting for
the corrective actions implemented by these countries (i.e. building a robust certifi-
cation system), Regulation 704/2014 introduced the possibility of replacing the
certificate by a microbiological test.?

3.5.4.2 Betel Leaves from Bangladesh: Decision 2014/88/EU
(as Amended by Decision 2014/510/EU)

Safety of imports of betel leaves from Bangladesh is a long-standing issue. It
emerged for the first time in 2011 as a result of several RASFF notifications sig-
nalling rejections at EU borders of these imports for contamination with different
pathogenic strains of Salmonella and E. coli.

Betel leaves (also known as ‘paan leaves’ or ‘betel quid’) are traditional prod-
ucts intended as mild stimulant and breath freshener. They are generally exported

5 With concern to seeds intended for the production of sprouts, the certification can be replaced
by a microbiological test performed before export to the EU. This derogation is applicable only
until 1 July 2015.
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to EU countries where communities of Asian emigrants reside, including UK,
Germany and, to a lesser extent, Italy. Despite being a niche product, in 2012,
exports of betel leaves only from Bangladesh accounted for over 40 million euros.

Since 2011, EU Member States have notified through the RASFF over 140
cases of microbiological contamination in these products. Despite the high num-
ber of non-compliant consignments detected, the European Commission conceded
time to the competent authorities in Bangladesh so that safety concerns associated
with their exports could be addressed. In response, Bangladeshi authorities put a
national action plan in place in order to ensure a pathogen-free production chain
and suspended all exports of those products in November 2012.

However, in February 2013, the FVO audited the country (DG SANCO 2013b)
and found that the national authorities had not yet fully implemented the action
plan as well as that the export surveillance system for food of non-animal origin
presented significant deficiencies (namely the lack of appropriate facilities and
equipment for performing official controls prior to exports). In addition to that,
in spite of a national ban on exports being in place, consignments of betel leaves
were still arriving at EU borders and often reported as non-compliant.

Due to these developments, the European Commission has introduced a tem-
porary import ban on the products in question by Decision 2014/88/EU (European
Commission 2014d). The ban has recently been prolonged by Decision 2014/510/
EU (European Commission 2014e) since there could be no significant improve-
ments noted in the situation.

Finally, it is worth mentioning that, over the same period, Member States have
reported several further RASFF notifications regarding betel leaves from other non-
EU countries, namely India and Thailand. As a result, the Commission has included
these imports (European Commission 2014f) in the list of feed and food subject to
reinforced border controls under Regulation 669/2009. Ideally, increased border sur-
veillance on imports of betel leaves from these other Asian countries will minimise
opportunities for trade triangulation to get around EU import restrictions.

Requirements

Decision 2014/88/EU regulates the importation of consignments containing, or
consisting of, betel leaves from Bangladesh. The Decision specifies that consign-
ments to be controlled include those bearing a specific ‘Combined Nomenclature’
(CN) code; however, it also implies the spectrum of products subject to controls
being broader, e.g. possibly including cases where betel leaves or products con-
taining them are declared under other CN codes (Article 1).

Suspension of Import

The suspension of import of betel leaves from Bangladesh applies temporarily
until 30 June 2015. However, the Decision is likely to be reviewed again in the
light of the assurances that the exporting country may provide in the meantime.
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3.6 Emergency Measures of Broader Scope Covering
Imports of Non-animal Origin

3.6.1 Fukushima: Regulation (EU) No. 322/2014

3.6.1.1 Background

The incident at the Fukushima Dai-ichi power plant in 2011 has been a disaster
of catastrophic proportions (Sect. 1.4.2). After the incident, substantial amounts of
radioactive materials have been released progressively into the environment. As a
consequence, this event has been considered the largest nuclear incident since the
Chernobyl disaster in 1986 (World Nuclear Association 2014).

Shortly after the incident, the European Commission had been informed
that radionuclide levels in certain food products originating from the region
of Fukushima exceeded the maximum levels permitted by Japanese law.
Consequently, the European Commission has immediately adopted EU emergency
measures that became subject to regular review in order to take into account the
evolution of the situation at any growing season. Table 3.4 provides a detailed
chronology of the main reviews with concern to EU measures in question.

At present, after 3 years of strict surveillance prior to export at EU borders,
the new Regulation (EU) No. 322/2014 has lightened import control requirements
(European Commission 2014g) on the basis of satisfactory levels of compliance

Table 3.4 Chronology of EU emergency measures related to Fukushima nuclear power station
incident

Title of emergency measure Adoption date Review/ Status
applicability

Commission Implementing 25 March 2011 Reviewed monthly| First legislation

Regulation (EU) No. 297/2011 following

(European Commission 2011b), nuclear accident

followed by amendments

Commission Implementing 27 September 2011 | Reviewed monthly | Repealing

Regulation (EU) No. 961/2011 297/2011

(European Commission 201 1c¢),

followed by amendments

Commission Implementing 29 March 2012 Reviewed Repealing

Regulation (EU) No. 284/2012 regularly 961/2011

(European Commission 2012b),

followed by amendments

Commission Implementing 26 October 2012 Applicable until | Repealing

Regulation (EU) No. 996/2012 31 March 2014 284/2012

(European Commission 2012c¢),

followed by amendments

Commission Implementing 28 March 2014 To be reviewed Legislation

Regulation (EU) No. 322/2014 before 31 March | currently
2015 in force
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by concerned exports from Japan. New actions should apply until the next growing
season (March 2015) when the situation will be further reviewed.

3.6.1.2 Requirements

The scope of Regulation 322/2014 is broad and complex. It covers feed and food
imports into the EU market from Japan with the following exceptions (Article 1):

e Products which left Japan before 28 March 2011

e Products which have been harvested and/or processed before 11 March 2011
e Certain alcoholic beverages

e Certain personal consignments.

Products destined for the EU import must comply with the maximum levels of
caesium-134 (Cs-134) and caesium-137 (Cs-137) as set in Annex II and Annex III
to the Regulation (Article 4).

Declaration and Analytical Report

Each consignment of products (with the exception of certain tea originating from
prefectures other than Fukushima) must be accompanied with a valid declaration
drawn up and signed by the Japanese competent authorities or an authorised rep-
resentative (Articles 5 and 6). As appropriate, the declaration should serve for the
following:

1. Certify that the products comply with the legislation in force in Japan

2. Specify whether products are falling or not under the transitional measures pro-
vided for in the Japanese legislation (Article 16);

3. Certify that the product has been harvested and/or processed before 11 March
2011; or

4. Indicate that a certain product originates and/or is consigned from a given pre-
fecture (Article 5).

Moreover, exports originating from prefectures particularly affected by radioac-
tivity (e.g. most products from Fukushima, mushroom from Nagano or fish from
Tochigi and others listed in Annex IV to the Regulation) require, in addition to
the declaration, an analytical report containing the results of sampling and analysis
carried out by the Japanese authorities.

Obligations for Feed and Food Business Operators
Imports of non-animal origin must be presented at DPE as defined by Article 3

letter b of Regulation 669/2009, while imports of animal origin need to be chan-
nelled through Border Inspection Posts (BIP). For this reason, business operators
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must give prior notification to the competent authorities of the DPE/BIP of the
arrival of consignments covered by Regulation 322/2014. Notification must be
given at least two working days before the envisaged arrival by filling the relevant
part of the CED (Article 9).

Performance of Official Controls and Release for Free Circulation

With reference to official controls, competent authorities of DPE (or BIP, in case
of import of animal origin) must perform:

1. Documentary checks on all consignments of products and on the ones that
must be accompanied by the declaration (Article 5, paragraph 4)

2. Random identity and physical checks, including laboratory analysis in the pres-
ence of Cs-134 and Cs-137.

When laboratory tests are performed, the analytical results must be available
within a maximum of five working days. In case results of the laboratory analysis
reveal that the content of the declaration accompanying the consignment is false,
the declaration is considered invalid and the consignment not compliant with the
Regulation (Article 10). Non-compliant products must be disposed of or returned
to Japan (Article 13).

3.6.2 GMO Rice and Rice Products from China Decision
2011/884/EU (as Amended by 2013/287/EU)

3.6.2.1 Background

In September 2006, some EU Member States reported through the RASFF several
cases of Chinese rice products contaminated with the (unauthorised) genetically
modified (GMO) rice type Bt 63. In response to that, the European Commission
has adopted emergency measures under Decision 2008/289/EC (European
Commission 2011d), with the objective to prevent further importation into the EU
of similar products.

In 2010, the presence of new rice varieties containing other unauthorised GMO
types (Kefeng 6 and Kemingdao 1) was reported. Furthermore, two subsequent
audits performed by the FVO in China in 2008 and 2011 (DG SANCO 2008,
2011c) have confirmed the presence of a high risk of further introductions into the
EU of rice products contaminated with unauthorised GMO.

This ultimately resulted in the broadening of the range of products and the
strengthening of the import requirements applicable through the adoption of
Decision 2011/884/EU (European Commission 2011e). Following the entry into
force of this Decision, the number of RASFF notifications ensuing from official
controls increased significantly. Moreover, experience gained by Member States in
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implementing the requirements of the decision signalled the need to further widen
the spectrum of products subject to measures and to adjust certain aspects of the
sampling protocol. This ultimately led to the adoption of Decision 2013/287/
EU (European Commission 2013f), which, applicable as of 4 July 2013, amends
Decision 2011/884/EU.

3.6.2.2 Requirements

Decision 2013/287/EU applies to a number of feed and food products listed in
its Annex I originating in or consigned from China (Article 1). The scope cov-
ers both rice products of non-animal origin (e.g. rice flour) and animal origin (e.g.
uncooked pasta containing eggs). It foresees that import requirements must be
reviewed regularly so as to take into account new developments in the situation,
including scientific and technical progress in the methods for sampling and analy-
sis (Article 10).

Obligations of Feed and Food Business Operators

Business operators exporting products of non-animal origin covered by the emer-
gency measure in place must give adequate prior notification of the estimated date
and time of the physical arrival of the consignment and of its nature to the competent
authorities of the relevant DPE. To this end, they must use and complete the CED.
The notification to the DPE must be made at least one working day prior to the
physical arrival of the consignment. In case of import of animal origin, the Common
Veterinary Entry Document (CVED), as provided for in Regulation (EC) No.
136/2004 (European Commission 2004c) must be transmitted to the BIP (Article 3).

Each consignment must be accompanied by an analytical report for each lot
and a health certificate in accordance with the models set out in the other Annexes
to the Decision. Both documents must be signed and verified by an authorised
representative of the Chinese competent authorities. Where a product is not con-
taining, consisting of or produced from rice, the analytical report and the health
certificate may be replaced by a statement from the business operator indicating
that the feed or food is not containing, consisting of or produced from rice.

Additionally, each consignment must bear an identification code which should
appear on all documents accompanying the consignment and on each individual
bag of which the consignment consists of (Article 4, paragraph 4).

Performance of Official Controls and Release for Free Circulation
In order to ensure that the import conditions are complied with, each consign-

ment of products must be subject to systematic (i.e. 100 %) documentary checks
by competent authorities at the DPE (or BIP if the product is of animal origin).



3.6 Emergency Measures of Broader Scope Covering Imports ... 83

If the health certificate or the analytical report is missing, the consignment must
be redispatched to China or, alternatively, destroyed, in accordance with Article 5,
paragraph 2.

After the documentary checks, the competent authority of the DPE/BIP must per-
form systematic (i.e. 100 %) physical checks, including sampling and analysis for
the presence of unauthorised GMO. If the consignment consists of several lots, sam-
pling and analysis must be performed on each lot. The competent authority of the
DPE may allow onward transportation of the consignment until its final destination,
while results of the controls are still pending, provided that the consignment remains
under the supervision of the competent authorities. The release for free circulation is
only possible where the results of the control activities performed indicate full com-
pliance with the applicable EU requirements (Article 5, paragraphs 3, 4 and 5).

3.6.3 Melamine in Milk and Soy from China: Regulation
(EU) No. 1135/2009

3.6.3.1 Background

In September 2008, high levels of melamine were found in infant milk and other
milk products with Chinese origin. In order to counter the health risk that could
result from the exposure to high melamine content in feed and food products, the
European Commission adopted Decision 2008/798/EC (European Commission
2008b) in autumn 2008. This measure prohibited the importation into the EU any
product containing milk or milk products, and soya or soya products intended for
the particular nutritional use of infants and young children. It also required EU
Member States to perform systematic (i.e. 100 %) controls on all consignments orig-
inating in or consigned from China of feed and food containing milk, milk products,
soya or soya products and of ammonium bicarbonate intended for feed and food.

Following the adoption of Decision 2008/798/EC, the number of RASFF notifi-
cations concerning melamine in Chinese products decreased considerably. Chinese
authorities had also implemented strict surveillance on their exports prior to dis-
patch. Against this background, Decision 2008/798/EC was reviewed in order
to relax checks at import. Nevertheless, with reference to products intended for
infants and young children, because of the role they play in the nourishment of
those individuals, the Commission decided to maintain the import prohibition. The
withrawal of this measure is however currently being considered.

Requirements

Regulation (EC) No. 1135/2009 (European Commission 2009d) foresees special
import restrictions for feed and food containing milk, milk products, soya or soya
products and ammonium bicarbonate from China.
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Suspension of Import

At present, the import of products containing milk, milk products, soya or soya
products intended for the particular nutritional use of infants and young children
is prohibited into the EU. Member States must ensure that none of such prod-
ucts is present on the market and, in case is found, is immediately withdrawn and
destroyed (Article 2).

Obligations of Feed and Food Business Operators

As concerns ammonium bicarbonate intended for feed and food or feed and food
containing milk, milk products, soya or soya products from China, business opera-
tors must give prior notification to the relevant CP of the estimated date and time
of arrival of the consignment (Article 3).

Performance of Official Controls and Release for Free Circulation

EU Member States are required to carry out systematic (i.e. 100 %) documentary
checks on incoming consignments of products subject to prior notification and
approximately 20 % identity and physical checks, including sampling and labo-
ratory analysis in order to verify possible presence of melamine. Consignments
must be kept under official supervision, pending the availability of the results of
the laboratory analysis (i.e. no possibility for ‘onward transportation’) (Article 4,
paragraph 1).

Additionally, EU Member States may carry out random physical checks on
other feed and food products with a high protein content originating from China.
In any event, if a product is found to contain more than 2.5 mg/kg melamine, it
must not be allowed to enter the feed and food chain and must be safely disposed,
in accordance with Article 4, paragraph 2.

All official controls must be carried out at designated CP for this purpose.
EU Member States must communicate their CP to the European Commission, in
accordance with Article 4, paragraph 3 (Table 3.5).
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Chapter 4
Conclusion

Veronika Jezso

Potential contamination of feed or food affects all countries and may often have
a substantial impact on public health, animal health and the economy. On the
other hand, consumers rightly expect and demand the highest level of safety when
it comes to what they eat. For this reason, feed and food safety requires ongo-
ing monitoring by all stakeholders, including market surveillance by competent
authorities and international cooperation. Education and training play also a piv-
otal role in ensuring that the highest safety standards are met.

It is evident that feed and food safety is currently one of the main objectives of
the EU, embracing all segments of the relevant chain, including primary produc-
tion, processing and distribution. In this context, EFSA strives to strengthen public
trust in the EU food safety system, by providing advice based on sound science
and operating in a transparent, open and independent manner.

Historically, policy-makers, at EU and national level, have focussed their atten-
tion and efforts primarily on zoonoses, i.e. human diseases transmitted by animals
or food of animal origin. However, over the last few years, a shift in this approach
has been observed with policy-makers becoming increasingly aware that feed and
food of non-animal origin are also potential carriers of contaminants and may,
thus, involve serious health risks.

As regards imports of non-animal origin, recent food scares, such as the E. coli
in 2011, and RASFF data confirm that a certain level of surveillance by the EU on
feed and food in provenance from other countries is warranted.

All this considered, it does not come as a surprise that the amount of EU leg-
islation regulating the safety of imports of non-animal origin has been growing
significantly over the past years to the extent that it can be now regarded as a self-
standing area of EU food law.

Indeed, the EU is currently entrusted with a wide range of policy tools in this
area, including market surveillance, reinforced border controls, approval of pre-
export checks and emergency measures: altogether they allow the adoption of the

An erratum of this chapter can be found under DOI 10.1007/978-3-319-14014-8_5
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most appropriate risk management measures, or the modification of the existing
ones, on a case-by-case basis.

From what precedes, one could conclude that the current design of EU policy
on imports of non-animal origin is fit for purpose insofar as it enables EU deci-
sion-makers to develop effective and proportionate responses to new as well as
known risks.

If, on the one hand, based on the extensive analysis provided in this book, we
would tend to agree with such conclusions, on the other, we believe that some
improvements could be introduced in order to ensure greater consistency across
this policy area.

More precisely, after 5 years of implementation, the EU regime of reinforced
border surveillance provided for by Regulation (EC) No. 669/2009 appears to be
well established and functioning to a satisfactory degree. Indeed, such a regime
provides all stakeholders (i.e. non-EU countries, exporters/importers and national
authorities at import) with a clear legal framework for official controls on certain
imports of non-animal origin, based on the following:

1. Prenotification of consignments through a common document (i.e. CED);

2. Mandatory presentation at designated points of entry on the EU territory
(i.e. DPEs);

3. Regular review of the list of imports subject to border surveillance, based on
results of the checks performed by EU Member States; and

4. Publication of reports by the European Commission detailing results of official
controls performed by EU Member States.

If one takes such a regime as a common baseline for the whole area governing
imports of non-animal origin, he/she will immediately notice that not all the emer-
gency measures introduced or amended following the adoption of Regulation
669/2009 are wholly consistent with the provisions of this latter.

To exemplify, Regulation (EU) No. 258/2010 setting import conditions for
guar gum from India foresees prenotification of relevant consignments, although
not through submission of a CED, and mandatory channelling through CPs on the
EU territory (instead of DPEs). The same consideration applies to Regulation (EC)
No. 1135/2009 regarding feed and food with Chinese origin at risk of contamina-
tion with melamine, where, again, a CED is not used and business operators must
present their consignments at CPs designated for this purpose.

Furthermore, Regulation (EU) No. 884/2014 still maintains a control regime
for products presenting a high risk of aflatoxin contamination involving DPEs and
DPIs at the same time, a control regime that is different from the one designed
by Regulation 669/2009 for similar product/risk combination although of a lower
risk. It is a fact that exporters, importers as well as enforcement authorities still do
not fully understand the reasons behind the coexistence of two different regimes
within the same area.

Also, with a few exceptions (i.e. Fukushima’s import restrictions and the EU
ban on Bangladeshi paan leaves, Sects. 3.5.4.2 and 3.6.1), none of the emergency
measures currently in place explicitly includes a review clause requiring the
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European Commission to reassess the situation, at pre-established dates, in the
light of the prevalence of the risk and/or based on the results of official controls. In
addition to that, Regulation 669/2009 remains the only piece of legislation across
the area of imports of non-animal origin where full publicity is given to results of
the official controls carried out by national authorities in EU Member States.

Based on the above, we are of the view that increased uniformity in the termi-
nology used and in the modalities for performing official controls, together with
full transparency when it comes to the outcome of said controls, is an essential
step to ensure the current EU policy approach to imports of non-animal origin is
fully consistent. Whereas increased uniformity would ultimately result in greater
ease of implementation of the applicable import requirements by competent
authorities of EU Member States, full transparency would, instead, provide fur-
ther confirmation, in EU trade partners’ eyes, that such requirements are evidence-
based and remain proportionate over time.
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