Executive Note

The Official Feed and Food Controls (Scotland) Regulations 2007
SS1/2007/522

The above instrument is made under powers conferred by section 2(2) of the European
Communities Act 1972,

Policy Objectives

1. The regulations revoke and re-enact with changes the Official Feed and Food Controls

(Scotland) Regulations (SSI 2005/616). This instrument provides for the execution
and enforcement of feed and food elements of Regulation (EC) No. 882/2004 on
official feed and food animal health and animal welfare controls. It designates the
competent authorities and enforcement authorities and creates relevant offences and
penalties. In particular, it provides for enforcement of rules on official controls of feed
and food of non-animal origin imported from outside the Community. Additionally, it
provides for the recovery of certain expenses incurred by competent authorities from
feed and food businesses.

Legislative Background

2. Regulation 882/2004 sets out a framework of requirements for the authorities in

Member States (the competent authorities) that are responsible for monitoring with
feed and food law by feed and food businesses (as well as checking that animal health
and welfare rules are adhered to) official controls. This framework includes the
principles that should be adopted e.g. a risk based and farm to fork approach, and
specifies operational criteria with which the authorities must comply, e.g. they must
be audited to assess the effectiveness of their performance. The Regulation also
includes rules for Official controls of feed and food on non-animal origin imported
from outside the Community (third countries), and a framework for financing official
controls.

2.1 The provisions of the EC Regulation apply directly in the Member States. Most of

these consolidate previous requirements such as the official control arrangements
in the UK for feed and food which were already generally consistent. However, some
upgrading and some new measures are necessary. In particular, national legislation is
required to extend to the Food Standards Agency’s existing function (set out in the
Food Standards Act 1999) to monitor and audit enforcement authorities. It is also
needed to provide for the enforcement of requirements for checks of third country
imports of feed

and food of non-animal origin.

In revoking previous legislation, the instrument provides the necessary national
provision in respect of recovery of expenses arising from:

e Official controls which are undertaken following the detection of non-compliance
with feed or food law and that exceed the authority’s routine control activities, i.e.
‘ additional official controls’; and



2.3

e Administrative actions in cases of non-compliance with feed or food law where
assistance and co-operation with the member states and the Commission has been
necessary.

The replacement instrument updates the legal powers of the authorities
responsible for controls of feed and food of non-animal origin from outside
the Community to help ensure more effective application more effective
application of the rules in this area.

Extent

3.

The Regulations extend to Scotland only. Parallel legislation has been made in
England, Wales and Northern Ireland.

Policy Background

4.

The objective of the EC regulation is to create a more comprehensive and integrated
risk-based, ‘farm to fork’ approach to official controls. The underpinning aim is to
improve consistency and effectiveness of controls within Member States across the
EU and to provide safeguards to consumers. The EU Regulation also aims to provide
a greater degree of transparency about enforcement arrangements. It will aim to
harmonise the funding of official controls in order to create a more level playing field
for businesses. The legislation will provide the enforcement powers required in
relation to provisions in the EU Regulation.

Consultation

5.

The public consultation in Scotland took place between 7 June and 30 August 2007. A
range of stakeholders were involved, including industry, trade associations and
enforcement bodies (see attached list). There were 7 comments received. Comments
can be viewed on the FSA website.

Guidance

6.

Full and comprehensive Guidance Notes on the provision on charges for expenses for
‘additional official controls’, which will aim to ensure the consistency of application,
have been produced and consulted on.

Impact

7.

A Regulatory Impact Assessment (RIA) has been produced and attached for
information. The RIA relates to the revisions made to SSI 2005/616, and in particular
to new provisions on recovery of expenses incurred by the competent authorities. The
costs to businesses for ‘additional official controls” and for administrative expenses in
cases where assistance and co-operation with the other Member States and the
Commission is necessary will be off-set by the savings to the competent authorities
(and indirectly the taxpayer).
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CONSULATION LIST

Aberdeen City Council

Aberdeen Scotch Meat Ltd

Aberdeen Smoked Salmon Co.

Aberdeenshire Council

AIC

Anaphylaxis Campaign

Angus Council

Argyll & Bute Council

Arla Foods (UK)

Association of Independent Crop Consultants

Association of Public Analysts

Association of Scottish Shellfish Growers

Association of Deer Management Groups

BASC Scotland

Baxters of Speyside

Brewers Association of Scotland

British Association for Shooting & Conservation

British Deer Society

British Poultry Council

British Trout

British Veterinary Association

Chivas Brothers Ltd

City of Edinburgh Council

Clackmannanshire Council

Clyde Fishermens Association

Comhairle Nan Eilean Siar

Convention of Scottish Local Authorities(COSLA)

Co-operative Group (CWS) Ltd

Dairy UK — Scotland

Dawnfresh Seafoods

DEER Commission Scotland

Diageo

Dumfries & Galloway Council

Dundee City Council

East Ayrshire Council

East Dunbartonshire Council

East Lothian Council

East Renfrewshire Council

Environmental Services Department

Falkirk Council

Federation of Small Businesses

Fife Council

First Milk Ltd

Food Certification (Scotland) Ltd

Food Innovation Institute (F2i)

Food Training & Consultants Company

FRS Marine Laboratory

Glasgow City Council




Grampian Country Food Group Ltd

Health Protection Scotland

Highland Council

Inverclyde Council

LACORS

MacPhie of Glenbervie Ltd

MacRae Fraserburgh Ltd

Macsween of Edinburgh

Macsween of Edinburgh

Mallaig & North-West Fishermen's Association

MciIntosh Donald

Meat and Livestock Commission

Midlothian Council

Moray Coast Produce

Moray Seafood Ltd

Neville Craddock Ass.

NFU Scotland

NHS Tayside

North Ayrshire Council

North Lanarkshire Council

North of Scotland Milk Co-operative

Orkney Fisheries Association

Orkney Herring Co Ltd

Orkney Islands Council

Orkney Quality Food & Drink Ltd.

Pataks Frozen Food

Perth & Kinross Council

Puremalt Products Ltd.

Quality Meat Scotland

Renfrewshire Council

Robert Wisemans Dairies

Rowett Research Services

Royal Environmental Health Institute for Scotland

Royal Highland & Agricultural Society of Scotland

SBCA Scotland

Scallop Association

Scot Trout Ltd.

Scot Trout Ltd.

Scotch Whisky Association

Scotch Whisky Research Institute

Scottish Agriculture College

Scottish Ass. of Meat Wholesalers

Scottish Association of Master Bakers

Scottish Beekeepers Association

Scottish Borders council

Scottish Chambers of Commerce

Scottish Consumer Council

Scottish Corn Trade Association Ltd

Scottish Enterprise

Scottish Enterprise/Food & Drink




Scottish Federation of Meat Traders

Scottish Fishermans Federation

Scottish Flour Millers Association

Scottish Food & Drink Federation

Scottish Food Enforcement Liaison Committee

Scottish Food Quality Certification Ltd

Scottish Food Safety Officers Association

Scottish Game/Dealers Processors Ass.

Scottish Gamekeepers Association

Scottish Grocers Federation

Scottish Health Food Retailers Association

Scottish Licensed Trade Association

Scottish Organic Producers Association Ltd

Scottish Retail Consortium

Scottish Rural Property and Business Ass.

Scottish Salmon Producers Organisation

Scottish Sea Farms Ltd.

Scottish Seafood Processors Federation

Scottish Shellfish Marketing Group Ltd.

Scottish Wholesale Association

Sea Fish Industry Authority

SEERAD, Animal Health & Welfare Branch

SEPA

Shetland Aquaculture

Shetland Islands Council

Simply Organic

Society of COs Environmental Health In Scotland

South Ayrshire Council

South Lanarkshire Council

Stirling Council

Strathaird Salmon Ltd

The Cheese Company

The Edinburgh Smoked Salmon

The Malt Distillers Association of Scotland

The Moray Council

United Distillers

United Fish Products

Voluntary Organisation

Walkers Shortbread Ltd

West Dunbartonshire Council

West Lothian Council

West of Scotland Fish Producers Organisation Ltd

Which




REGULATORY IMPACT ASSESSMENT - THE OFFICIAL FEED AND FOOD
CONTROLS (SCOTLAND) REGULATIONS 2007

Important note - The Scottish Statutory Instrument (SSI) which is the subject of this
Regulatory Impact Assessment (RIA) replaces the Official Feed and Food Controls
(Scotland) Regulations 2005. This RIA, therefore, focuses only on those measures that are
being introduced for the first time in the 2007 Regulations. It should be read together with the
RIA that was prepared for the 2005 Regulations as this, in effect, covers all the other
provisions in the 2007 Regulations. A separate RIA was not prepared for the 2006
Regulations as only minor amendments to references were made. This RIA concluded that
the measures provided do not introduce any new or significant costs for the competent
authorities or for feed and food businesses. It is available on the website of the Food
Standards Agency at http://www.food.gov.uk/multimedia/pdfs/foodfeedsiria2005.pdf.

1. Title of proposal

1.1  The proposal is for an SSI with the title: the Official Feed and Food Controls
(Scotland) Regulations 2007.

2. Purpose and intended effect

Objectives

2.1  The SSI revokes and replaces the Official Feed and Food Controls (Scotland)
Regulations 2005 (SSI 2005/616). These previous SSIs gave effect, in Scotland, to aspects of
the feed and food elements of Regulation (EC) No 882/2004 on official controls* that applied
from 1 January 2006. The principal purpose of replacing the current SSI is to give effect to a
provision in Regulation 882/2004 that applied from 1 January 2007. It will also give effect to
a provision that applied from 1 January 2006 that was not covered by the preceding SSls.
Some other minor amendments are also being made. The overall objective of the replacement
SSI remains the same, i.e. to contribute to delivering the anticipated benefits of a more
effective and consistent enforcement system and, consequently, raise standards of food safety
and consumer protection.

Devolution

2.2  The Regulations apply to Scotland only. England, Wales and Northern Ireland are
making separate but parallel legislation.

! Regulation (EC) No 882/2004 of the European Parliament and of the Council on official controls performed to
ensure the verification of compliance with feed and food law, animal health and welfare rules. Official Journal
L191, 28.5.2004, 1-52.


http://www.food.gov.uk/multimedia/pdfs/foodfeedsiria2005.pdf

Background

Requlation (EC) No 882/2004 on official controls

2.3  Regulation 882/2004 on official feed and food, animal health and animal welfare
controls (which is the subject of a separate RIA?) was adopted in April 2004. Most of its
provisions applied from 1 January 2006 and others from 1 January 2007. Detailed
information on the feed and food elements of the Regulation is provided in the RIA for SSI
2005/616 and in Q&A Notes published by the Food Standards Agency (FSA).® As regards
this RIA, the following detailed information is relevant.

Expenses arising from additional official controls

2.4  Regulation 882/2004 includes provisions on financing of official controls. These
place a general obligation on Member States (MSs) to ensure that controls are properly
funded but, in broad terms, it is left to the MS to decide how. In doing so, however, the MS
must operate within a defined framework and must take account of certain principles in
calculating fees where these are imposed. The framework requires mandatory fees for certain
control activities. This includes a requirement for the competent authorities to charge
feed/food businesses for the expenses arising from control activities which are undertaken
following the detection of non-compliance (with feed or food law) and that exceed the
competent authority's normal control activities - i.e. 'additional official controls' (this
requirement is at Article 28 of the Regulation). Further information about this requirement is
provided at Annex A of this RIA.

2 The RIA for Regulation 882/2004 on official controls is available on the FSA website at:

http://www.food.gov.uk/multimedia/pdfs/offcriaapr04.pdf

¥ Regulation (EC) No 882/2004 on official controls performed to ensure the verification of compliance with feed
and food law, animal health and animal welfare rules - Q&A Notes for enforcement authorities on the feed and
food elements (Revision 1, January 2006) - available on the FSA website at:
http://www.food.gov.uk/multimedia/pdfs/offcqgaguidancenotes.pdf



http://www.food.gov.uk/multimedia/pdfs/offcriaapr04.pdf
http://www.food.gov.uk/multimedia/pdfs/offcqaguidancenotes.pdf

2.5  'Additional official controls' are those that exceed an authority's 'normal control
activities' which are those required by Community and national legislation and, in particular,
those described in the 'multi-annual national control plan' (NCP) for the MS. Regulation
882/2004 requires that such a plan be in place from 1 January 2007 and Commission
Guidance® suggests that it should cover a period of three to five years. It should detail the
roles and responsibilities of the competent authorities involved in official controls and set out
their planned control activities for the period of the plan. The NCP for the UK was published
in December 2006 and is available on the FSA website at the link below.

http://www.food.gov.uk/foodindustry/requlation/europeleg/feedandfood/ncpuk

2.6 As regards policy in applying this provision, the Commission indicated during the
negotiations that liability to pay a charge under the provision was likely to arise only in
serious or significant cases as these would not be foreseen in the NCP (e.g. major dioxin
incidents). Given this, although all cases will need to be considered on a case-by-case basis,
this means that, in practice, it is expected that the provision will apply only infrequently (a
very small number of cases annually). The Agency is developing, in parallel to the SSI,
guidance for applying the provision based on this policy approach.

2.7 Clearly, the NCP is key to applying this provision. Preparation of the first UK NCP
was a major exercise and although it was in place on time, it has delayed the work on
applying the Article 28 charging provision. In addition, the Agency also delayed initiating
work on Article 28 in the expectation that the Commission would establish more detailed
implementing rules with the aim of ensuring a harmonised approach across all MSs (the
Commission is empowered to do this under Regulation 882/2004). In the event, the
Commission has not yet started work on developing these rules.

Co-ordinated assistance and follow-up by the Commission

2.8  The Regulation includes provisions concerning arrangements for the competent
authorities of the different MSs to work together and with the Commission where the results
of official controls indicate repeated non-compliance with feed/food law and action is needed
in more than one MS. From the discussions that took place during the negotiations on
Regulation 882/2004, it is understood that this does not relate to those issues which must be
reported using the Rapid Alert System for Feed and Food (RASFF)° but rather only to intra-
Community trade and where the issues that have arisen do not impose a serious risk to human
or animal health or to consumer interests. It would include more minor issues such as
mislabelling of food. In such cases and where official controls indicate repeated non-
compliance or other risks, MSs are required to charge feed/food businesses for expenses
arising from: (a) the administrative actions required to inform the Commission and the
competent authorities of the other MSs and (b) the costs incurred by the Commission if it
sends an inspection team to investigate (the provision is not concerned with the costs of the
controls themselves). Again, further detail is provided at Annex A of this RIA.

Application of EU Requlation 882/2004 in the UK

2.9  Regulation 882/2004 is directly applicable in the MSs (i.e. its provisions are in
themselves the law in MSs) but some measures are required at national level to give effect to
its provisions. For the most part, responsibility for applying the feed and food elements of

* Draft Commission Decision (EN 660005) setting out guidelines to assist Member States in preparing the single

integrated multi-annual national control plan provided for in Regulation (EC) No 882/2004 of the European
Parliament and of the Council.

More information on RASFF is available at: http://ec.europa.eu/food/food/rapidalert/index_en.htm



http://www.food.gov.uk/foodindustry/regulation/europeleg/feedandfood/ncpuk
http://ec.europa.eu/food/food/rapidalert/index_en.htm

Regulation 882/2004 in the UK lies with the FSA. The Department for Environment, Food
and Rural Affairs (Defra) and the Agriculture/Rural Affairs Departments in the Devolved
Administrations® have responsibility between them for those feed and food elements that fall
outside the FSA's remit (e.g. beef labelling, standards for organic products, protected food
names; residues of pesticides and veterinary drugs, medicated feed etc.). Arrangements are in
place for joint working across the Departments with a view to ensuring consistency of
approach.

2.10 As regards FSA areas of responsibility, most of the provisions of Regulation
882/2004 which applied from 1 January 2006 are given effect by the Official Feed and Food
Controls (Scotland) Regulations 2005 (2005/616). This SSI is now being updated and
amended.

The Official Feed and Food Controls (Scotland) Requlations 2007

2.11  An explanation of the provisions of the 2007 Regulations is given at Annex B. The
draft SSI is at Appendix 1 of the consultation package.

2.12  The principal purpose of introducing this SSI and replacing SSI 2005/616 is to give
effect to the provision at Article 28 of Regulation 882/2004 on expenses arising from
additional official controls (see paras 2.4 to 2.7 above). This applied from 1 January 2007.

2.13 The SSI will also introduce a new measure to allow the competent authorities to
recover certain expenses where assistance and co-operation between the Member States and
the Commission (see para 2.8) has been necessary. This measure applied from 1 January
2006 but was missed when the original 2005 SI was introduced.

2.14 In addition, some of the definitions required for interpretation of the SSI are being
amended to reflect recent changes to Community and other national legislation. Also, the
schedules which set out the responsibilities of the designated competent authorities are being
updated to include reference to those provisions in Regulation 882/2004 that applied from 1
January 2007 These particular amendments have no cost implications and are not,
therefore, considered further in this RIA.

2.15 Finally, some of the measures relating to controls of feed and food of non-animal
origin from outside the EU are also being amended to: (a) help ensure more effective
application and enforcement by the competent authorities and by officials of Her Majesty's
Revenue and Customs; and (b) to reformulate the provision on liability for charges such that
it is consistent with the new provisions on expenses (see Annex B of this RIA). These
particular amendments to the imports provisions are cost neutral to enforcement and
industry stakeholders and are not, therefore, considered further in this RIA.

Rationale for Government intervention

2.16 A risk assessment for Regulation 882/2004 as a whole was included in the associated
RIA (see footnote 2). This concluded that the new arrangements would contribute towards a
reduction in food-borne disease, a reduction in contamination incidents and to increased
consumer protection, and to a reduction in the costs associated with these. It would also lead,
in turn, to increased consumer confidence in food produced within the Community and in
imported food.

® Scottish Government Environment Directorate, the Welsh Assembly Government Environment, Planning and

Countryside Department, and the Department of Agriculture and Rural Development for Northern Ireland.



2.17  As regards expenses arising from additional official controls, the RIA for Regulation
882/2004 concluded that there will be some transfer of costs from the competent authorities
to businesses as MSs will be required to charge in these cases. It was considered that
incidents where charges would apply (serious or significant cases only) will occur only
infrequently or uniquely and concluded that it was not possible to quantify what the costs
may be.

2.18 The new measures included in the Official Feed and Food Controls (Scotland)
Regulations 2007 will also contribute to delivering the anticipated benefits of a more
effective and consistent enforcement system. If there is no Government intervention,
Regulation 882/2004 will not be applied fully in the UK. There would then be a risk of
challenge from the European Commission following inspection by its Food and Veterinary
Office of UK arrangements and their compliance with the requirements of Regulation
882/2004.

3 Consultation
Within Government

3.1  Consultation at official level has been ongoing throughout the drafting of the SSI and
RIA and, in particular, with DG Environment, the Agriculture/Rural Affairs Departments in
other Devolved Administrations. These Departments are responsible for applying the
relevant provisions in respect of feed and food law for which they are responsible (see para
2.9 above).

Public Consultation

3.2 A full 12 week public consultation has been undertaken on the SSI and on the
guidance on expenses arising from additional official controls was undertaken between the 7"
of June 2007 and 30" of August 2007. During this time, the Agency also proposes to engage
with stakeholders on a less formal basis. This will include discussion with the Agency's
Enforcement Liaison Group,” as well as participation in relevant seminars and training
courses etc., and publication of regular briefings and updates on the Agency's website.

3.3 In addition, the FSA worked with the IRIS Unit of the Scottish Government
Enterprise, Energy and Tourism Directorate in the production of this RIA.

3.4 The FSA also wrote to all interested parties included in the original public
consultation on 7" of September to bring some additional proposed technical amendments to
the SSI to their attention and to provide them with the opportunity to comment.

3.5 A summary of the responses on the specific issues on which views were sought,
together with details of other significant points raised by stakeholders, is given at Annex D (a
summary will also be published on the Agency's website in due course). In essence, the
majority of comments made related to the proposals on applying the provision on expenses
arising from additional official controls (as outlined in the Guidance Notes). In general,
stakeholders accepted in principle that charges should be imposed but there were a number of

" The Enforcement Liaison Group is a stakeholder group which was established to strengthen and develop links
between the FSA and local authority food law enforcement services. As well as representatives from
enforcement authorities, membership comprises representatives from consumer, professional and industry
bodies. The Group provides a forum for discussion of strategic food law enforcement issues.



concerns as regards how the provision may be applied in a fair and consistent manner by the
competent authorities, and that there was no formal right of appeal in the domestic
legislation. There were no objections to any of the other proposed measures: (a) recovering
certain administrative costs associated with assistance and co-operation between Member
States and the Commission; (b) updating the legal powers of the authorities responsible for
controls of feed and food of non-animal origin from outside the EU; and, (c) the changes to
the definitions in the Sl to reflect changes to Community and national legislation.

3.6.  All responses received as part of the consultation exercise and interested parties letter
were given careful consideration. This RIA, the SI, and the Guidance Notes have been
revised, where appropriate, in the light of stakeholders' views.

4 Options

4.1 A legal basis in domestic legislation is required to give effect in Scotland to the
particular elements of Regulation 882/2004 that this RIA covers. The policy options are,
therefore, limited to the following:

e Option 1 - Do nothing. This would mean that it would not be possible to apply these
particular elements of Regulation 882/2004 in Scotland as the competent authorities
would not have the necessary legal powers.

e Option 2 - Adopt the SSI to ensure that the competent authorities for Scotland may fulfil
their obligations under Regulation 882/2004 and that provision is made for them to
charge for: expenses arising from additional official controls; and, expenses associated
with cases where co-ordinated assistance with the other MSs and follow-up by the
Commission has been necessary. As regards expenses arising from additional official
controls, application of this must be linked to the UK's NCP which aims to describe all
the 'normal control activities' of the relevant authorities. Guidance on what constitutes
these 'additional control activities' and on when Article 28 charges may apply has been
developed in parallel with the FSAS.

5. Costs and Benefits

Sectors and groups affected

Competent authorities

5.1  The provisions that this RIA covers relate to charging by the competent authorities.
These are the authorities that are responsible for organising and undertaking official feed and
food controls. In the UK, this responsibility is held centrally but, in practice, day to day
responsibility for official control functions is divided between central and local Government.
This is illustrated in the figures at Annex C of this RIA. The scope of the SSI which is the
subject of this RIA is restricted to those areas of feed and food law for which the FSA is
responsible at central level and to Scotland only. The relevant competent authorities are: the
FSA (including the Meat Hygiene Service, and other Government Agencies that undertake
official control functions on behalf of the Agency), and feed and food law enforcement
services of local authorities.

Feed and food businesses

5.2  The charges will be levied against feed and food businesses. There are approximately
91,000 feed business establishments in the UK (breakdown figures for each country of the



UK are not available). This includes producers of feed materials, manufacturers of additives
and premixtures, manufacturers of compound feedingstuffs, importers, distributors, retailers
and farms. With regard to food there are approximately 55,000 establishments in Scotland
which include slaughterhouses, cutting plants, manufacturers, processors, packers, importers,
distributors and wholesalers, retailers, and restaurants and caterers. There are also
approximately 28,000 holdings making up the primary food production sector in Scotland.

Consumers

5.3  The proposed measures will contribute towards the overall expected benefits of
application of Regulation 882/2004, i.e. a reduction in food-borne disease, a reduction in
contamination incidents, and to increased consumer protection. In addition, relevant costs
that, indirectly, currently fall to the taxpayer will fall in future to the feed and food industry.

Social and environmental impacts

54  The Agency believes that the SSI will not have any impact on racial equality or on
social or environmental sustainability issues.

Administrative burdens

55  This SSI does not include any new information obligations on businesses and the
Agency considers that there are no new administrative costs arising from it.

Analysis of costs and benefits
Benefits
Option 1

5.6  This option will maintain the status quo and so will not generate any incremental
benefit.

Option 2

5.7 Expenses arising from ‘additional official control activities' - Costs arising from
additional controls currently fall to the tax payer but will, in future, fall to businesses. This
follows the 'polluter pays' principle thereby creating an additional incentive for complying
with legal requirements. Although it is not possible to quantify the effect, and albeit that this
is not likely to be significant, this in turn may contribute towards a reduction in
contamination incidents and food-borne disease and the costs associated in dealing with
these. As relevant costs currently fall to the competent authority, but will fall in future to the
feed and food industry, there will be a saving. This saving is, indirectly, a saving to
taxpayers. This is estimated at £11 million - an explanation is provided at paragraph 5.15
below.

58  Co-ordinated assistance and follow-up by the Commission - This relates to
administrative costs of informing the other MSs and of travel and subsistence costs associated
with the Commission sending an inspection team to investigate cases where repeated non-
compliance has been found. Businesses will only be subject to charges where they have not
complied with feed/food law such that this too follows the 'polluter pays' principle.




Costs
Option 1

59  As there would be no change to current arrangements for financing of official
controls, there would be no compliance costs for the competent authorities or for businesses.
However, to do nothing would leave the UK in breach of an EU obligation to apply
Regulation 882/2004. There is also a risk of challenge from the European Commission
following inspection by its Food and Veterinary Office of UK enforcement arrangements and
their compliance with the requirements of Regulation 882/2004. In view of this, the FSA
considers that Option 1 is not viable.

Option 2
Costs for the competent authorities

5.10 In relation to both expenses arising from additional official control activities and co-
ordinated assistance and follow-up by the Commission, there may be new administrative
costs for the competent authorities in terms of collection of monies, including: (a) invoicing
and general administrative costs; and (b) costs for pursuing unpaid monies through the courts.
As regards (a), such costs should not be significant as competent authorities will already have
procedures in place and the number of cases per year is expected to be very small. Similarly,
in relation to (b), overall costs are not anticipated to be significant given the number of cases
per year is expected to be very small.

5.11 In cases where charges are made for additional official controls, it is possible that
some additional public expenditure may arise as a consequence of an increase in business
requests for referee chemical analysis or microbiological examination of samples. Such
referee analysis or examination is undertaken in cases where there is a dispute between a
business and the enforcement authorities as regards laboratory findings. The Government
Chemist acts as the referee laboratory and the cost of the service, with the exception of a
nominal administration fee, is borne by the Department for Innovation, Universities and
Skills (DIUS). In the case of samples submitted to the referee laboratory, typical costs range
from £5,000 for a simple case to £30,000 for a complex investigation. It is, however, not
possible to estimate of the number of additional referee samples that may be submitted
annually or the complexity of any associated investigations (see para 5.13 below). However,
given the small number of anticipated incidents to which expenses arising from additional
official controls will apply, it is not likely that any costs associated with additional referee
sample analysis or examination will be significant.

Costs for businesses - expenses arising from additional official controls
These are relatively minor costs which are likely to be incurred only infrequently.

5.12 Where feed/food businesses have operated in compliance with feed/food law, the
proposed measures have no implications.

5.13 In terms of total potential costs where non-compliance is detected and ‘additional
controls' are necessary, annual costs may be estimated on the basis of the typical amount that
businesses would be charged per incident and the expected annual number of incidents to
occur. However, as highlighted previously, this is extremely difficult to do as it is not
possible to predict the number, nature or extent of serious or significant incidents that may
occur and where charges will be appropriate. It is also important to recognise that the cost of



an incident may vary widely from case to case depending on the type of additional control
activities undertaken and the volume of such controls that are required. The variations include
costs for:

e Enforcement or inspection visits: costs vary depending on the degree and nature of
activity that the enforcement officer must undertake.

e Sampling activities - the average cost lies between £25 and £100 per sample depending
on the type of product being sampled.®

e Chemical analysis or microbiological examination - costs range between £50 and £400
per sample.” Exceptionally the costs of particularly complex analysis, as in the case of
dioxin, may start at £700 per sample.’®

5.14 Notwithstanding these points, an indication of annual costs to all competent
authorities in Scotland has been estimated as described below.

5.15  With regard to labour costs (officer time) associated with feed/food incidents, it can
be estimated that in the order of 20 officer days per year may be allocated to dealing with
incidents by each of the 32 local authorities in Scotland.™* This suggests a total annual cost
of £117,000 to local authorities handling incidents in Scotland.

5.16 In 2006, the total number of incidents reported to the Agency by local authorities
(under the provisions of the Food Law Code of Practice) was 1352, of which 10 were
classified as ‘high’ in accordance with the Agency’s Incident Response Protocol,*? giving an
average labour cost of around £1,000 per incident. Taking into account that a serious or
significant incident may require a much greater allocation of officer time it may be concluded
that such incidents represent a labour cost of £10,000.

5.17 In addition to labour costs, however, there will be costs for sampling and analysis, and
depending on the nature of the incident, these may represent a significant proportion of the
total charges made. It may be suggested that in dealing with a serious or significant incident,
the competent authority may need to take an additional 2,000 samples at a cost of £100 each
and have these analysed at a typical cost of £400 per sample. Based on the frequency of 10
serious incidents occurring annually (this was the number that occurred in 2006), this would
represent an upper bound estimate of the annual cost in England of £10.1 million.

5.18 The incidents that were classified as ‘high’ are described in the FSA Annual Report of
Incidents 2006™ and duplicated at Annex E of this RIA. It should be noted that the
application of expenses arising from additional official controls was not considered in these
cases as Article 28 has only applied since 1 January 2007. These incidents are provided only
as examples of the type of incident where charges for additional official controls may be
applied and in identifying them no judgement has been made as to whether such charges
would have been appropriate. They are being used for indicative purposes only in the
absence of real situations where Article 28 has been used. The post-implementation review of
the measures will be important in re-considering the costs to businesses.

8 Source: Data provided to the FSA in relation to its imported food sampling programme.

® Source: Data provided to the FSA in relation to its imported food sampling programme.
% Source: Data provided to the FSA by the Government Chemist in its consultation response.
' Source: Estimate of resource allocated in a cross section of local authority service plans.

2 Classification ‘high’ describes severe incidents that are complex and widespread. More information on the
Incident Response Protocol is at: http://www.food.gov.uk/consultations/ukwideconsults/2006/prevrespfood.

13 Report is available at: http://www.food.gov.uk/multimedia/pdfs/incidentsar.pdf
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Costs for businesses - expenses associated with co-coordinated assistance with the other
MSs and follow-up by the Commission

5.19 The costs incurred here are likely to be insignificant. As regards informing the other
MSs and the Commission of a problem where there is repeated non-compliance, this would
be achieved via a single email. As regards follow-up by the Commission, costs relate to
travel and subsistence expenses associated with a visit to a MS to investigate issues where
repeated non-compliance is found. Such visits are expected to take place only very
infrequently.

5.20 Annual total costs for this are estimated at approximately £10,000. This is based on
the assumption that there would be two visits of four days duration, and with a Team of three
inspectors. Costs are based on travel and subsistence costs for officials of the Commission's
Inspection Services (the Food and Veterinary Office).**

Summary of costs and benefits

521 11.1 The proposed Sl will ensure that the provisions on charges for expenses
arising from additional official controls and expenses associated with cases where co-
ordinated assistance with the other MSs and follow-up by the Commission has been
necessary are applied in Scotland. The cost to feed/food businesses will be off-set by savings
for the competent authorities (and indirectly to the taxpayer). The provisions will apply only
where there is non-compliance with feed/food law. The charges may, therefore, provide an
incentive to businesses to comply with legal requirements. This may contribute to a
reduction in food-borne disease and in contamination incidents and to increased consumer
protection but such an effect is unlikely to be significant.

6. Small Firms’ Impact Test

6.1  The provisions on charging will apply to all feed/food businesses including small
businesses. As with feed and business more generally, the charging provisions are expected
to affect only a few small businesses annually. Where charges are being levied for expenses
arising from additional official controls, Regulation 882/2004 requires that consideration be
given, amongst other things, to the interests of feed/food businesses with a low throughput. It
does not, however, specify the degree to which a reduction in charges should be made. As
the potential effect of charging will vary widely from sector to sector, depending on the
nature of the incident, the control activities that are needed, and on local factors etc. case by
case consideration is the most appropriate option.

6.2 The Small Business Service (SBS) was involved in the development of the RIA for
Regulation 882/2004 where the impact of the transfer of costs was first considered. It has also
been involved in the development of this RIA.

6.3  As regards consulting with small businesses, the Association of Convenience Stores
was invited to comment on the relevant issue in advance of consultation. For the consultation
itself, trade associations representing small businesses have been targeted. In addition,
individual businesses have been asked for their views.

7. ‘Test Run’ of Business Forms

14 Staff Regulations of Officials of the European Communities (Annex VII: Remuneration and reimbursement of
expenses (European Community website at: http://ec.europa.eu/civil_service/docs/toc100_en.pdf).
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7.1  There are no forms associated with this piece of legislation.

8. Competition Assessment

8.1  On the basis of a Competition Filter Test, the provisions in the SSI that affect
businesses are unlikely to have a negative impact on competition. These provisions apply to
all new and existing feed/food businesses but are expected to affect only a very small number
of businesses annually. In view of this, any effect on competition will be negligible.

9. Enforcement, sanctions and monitoring

9.1 The new provisions in the SSI relate to charges made to businesses by the competent
authorities for official controls and related activities. These represent fees for official control
activities (specifically for 'additional official controls’) and recovery of costs for certain
administrative expenses. These do not represent penalties as such and there are no criminal
law sanctions for non-payment. Bad debts will be pursued via normal channels and
businesses that fail to pay will be sued via the courts.

9.2  The effectiveness of the new provisions in the SSI will be monitored via feedback
from stakeholders as part of the ongoing policy process. The arrangements for engaging with
stakeholders are described in para 10.3 below.

9.3 Itis also a requirement under Regulation 882/2004 for each MS to report annually to
the Commission on its NCP. These reports will also provide a more formal means of
monitoring the effectiveness of the proposed measures.

10. Implementation and delivery plan

Implementation of the SSI

10.1  The SSI will be laid before the Scottish Parliament by 21 November 2007 with a
coming into force date of 14 December 2007.

Delivery plan

Guidance for businesses and for enforcers

10.2 Guidance Notes on applying the provision in the Sl on expenses arising from
additional official controls have been developed by the Agency and stakeholders were
consulted on these at the same time as on the SSI and the partial RIA. The responses received
have been taken into consideration in finalising the Guidance Notes and these will be
published on the FSA website.

Engagement with stakeholders

10.3 The Agency has developed a strategy for engaging with stakeholders regarding
Regulation 882/2004 and its application in Scotland (and elsewhere in the UK). This
includes on-going FSA website updates on all aspects of application of the Regulation and a
website log of frequently asked questions. In addition, the Agency's Enforcement Liaison



Group and its Animal Feed Law Enforcement Liaison Group™ is regularly updated and
provided with information. The Agency will also participate in key external events and
conferences etc.

11. Post implementation review

11.1 The SSI and associated Guidance Notes on the provision on expenses arising from
additional official controls will be kept under review and any feedback received from
stakeholders will be considered. The Guidance Notes will be also kept under review and
revised in the light of the experience of the competent authorities in applying Article 28
charges and the establishment of relevant case law.

11.2 Regulation 882/2004 empowers the Commission to develop detailed implementing
rules regarding the provision on charges for expenses arising from additional official controls
with a view to ensuring uniform application. Such rules are unlikely to impact on the legal
measure included in the SSI for Scotland but they may impact on the Guidance Notes. The
SSI and Guidance will, therefore, be reviewed if and when the Commission introduces such
implementing rules and revised if appropriate.

11.3 In addition, the European Commission is required under the provisions of Regulation
882/2004 to undertake a review of its application. The focus of the review will be the
provisions on financing of official controls. The review should have been undertaken in 2007
but was delayed as the new framework on financing had only just come into operation. The
Commission is now expected to initiate a review of the impact of the framework in 2008. The
UK will feed into this and will review the SSI and any other application measures as part of
that.

11.4  The annual reports on implementation of the UK National Control Plan - see above -
will also provide the basis to review the effectiveness of the application measures put
in place in Scotland (and throughout the UK).

12. Declaration

I have read the regulatory impact assessment and | am satisfied that the benefits justify the
costs.

Contact point

Lauren Caton

Strategic Policy and Consumer Engagement

Food Standards Agency, St Magnus House, 25 Guild Street, Aberdeen, AB11 6NJ
Tel: 01224 285118

Fax: 01224 285168

Email: strategic@foodstandards.gsi.gov.uk

5 This Group provides a forum to discuss animal feed law and related matters and identify common problems
and agree a co-ordinated approach to feed law enforcement. Membership of the Group comprises
representatives from all of the competent authorities with responsibility for feed law enforcement in the UK, as
well as LACORS.
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ANNEX A
RECOVERY OF EXPENSES

Expenses arising from additional official controls

Legal requirement

1. Rules on the financing of official controls are set out in Regulation 882/2004 at
Avrticles 26 to 29. These place a general obligation on MSs to ensure that official controls are
properly financed but, in broad terms, it is left to the MS to decide how. In doing so,
however, the MS must operate within a defined framework and should take account of certain
principles in calculating fees or charges where these are imposed. The framework requires
mandatory fees for certain control activities and this includes a requirement to charge for the
expenses arising from control activities which are undertaken following the detection of non-
compliance and that exceed the competent authority's normal control activities - i.e.
‘additional official controls'. This requirement is at Article 28.

2. Avrticle 28 must be read with Article 29 which requires that in setting the level of
expenses, account is taken of the principles laid down in Article 27. Those that are relevant
are set out at Article 27(4)(a) and 27(5). In practice, this means that the level of expenses
charged for 'additional official controls' should not exceed the actual costs of the competent
authority for the controls undertaken. In addition, MSs should consider the interests of
businesses with a low throughput, and the needs of businesses located in regions subject to
particular geographical constraints.

Relevant definitions

3. In interpreting the legal requirement, the following definitions are relevant:

e 'Official controls’ are defined for the purposes of Regulation 882/2004 at Article 2(1). In
effect, these are any form of check carried out by the competent authorities in the
Member States to verify whether or not feed/food business operators are complying with
the requirements set out in ‘feed law’/*food law’ (and animal health and welfare rules).
Such checks include, for example, inspections, audits, surveillance, sampling and analysis
etc. Enforcement measures (formal enforcement actions taken in order to address or
correct any non-compliances found, e.g. issuing of improvement notices, detention or
destruction of feed/food, or taking prosecutions etc.) instituted by the competent
authorities following these checks do not constitute ‘official controls'.

e 'Competent authorities' are defined for the purposes of Regulation 882/2004 at Article
2(4). In effect, these are the central authority or authorities of a MS that are responsible
for national official control arrangements as well as other authorities that have
responsibility for monitoring compliance with, and enforcement of the law.

e 'Operators' means 'feed business operators' and 'food business operators' as defined in
Regulation (EC) No 178/2002 on General Food Law.®

e 'Non-compliance’ is defined for the purposes of Regulation 882/2004 at Article 2(10) as
'non-compliance with feed or food law' (and with the rules for the protection of animal
health and welfare).

16 Regulation (EC) No 178/2002 of the European Parliament and of the Council laying down the general
principles and requirements of food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety. Official Journal L31, 1.2.2002, 1-24.



e 'Normal control activities’ are the routine control activities required under Community
or national law (this includes emergency safeguard measures adopted, for example, under
Regulation 178/2002) and, in particular, are those described in the single integrated
national control plan of the Member State. The requirement to have such a plan in place is
also set out in Regulation 882/2004. The UK National Control Plan for the period from
January 2007 to March 2011 is published on the FSA website at the link below. As well
as describing the roles and responsibilities of the different authorities and associated
bodies that are involved with official feed and food controls and how these authorities and
other bodies work together, it sets out the planned routine official control activities during
the period of the plan. For local authority feed and food law regulatory services, these
planned control activities are set out in more detail in each authority's Service Delivery
Plan which must be in place under the terms of the Framework Agreement on Local
Authority Food Law Enforcement.*’

http://www.food.gov.uk/foodindustry/requlation/europeleg/feedandfood/ncpuk

e ‘'Additional official controls' are those undertaken following the detection of non-
compliance and which exceed the routine activities of the competent authority. The
additional controls are required to check the extent of a problem, to verify whether
corrective action has been taken, and to detect and/or substantiate non-compliance. The
type (nature) and range of control activities that may be undertaken is the same as for
routine controls, e.g. sampling and analysis. It is the level of such activities, i.e. a level
over and above that which applies routinely, that characterises ‘additional official
controls'.

e ‘'Actual costs' should be calculated by reference to Annex VI of Regulation 882/2004.
This lists the criteria that should be taken into account. These are the salaries and costs
(facilities, tools, equipment, training, travel and associated costs) of staff involved in
carrying out official controls, and costs of sampling and laboratory analysis.

Co-ordinated assistance and follow-up by the Commission

Legal requirement

4. Detailed requirements for the provision of administrative assistance and co-operation
are set out at Articles 34 to 40 of Regulation 882/2004. These provisions aim to continue and
improve previous arrangements whereby the competent authorities of the different Member
States may work together and with the Commission where the results of official controls
indicate that action is needed in more than one country. To facilitate assistance, each Member
State is required to designate a ‘liaison body’ but this does not preclude direct contacts by
individual authorities. The provisions relate to intra-Community trade issues and require the
competent authorities of a MS on request to provide information and documentation to the
competent authority in another MS where this will assist with investigations within its
jurisdiction. In addition, where a competent authority in one MS becomes aware of a
problem that may have implications in another MS(s), it should pass on relevant information
to the other MS(s) without request.

5. Where an issue may have a particular relevance at Community level, the Commission
will become involved and will co-ordinate any action needed (Article 40). In particular,
where repeated non-compliance is found, the relevant competent authority must inform the
other MSs and the Commission. The Commission may then send an Inspection Team (in
collaboration with the MS reporting the non-compliance) to investigate (carry out an on-the-

1 More information is available at: http://www.food.gov.uk/multimedia/pdfs/frameworkjuly04.pdf.
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spot check) in the MS in which the feed or food originates and may request the competent
authority of that MS to intensify official controls and report on the action and measures taken.

6. Acrticle 40(4) requires the competent authority to charge feed/food business operators
for (a) administrative expenses incurred in informing the Commission and the competent
authorities of the other MSs where repeated non-compliance has been found and (b) the costs
incurred by the Commission if it sends an inspection team to carry out an ‘on-the-spot’ check.



ANNEX B

THE OFFICIAL FEED AND FOOD CONTROLS (SCOTLAND) REGULATIONS
2007 - SUMMARY OF PROVISIONS

Important note - the following summary has been prepared solely for the purposes of this

RIA and aims to explain only the principal elements of the SSI. The SSI revokes and
replaces the Official Feed and Food Controls (Scotland) Regulations 2006 (SS12005/616).
Where provisions have been amended or new provisions have been included, this is
highlighted using red italicised text.

Preliminary (Part 1)

These measures provide for the following:

Title, commencement and application (regulation 1) - This will specify the date on
which the SSI will come into force and that it applies in Scotland only.

Interpretation (regulation 2, and schedules 1 to 3) - This provides definitions that are
relevant to interpretation of the SSI. This includes definitions of Community legislation,
'relevant feed law’, and 'relevant food law'. These are being updated to reflect recent
changes/changes expected during the consultation period to Community and national
legislation.

Main provisions (Part 2)

These measures provide for the following:

Competent authorities (regulation 3 and schedules 4 and 5) - The Food Standards
Agency and local authorities are designated as having responsibility with regard to
official controls relating to feed and food. This covers areas of feed/food law for which
the Agency has responsibility at central level only. Those areas of feed/food law for
which Defra has responsibility at central level do not fall within the scope of this SSI.
Schedules 4 and 5 are being updated to make reference to the provisions in Regulation
882/2004 on financing of official controls - these applied from 1 January 2007.

Exchanging and providing information (regulation 4) - This provides a mechanism for
the competent authorities to share information on enforcement activity. This includes, for
example, information or data that may be required for the national control plans that the
UK must prepare and for the annual reports on implementation of these plans which the
UK must submit to the European Commission.

Obtaining information (regulation 5) - This gives powers to the competent authorities
to require “‘control bodies’ (i.e. private bodies or companies undertaking official control
tasks on behalf of a competent authority) to make available to them any information and
records associated with the carrying out of official controls. Again, for example, this
includes information that may be needed to ensure that obligations in the EU Regulation
for monitoring and reporting enforcement activity may be met.

Powers to issue codes of recommended practice (regulation 6) - This provides a power
to the Secretary of State to issue codes of practice for local authorities providing direction



with regard to the manner in which their duties to enforce feed and food law should be
carried out.

e Extension of the Agency's function to monitor the performance of enforcement
authorities (regulations 7 to 10) - The existing function is set out in the Food Standards
Act 1999. The provisions in the 1999 Act give the Agency the function of monitoring,
setting standards for, and auditing the performance of enforcement authorities. The
provisions restrict this function to the enforcement of: the Food Safety Act 1990 and
regulations made under it; Part 1V of the Agriculture Act 1970 and regulations made
under that part of the Act that are concerned with animal feed; and some, but not all, feed
and food legislation made under the European Communities Act 1972. The SSI includes
parallel provisions to those in the 1999 Act to cover other areas of ‘feed law’*® and “food
law’*® for which the Agency has responsibility and which fall within the scope of EU
Regulation 882/2004.

e Right of appeal for food businesses dissatisfied with decisions relating to the
approval of food establishments (regulations 12 and 13) - The requirements for
establishments to be approved is set out in EU legislation on food hygiene.*® However,
the procedures to be followed by the authorities responsible for granting approvals are set
out in Regulation 882/2004.

e Staff of the competent authorities of other MSs to accompany staff of the competent
authorities in Scotland when they undertake official controls (regulation 14) - This
applies when the authorities in Scotland are carrying out investigations as a follow-up to
the results of enforcement checks in the other MS. This ensures that an obligation in
Regulation 882/2004 to provide administrative assistance and co-operation to other MSs
is fulfilled in Scotland.

e Enforcement officers entering premises for the purposes of executing and enforcing
official controls to take European Commission Experts with them (regulation 15) -
This means that Commission experts may enter those premises for the purposes of Article
45 of EU Regulation 882/2004 (this is concerned with Commission audits of the
enforcement arrangements in MSs). This includes premises of competent authorities and
of businesses etc.

This part of the SSI also includes associated offences and penalties and, where appropriate,
identifies the authorities that will enforce the various requirements and provides them with
the necessary enforcement powers.

Provisions on official controls on feed and food of non-animal origin from third
countries (Part 3)

These measures provide for the following:

18 ‘Feed law’ means the laws, regulations and administrative provisions governing feed in general, and feed
safety in particular, whether at Community or national level; it covers all stages of production, processing and
distribution of feed and the use of feed.

¥ ‘Food law’ means the laws, regulations and administrative provisions governing food in general, and food
safety in particular, whether at Community or national level; it covers all stages of production, processing and
distribution of food.

0 Regulation (EC) No 853/2004 of the European Parliament and of the Council laying down specific hygiene
rules for food of animal origin. Official Journal L226, 25.6.2004, 22-82.



Interpretation of this part of the Regulations (regulation 22) - This provides
definitions that are relevant to interpretation of this part of the SSI. The definition of
'product’ is being amended to reflect a change in Community legislation. The relevant
Commission Decision has been adopted by the Standing Committee on the Food Chain
and Animal Health and is expected to have been published in the Official Journal by the
time that the new SSI is made.

e Designation of the ‘enforcement authorities’ for this part of the SSI (regulations 23
and 24) - These authorities are responsible for enforcing the requirements for businesses
relating to non-POAO feed and food imported from outside the Community. These are
local authorities.

e Local authorities at Scottish borders may defer enforcement to inland local
authorities in the UK (regulation 26) - This flexibility may be needed for practical
reasons, for example where special facilities are needed in order to undertake any checks
and which may not be available at ports.

e Prohibition on introduction of certain feed and food (regulation 27) - This regulation
has also been revised such that there is a prohibition on feed and food being imported
into the Community if it does not comply with the feed and food safety requirements (as
set out at Articles 14 and 15 of the General Food Law Regulation 178/2002).?* This
change is being made such that officers of Her Majesty's Revenue and Customs may
withhold clearance of consignments pending official control by the competent authorities.
A consequential amendment has also been made to regulation 39 such that it is still an
offence if any person introduces prohibited feed or food into Scotland.

e Importers to provide facilities for the enforcement authorities to carry out checks on
their products (regulation 28) - This requires businesses to ensure that there are
appropriate facilities for the enforcement authorities to carry out official controls on their
products.

e Powers for the enforcement authorities to take action in case of non-compliance or
suspicion of non-compliance (regulations 29 and 30) - These include powers to put
consignments under official detention, to order destruction of the feed or food, to order
recall or withdrawal of products, to order re-dispatch of consignments etc. Regulation 30
is being amended such that an authorised officer of an enforcement authority will be
required to serve a notice where he proposes to place a consignment under official
detention because of suspicion of non-compliance and until the results of official controls
are known. Some other minor technical revisions to regulation 30 are also being made.

¢ Right of appeal for feed and food businesses (regulations 31 and 32) - This provides
for businesses that are dissatisfied with decisions taken by the enforcement authority with
regard to action in case of non-compliance to appeal against these.

e Emergency declarations (regulation 33) - This provides a mechanism for the Agency
and Scottish Ministers to make declarations suspending or imposing conditions on the
import of any product where there is a serious risk to animal or public health. The
suspension or conditions will apply with immediate effect. In particular, it may be used to

I Regulation (EC) No 178/2002 of the European Parliament and of the Council laying down the general
principles and requirements of food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety. Official Journal L31, 1.2.2002, 1-24.



ensure that Emergency Decisions made at EU level under Article 53 of the General Food
Law Regulation (178/2002) may be implemented in Scotland without delay.

e Costs (regulation 34) - This provision allows local authorities to recover costs associated
with enforcement measures that have been taken in cases of non-compliance and
suspected non-compliance. This includes, for example, costs associated with detention or
destruction etc. It does not include costs for official control activities. The formulation of
this regulation has been updated to ensure consistency with the new provisions at
regulations 41 and 42.

e Enforcement powers for food authorities (regulations 35 to 37) - These provide
powers to officers of food enforcement authorities to take samples and specify conditions
for analysis of these. They also provide relevant powers of entry. Equivalent provisions
for feed enforcement authorities are set out in the Feed (Hygiene and Enforcement)
(Scotland) Regulations 2005 which came into force on 1 January 2006.

e Obstruction etc. of officers (regulation 38) - This makes it an offence to obstruct an
officer of the competent authorities in undertaking their duties.

e Offences and penalties (regulation 39) - This sets out offences and penalties for
businesses that fail to comply with the requirements set out on imports in the SSI.
Regulation 39(1)(c) makes it an offence if the person responsible for introducing any
product into Scotland fails to provide adequate facilities for the enforcement officer to
carry out checks on products (as required by regulation 28).

Recovery of expenses (Part 4)

e Expenses arising from additional official controls (regulation 41) — This new measure
provides a power to the competent authorities to recover the costs arising from
‘additional official controls’ carried out following the detection of non-compliance and
that exceed the competent authority's 'normal control activities'.

e Expenses arising in respect of co-ordinated assistance and follow-up by the
Commission (regulation 42) - This new measure provides a power for the competent
authorities to recover costs associated with the administrative actions required to inform
the Commission and the competent authorities of the other MSs where repeated non-
compliance is found and where the issue may have implications in other MSs, and for the
costs incurred by the Commission if it sends an inspection team to investigate such cases.



ANNEX C
DIVISION OF RESPONSIBILITY FOR OFFICIAL FEED AND FOOD CONTROLS IN THE UK?*

Division of responsibility for official feed controls - at a glance

Developing and
Implementing
feed law

FSA Defra (and its agencies), SEDG Environment, WAG-RA and
DARD
e General - traceability, rapid alert system (RASFF), official ¢ Animal by-products - feed ban, Salmonellas etc.
controls o Medicated feed
* Import controls e Chemical safety - specified feed additives
e Labelling

e Composition and standards

e Biological safety - e.g. feed hygiene

e Chemical safety - prohibited and undesirable substances
¢ Biotechnology - Genetically modified feed

Ensuring that
feed satisfies
the
requirements
of feed law

Farm All stages of production, processing and distribution Fork

v

Feed business operators
(Approximately 91,000 business in the UK - this includes farms.)

Official

Central level Local level

2 Key to abbreviations: FSA - Food Standards Agency; Defra - Department for the Environment, Food and Rural Affairs; SEDG - Scottish Executive Directorate General Environment;
WAG-RA - Welsh Assembly Government, Planning and Countryside Department; DARD - Department of Agriculture and Rural Development for Northern Ireland; VMD - Veterinary
Medicines Directorate; PSD - Pesticide Safety Directorate; SVS - State Veterinary Service; TSEs - transmissible spongiform encephalopathies; MHS - Meat Hygiene Service; SRM
- specified risk material; OTM - over thirty months; DHI - Dairy Hygiene Inspectorate; EMI - Egg Marketing Inspectorate; RPA - Rural Payments Agency.



controls in
respect of feed
law

VMD
e Medicated feed

e Specified feed
additives

o \Veterinary
medicine drug
residue
surveillance

PSD

e Pesticide
residue
monitoring &
enforcement

SVS DARD
e Animal protein e All feed law
in feed ban controls in

Northern Ireland

Local authorities in
England and Wales

¢ Official controls and
enforcement of the
main body of feed
law, including
imported feed (all
feed law not enforced
by Defra and its
Agencies)

Local authorities in
Scotland

¢ Official controls and
enforcement of the
main body of feed
law, including
imported feed (all
feed law not enforced
by Defra and its
Agencies)



Division of responsibility for official food controls - at a glance

Developing and
Implementing
food law

FSA

e General - traceability, rapid alert system (RASFF), official
controls

e Import controls - public health aspects, fish/fishery products
and products of non-animal origin

e Labelling - general, nutritional, health claims

e Composition and standards - e.g. mineral waters, fat spreads,
chocolate, foods for particular nutritional use

¢ Biological safety - e.g. food hygiene, TSEs

e Chemical safety - e.g. additives, contaminants, food contact
materials, irradiation

¢ Biotechnology - genetically modified food

Defra (and its agencies), SEDG Environment, WAG-RA and
DARD

e Imports controls - animal health aspects for products of animal
origin

e Labelling - beef labelling and protected food names

e Composition and standards - organic produce

e Biological safety - certain rules relating to TSEs

¢ Residues of pesticides (PSD)

¢ Residues of veterinary products (VMD)

Ensuring that
food satisfies
the
requirements
of food law

Farm

All stages of production, processing and distribution

Fork

v

Food business operators
(Approximately 600,000 establishments, plus approximately 195,000 holdings at primary
production level.)

Official

Central level

Local level



controls in

respect of food
law

FSA

e Inspection and
approval of
food irradiation
facilities

e Approval of
fresh meat
premises

e Classification of
shellfish
harvesting areas

¢ Natural mineral
water
recognition

MHS

e Hygiene
controls - fresh
meat

¢ SRM controls

¢ OTM controls

DHI (on behalf

of the FSA)

e Hygiene
controls - milk
production
holdings

EMI/Egg and

Poultry Unit (on

behalf of the

FSA)

e Hygiene
controls - egg
production units

Defra (on UK- DARD Scottish
wide basis) e Hygiene Government
¢ Organisation of controls - fresh ~ Environmen
protected food meat, milk t Directorate
names scheme production e Beef
e Overseeing holdings/liquid labelling
system for milk premises,
certification of egg production

organic produce units/packing
e Organisation of stations
beef labelling e SRM controls
scheme ¢ OTM controls
VMD o Beef labelling
e \eterinary
medicine drug
residue
surveillance
PSD
e Pesticide residue
monitoring &
enforcement
RPA
e Beef labelling

Local
authorities in
England and
Wales

¢ Official
controls and
enforcement
of the main
body of food
law,
including
imported
food controls
(all food law
except that
enforced by
the central
Departments
and their
Agencies)

Local District

authorities in Councils in

Scotland Northern

« Official Ireland
controls and ¢ Official

enforcement of  controls and
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ANNEX D

SUMMARY/EVALUATION OF THE RESPONSES TO THE PUBLIC CONSULTATION ON
THE DRAFT OFFICIAL FEED AND FOOD CONTROLS (ENGLAND) REGULATIONS 2007,
ASSOCIATED GUIDANCE NOTES ON EXPENSES ARISING FROM ADDITIONAL OFFICIAL
CONTROLS AND REGULATORY IMPACT ASSESSMENT

Executive summary

1. The consultation took place from 7" of June to the 30" of August (separate consultations were
undertaken in England, Wales and Northern Ireland on the parallel legislation for these countries). The
full consultation package is available on the FSA website at:

http://www.food.gov.uk/consultations/consulteng/2007/offceng07

2. The consultation package was sent directly to 145 interested parties in Scotland. This included the
Heads of Service in all Scottish local authorities who were sent the website link. The package was posted
on the FSAS and LACORS websites to reach a wider stakeholder base. Given the broad scope of the
provision such a wide consultation was considered appropriate.

3. Responses were received to the main consultation from 7 stakeholders in Scotland. These
responses are summarised in brief on the Agency’s website and are attached to this annex. A summary of
all the consultation responses will also be made available on the FSA website in due course and copies of
individual replies will be available in the FSA library.


http://www.food.gov.uk/consultations/consulteng/2007/offceng07

SUMMARY OF RESPONSES TO THE DRAFT OFFICIAL FEED AND FOOD CONTROLS (SCOTLAND) REGULATIONS 2007

Respondee

Comments

Scottish Association of
Meat Wholesalers

e Consultation relates specifically to charging businesses for expenses arising from additional official controls following the
detection of non compliance which exceeds normal control activities and to recover certain administration costs. Para 5.11
of the PRIA makes it clear that where FBOs are in compliance the proposed measures have no implications

e Para 2.6 indicates that liability to pay a charge is likely to arise in only serious or significant cases and so likely to apply
very infrequently. Option 2 at Para 4.1 explains that application must be linked to the NCP which describes all normal
control activities but the definition of serious and significant must be absolutely clear.

e The Guidance Notes will be important to both FBOs and enforcement agencies in understanding the legal requirements and
to ensure fair and consistent application. This is crucial and we are concerned to note that the Commission has not yet
established more detailed implementing rules to ensure a harmonised approach across all MSs (Para 27). This must be
addressed if Scottish and UK businesses are not to be competitively disadvantaged.

e To underline the point about fair and consistent application we are concerned, for example, about the current appliance of
additional charges by MHS in the meat sector. There is inconsistent understanding by enforcers some of whom, as
contractors, actually benefit financially from what should be considered as normal control activity.

e Q17 gives examples of when charges will be levied and these raise the issue of some incidents being outside the control of
the FBO affected. Before charges for additional controls are applied it will be essential to be clear who was responsible for
the non compliance.

e Against this background we are concerned that, as described in Q35 of the Guidance notes, there is no formal right of
appeal. This does not fit with the principles of Better Regulation and must be reviewed.

e \We would appreciate being advised of progress especially in view of our comments in this response.

SEPA

No comment on this occasion.

South Lanarkshire
Council (2 Responses, 1
on Guidance Note, 1 on
RIA)

Legal Requirements and Definitions:
e Clarity required as to when additional official controls start and checking compliance with enforcement action ends and
vice-versa.

e Need to define terms of when is non-compliance determined? If only the courts can decide then how do you separate
additional OC’s from enforcement work? In addition better, more relevant examples are required in Q. 17. If costs are
being applied in a major food poisoning outbreak who gets invoiced, everyone inspected or the person who the OCT feels
is the most likely source?

¢ Who determines when “non-compliance has been established”? If it is the LA, then the temptation may be to deal with an
issue informally in order to recover costs rather than proceed with formal enforcement action and be unable to recover
costs.




Are there any examples of when charges will be levied?

e The normal expectation would be for formal enforcement action to result from these incidents. If enforcement actions are
taken does that mean all additional controls cannot be charged to the FBO? In South Lanarkshire Council’s experience
OCT’s rarely identify the confirmed source of a food poisoning outbreak; therefore will the most likely source or
statistically significant source be pursued for the costs?

e Agree with approach suggested subject to how and to whom charges will be set in a food poisoning outbreak.

Who should be charged in what circumstances?

e Feels that when actual costs are being levied then the charges would not be disproportionate. This may on occasion result
in innocent parties being liable for charges if they are unable to mount a due diligence defence; indeed they would not even
have the opportunity to offer a defence if they are the operator keeping the goods at the time of non-compliance.

When will charges be levied?

e Who determines when “non-compliance has been established”? If it is the LA, then the temptation may be to deal with an
issue informally in order to recover costs rather than proceed with formal enforcement action and be unable to recover
Costs.

Are there any examples of when charges will be levied?

e The normal expectation would be for formal enforcement action to result from these incidents. If enforcement actions are
taken does that mean all additional controls cannot be charged to the FBO?

e In South Lanarkshire Council’s experience OCT’s rarely identify the confirmed source of a food poisoning outbreak;
therefore will the most likely source or statistically significant source be pursued for the costs

e Agree with the approach suggested subject to how and to whom charges will be set in a food poisoning outbreak.

Who should be charged in what circumstances?

e Feels that when actual costs are being levied then the charges would not be disproportionate. This may on occasion result
in innocent parties being liable for charges if they are unable to mount a due diligence defence; indeed they would not even
have the opportunity to offer a defence if they are the operator keeping the goods at the time of non-compliance.

e South Lanarkshire Council thinks there is insufficient detail to distinguish between additional OC’s and additional work
associated with enforcement action.

e Charges should be the costs incurred; South Lanarkshire Council does not feel it is appropriate to give discount for non-
compliance.

e South Lanarkshire Council feels that as LA’s are able to charge for their actual costs incurred then LA’s would look to
recoup the resources used in delivering additional OC’s. It could also send out the message that it is acceptable or expected
for a small business in a remote area to not comply with food law.

e South Lanarkshire Council agrees with this. A lower standard of evidence is required in civil cases where the balance of
probabilities applies rather than the beyond reasonably doubt of criminal proceedings. It means it is more likely that the
enforcing authority will be able to recoup their costs.

Costs for businesses - expenses arising from additional official controls




e South Lanarkshire Council queries the figures used in this section. It maybe that theFSA figures used are based on an
actual incident; however 2000 samples exceeds our combined annual chemical and bacteriological sampling

NFUS

e In essence this act relates to the ability of the competent authority to levy charges. Concerned that these charges are
proportional and in every sense proportionate to the need to levy those excess charges. It should therefore be made very
clear through both guidance and monitoring of the levying of those charges to all food business operators what actually
constitutes normal control activities. Failure to clarify actions by the competent authorities and their agents to define
charges levied will create tension within food businesses and the charges that these meat plants will be passed back down
to Scottish livestock producers.

e The National Control Plan is incomplete with regard to the charging provisions outlined within it. As outlined above this
will create tensions and unnecessary charges being levied. Urge the Agency to rectify this deficiency within the NCP as
early as possible. It is also imperative that this NCP is consistent with other member states in order that UK primary
producers do not find themselves at a competitive disadvantage to other EU countries. This comparison of costs should be
carried out before the SSI becomes enacted. Any examples where the UK Agency is creating an unnecessary burden on it’s
own industry should be rectified to create a level playing field for Scottish producers trading across the EU.

¢ In summary we urge a consistent and proportionate approach to be taken regarding charges levied by the Agency.

Aberdeen City Council

e No comment on this occasion

Scottish Consumer
Council

e No comment on this occasion




ANNEX E
FSA ANNUAL REPORT OF INCIDENTS 2006
Incidents by classification level

In 2006 the Food Standards Agency handled 10 incidents that were classified as high (1% of the total
number). Those incidents were:

e Dioxins in imported cod liver oil;

e Undeclared milk protein in infant formula;

e Aflatoxins in imported broken rice;

e Processing of rejected milk consignments into curd cheese;

e Cheese recovery operations;

e National outbreak of salmonella Montevideo;

¢ National outbreak of salmonella Ajiobo;

e Contamination of imported rice with GM strains;

e Paralytic shellfish poisoning (PSP) toxin in mussels;

e QOver Thirty Month (OTM) cow entering the food chain without being BSE tested.
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