





2.7.2. Packing materials: type of materials and hygiene

Packing materials (e.g. cardboard
boxes) must be stored in hygienic
conditions to ensure that they are not
damaged and do not become sources
of food product contamination.

When cardboard boxes are kept in bulk
as shown in this photo, it's impossible
to be sure that there will be no
contamination.

Well-stacked boxes, kept off the floor by a
clean pallet.
(Photo B. Schiffers)

The design of the packing materials must

provide maximum protection for food products to effectively reduce contamination,

prevent damage to foods and enable adequate labelling:

» packing materials can not be toxic (solvents in plastics, marking inks, label glue,
gas injected into the package, etc.)

» Reusable packing materials (used for exchanges between companies) must be easy
to thoroughly clean and disinfect (glass, plastics). Reuse of the packing materials
must be forbidden when these conditions are not met.
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2.8. Post-harvest: Operational

requirements

2.8.1. Unloading fruits and vegetables at the packhouse

Foreign bodies can find their way
into containers during unloading
if handling is not done carefully:
containers on the ground,
improper stacking of containers
of different sizes or types, etc.

Physical risks are primarily the
result of pieces of packing
material or handling equipment
falling into fruit or vegetables at
harvest time, during transport or
during packing. A foreign body
that finds its way into products
during packing is difficult to find
once packing is finished.

Special care is required during this step! A monitoring and control plan for foreign bodies
must be set up to detect them. The use of a check-list is often very effective.

2.8.2. Product cleaning and washing operations

Its most effective to clean fruits and vegetables with brushes but these need to be

cleaned on a regular basis.

Washing fresh fruit and
vegetables when they are
brought in from the fields can
reduce the risk of microbial
contamination.

This step is key because most
pathogenic agents are found on
surface areas. If these agents are
not eliminated, neutralised or
controlled, they can propagate
and contaminate a large portion
of the harvest.
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Vigorous washing that doesn't damage the fruit or vegetable can help to eliminate
pathogenic agents from the surface of harvested products. Washing with water, which
may be treated with an anti-microbial agent (bleach, etc.), reduces the load of pathogenic
agents on the product surface but does not eliminate them entirely. When a
disinfectant is used, the microbial load can be reduced 10 to 100 times!

In some cases, it's preferable to wash the products several times. Treatment can begin
with a first wash to remove soil. This is followed by several other washes and/or soaking
in a "disinfecting" solution (the term "sanitise" rather than "disinfect" is used!) and lastly by
a rinse in cool drinkable water.

Depending on the product, the wash can be done by immersion, spraying or by a
combination of the two. Normally, washing with sprayed water is less likely than
immersion to spread pathogenic bacteria found in harvested products.

In addition, wash water can contribute to spreading if it is re-used. Regardless of the
wash method selected, operators should use adequate measures to ensure the ongoing
quality of the water used.

2.8.3. Grading and packing operations

Grading and packing installations vary tremendously between companies in terms of the
complexity of their systems and facilities. Grading and packing areas can potentially
harbour significant levels of contamination if hygiene measures are not well implemented.
Calibration and packing buildings must be designed to enable adequate
maintenance and cleaning. The buildings must be well ventilated to avoid
condensation. Dust control systems must be installed, that is, exhaust fans and sufficient
lighting.

Products coming from multiple sources are handled and shipped from the calibration and
packing lines. If the cleaning schedule is not adhered to, a lot can contaminate several
other product lots intended for different markets.

Products are not solely responsible for packhouse contamination. Since there are many
workers on the lines, employees are a potential and significant source of product
contamination if high priority is not given to health rules and personal hygiene.

All products coming into the packing area must be clearly identifiable. Lots from
multiple sites must be identifiable.

Packed products (cardboard boxes, pallets) leaving the packing site must all be
identified and labelled."

2.8.4. Machine and equipment monitoring

Manufacturer instructions must be followed carefully and filed in order to reduce risks

linked to the use of machines and equipment in the field (tractors, generators, pumps,
etc.) and the packhouse (calibrators, sorters, packers, forklifts, etc.).

' See PIP Manual no. 2 on traceability.

Chapter 2
Risk
management
measures in
companies

100



All machines must be on a maintenance and servicing plan:

» Set up a maintenance and servicing plan for machines based on manufacturer
instructions: greasing, oil change, parts replacement.

» Check for leaks and immediately fix them (fuel or oil) on machines that can soil fruits
and vegetables directly or indirectly.

» If oil changes are done in the field or station, all measures must be taken to ensure
that they are done far enough away from crop growing and storage areas.

» Sorting, calibrating and packing lines must carefully follow the servicing and
maintenance programmes implemented to avoid contamination of foodstuffs and to
prevent technical failures.

» A cleaning and maintenance programme must be set up for cold storage. The various
components of the cold storage systems, electrical outlets and light covers must be
checked on a regular basis.

2.8.5. Post-harvest treatments

Treatments carried out after harvest include:

1. The application of pesticides, waxes and preservatives after the harvest. The
use of pesticides after harvest is a real threat to the safety of food products
because MRL's can be exceeded since application takes place close to
consumption time."® The application method must be complied with and the
interval between pesticide application after harvest and consumption must be
known. All restrictions on the use of products required by regulations and clients
must also be complied with.

2. The application of chemical cleaning products. The use of chemical cleaning
products in calibration and packing areas can also lead to contamination just
before consumption.

Source of the
hazard:

Management measure:

Proof of control:

Non-approved
materials (waxes,
polymers, etc.)

Only use authorised waxing agents. | Check product labels.

No file on the
source of the
products (this is
important when
withdrawing a
product and for
recording
pesticide use).

It must be possible to trace the Keep files from planting
identity of each lot at each step of through harvest.

the harvest and production and

back to the seed source.

No complete file
on pesticides.

All details about applications on Ensure that files actually
crops must be kept current and filed | exist.

for three years.

16

The results of monitoring programmes in Europe have shown that MRL's are exceeded in many

instances by treatment occurring after the harvest of bananas, citrus fruits, etc.
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Risk of crop
contamination by
pesticides due to
poor dosage and
poor application
practices.

Only qualified personnel is allowed
to apply pesticides.

Provide training.

Check staff certificates and
files.

Inspect the storage areas.
Application file

Risk of applying
the wrong
pesticide on
products.

Ensure that there is an updated and
approved list at the national level
and by the client at the commercial
level.

Updated list of approved
and authorised pesticides.

Provide the exporter with a
list of proposed pesticides
before the beginning of the
season.

Risk of crop

contamination by
pesticides due to
poorly calibrated

Carry out the scheduled
maintenance and equipment
calibration.

Record the calibrations
done.

spraying
equipment.

Carry out a risk assessment of the Ensure that the risk

water source taking into assessment is available for
Crop consideration the likelihood of inspection if requested.

contamination

due to the use of
dirty water in the
sprayed solution.

human and animal contamination.
Regularly check potential sources
of microbial risk (maximum 1000
CFU per 100 ml for faecal coliform).
The water used for the last rinse
must be drinkable.

Take water samples and
file the results.

Crop
contamination
due to the
inappropriate
location or
insufficient
security of the
storage area.

Storage located away from
waterways.

Ensure that the exteriors of
buildings are sound, safe and
protected by a low wall.
Permanent shelves with adequate
lighting and ventilation.

Inventory control.

Carry out a regular audit of
the buildings and their
content.
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2.8.6. Management of non-compliant products - Waste management

Non-compliant products must be placed in a clearly identified area.

It's important to remove waste quickly and effectively to decrease the probability of
contamination. Waste must be removed daily at least. Waste storage must be located

far from packing areas and must be outside of the buildings.

Source of the
hazard:

Management measure:

Proof of control:

Non-compliant
products due to
soiling, damage,
excessive
splintering or non-
compliance with
specifications.

Processing of discarded products
should be done in a special area to
avoid cross-contamination.

Facilitate waste removal.

Waste management plan
(inventory, classification,
collection, storage,
elimination, treatment and
recycling measures).

Personnel management

2.8.7. Storage and inventory management

Storage areas must be located away from areas at risk of flooding and industrial pollution.

They must include a wastewater evacuation system, be kept at the right temperature, be
easy to clean and maintain in good hygienic conditions.

Poor inventory management can lead to product deterioration and the risk of microbial
contamination. Raw materials, work in progress, packing materials and finished products
must be properly labelled to enable effective inventory rotation based on the FIFO
method (First In, First Out).

Microbiological analyses of products at every step can be requested or carried out by
certain demanding clients (total flora, moulds, yeasts, E coli, salmonella, staphylococcus,

etc.)
Source. @i Management measure: Proof of control:
hazard:
Keep harvested products away Suitable storage after
Harvests

contaminated by
pesticides before
shipping from the
farm.

from pesticide storage and protect
the spraying equipment.

harvest.

Contamination by
pests before

shipping.

Ensure that there are no pests in
the storage areas.

Rat extermination and
control.
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Contamination by
waste before

shipping.

Remove waste often from the Waste removal schedule.
trimming lines and avoid
accumulation.

Ensure that a cleaning programme | Cleaning records.
Contamination by | is in place.

contaminated Do not use storage containers to
storage transport manure, oil, fertilisers, etc.
containers.
Comply with the inventory policy Inventory management
) and ensure that all products are policy and records.
Increase in waste. | sent fresh and at the correct
temperature.
N BN I R N (§__ § N B
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Appendices:
Cleaning and disinfection

A.1. Routine cleaning and disinfection

Cleaning and disinfection should be carried out as follows:

All cases, baskets, cans, knives and all work tools should be picked up at the end
of each day.

All waste should be scraped away and put in waste bins.
Walls, floors and all work surfaces should be sprayed with water for a first rinse.

A 0.5% to 1% caustic soda solution is applied manually to all surfaces to be
cleaned using a sponge.

Rinse a second time with water after 30 minutes.

Disinfection of surfaces is done by manual application of sodium hypochlorite
(bleach) with 200 mg/l of active chlorine. The basic disinfectant is "12°
chlorimetric bleach™ with 3.6% active chlorine. A disinfectant solution at 200 ppm
is made by mixing 56 ml of base solution, which is about five large soup spoons
in 10 litres of water.

Rinse with water after about 30 minutes to remove the disinfectant.

All work tools should be rinsed in water then placed in a 1% caustic soda solution
for 30 minutes before being rinsed again and put in a 200 ppm active chlorine
disinfecting solution for 30 minutes. After rinsing in water, the tools should be
dried and stored until the next use.

If need be, particularly when it's hot and the work load is heavy, cleaning and
disinfecting should be done twice: once at lunch time and the second time at the
end of the day. What's more, surfaces should be scraped and rinsed regularly
during the work day.

A.2. Sample cleaning and disinfection programme

Detergent Frequency of
A G CaaTET Tasks to be completed or clgqning _and
disinfectant disinfection
concentration
Packing room - Surface scraping -1% Once a day
(floors, walls, - Waterrinse - 200 mg/I Sometimes twice
drains, etc.) - Cleaning with a day at lunch time
detergent (30 min and at
i \c/:\(ljgtt:ff'?nse the end of the work
- Disinfection (30 min day.
contact)
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Work tables Surface scraping -1% Once a day
and benches Water. rinsg - 200 mg/l Sometimes twice
Cleaning with a day at lunch time
detergent (caustic and at
soda, 30 min the end of the work
contact)
Water rinse day.
Disinfection with
bleach
Water rinse after
30 min
Toilets and Surface scraping - 1% Once a day,
premises Water rinse - 200 mg/l generally at the end
Annexes Cleaning with of the work day.
detergent (30 min Sometimes twice a
contact) day and as needed.
Water rinse
Disinfection with
bleach
Containers, Water rinse -0.5% to 1% After use,

work tools, etc.

Cleaning with
detergent (caustic
soda: 30 min
contact)

Water rinse
Disinfection with
bleach

Water rinse after 30

min

- 200 mg/l

the tools should be

picked up and
washed

then disinfected and
left to drip dry.

Transport vehicles

Surface scraping
Water rinse
Cleaning with
detergent (30 min
contact)

Water rinse
Disinfection with
bleach

Water rinse after 30

min

-0.5% to 1%
- 200 mg/l

After every delivery.

Hand washing and
disinfection

Water rinse
Cleaning with a
detergent
Water rinse
Disinfection with
bleach

- soap
- 50 mg/l

When returning to
work after using
the toilets and as
required.
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A.3. Control of cleaning and disinfection effectiveness

The method presented below uses basic techniques that can be used in companies with
basic training and equipment. Sterilised water and boxes of PCA should be easily
available from a laboratory (medical centre, university, analysis laboratory).

O Principle

After cleaning and disinfection, the microbial load is estimated by sweeping the surface to
be analysed with a sterile swab which is then transferred to sterile distilled water for
dilution. The bacteria are dispersed by agitation in water and a count is made in an agar
culture environment.

O Method

The critical areas of the company are identified. These are areas where preparation tasks
requiring careful cleaning and disinfection are concentrated. Mark off an area of 100 to
400 cm” area. Brush with a sterile swab and transfer it to 250 ml of sterile peptone water
(0.1% weight/volume). Disperse the bacteria (e.g. using a Vortex mixer) before preparing
successive decimal dilutions in peptone water (0.1% w/v). Counts are made using the
dilutions to seed the agar "Plate Count Agar - PCA" for total flora. Seed the PCA Petri
dishes and incubate them at 35 °C for 72 hours.

O Results interpretation

The effectiveness of cleaning and disinfection is evaluated based on the following table:

Bacterial load (in cfu/ 50 cm?) Classification
> 300 Unacceptable
100 - 300 Acceptable
10 - 100 Satisfactory

*cfu: colony-forming units

Note that only a certain proportion (about 40%) of the micro-flora present on the surface
analysed is sampled. Results are used primarily to compare two different surfaces and
study the changes in results over time to detect the build up of "environmental bacteria".
In which case the disinfectant and the cleaning and disinfecting programme must be
changed, at least temporarily until the bacteria are eliminated.
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3.1. General principles of a self
assessment system

3.1.1. Origin of the self assessment concept

The difficulties encountered managing food crises in past years has demonstrated the
need to require that the operators1 involved:

» Implement reliable self assessment systems in their companies

» Demonstrate a high level of transparency toward official control services and,
notably, notify without delay all information about events that could endanger the
safety of the food chain

» Implement product traceability to quickly organise a recall if required and, if need
be, to find the contamination source

These requirements are covered in Regulation (EC) 178/2002° which is the basis for
food-related hygiene, the founder of the European Food Safety Authority (EFSA) and of
the European Rapid Alert System for Food and Feed (RASFF). The regulation sets the
main principles for precaution, transparency and traceability and defines the specific
obligations of food chain professionals (results requirement) who must now prove that
they have implemented suitable control measures to meet the objectives of the
regulation.

The effect of the provisions of the "Hygiene Package"3 of the European regulation was to
transfer the burden of proof for plant product compliance onto operators (it is no longer
on official services when they detect non-complying produc:ts).4 This regulatory system is
intended to:

1. Set the hygiene rules applicable to all "operators" in the food sector including
importers.

2. To make operators liable by making them responsible for results while allowing
them the choice of means to achieve the results. However, regulation (EC)
852/2004 set some means which operators must use in order to meet the
required results and to provide proof that the safety of foods from plant sources has
been achieved (e.g.: use of the HACCP system to determine the safety
management measures that must be applied and kept up to date within
companies). A distinction must also be made between requirements tied to primary
production and those for processing (such as drying, for example).

3. To promote the creation and application of Good Hygiene Practices Guides (and
self assessment guides).

By "operator" we mean all those who are directly involved in the channel and may have an
impact on the quality and safety of the product: producers, harvesters, transporters, processors,
exporters, etc.

In effect since 1 January 2005.
®  Notably, Regulations (EC) 882/2004, 852/2004, 853/2004 and 183/2005.
*  See PIP Manual 1 (Chapter 1).
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Operators responsible for primary production, processing, distribution and export
activities for food products must implement and manage these activities in such a way as
to prevent or eliminate hazards that might compromise the safety of food products or
reduce to acceptable levels. Operators must be able to provide all materials (e.g.,
records, control and analysis results), both to the operator at the next step (e.g., the
importer) and supervising authorities, to document the compliance of their products at
each step of their process.

For this reason, the company must decide on a strategy and implement "a quality
approach™ and ensure that they always meet all requirements for food product quality.
These have increased as a result of the growing complexity of supply chains and
markets.

Achieving this goal means, first of all, that the company must set up a "Food Safety
Management System" (FSMS), whose extent and complexity will depend on:

» The target markets (e.g.: the regulatory requirements of the destination markets and
the nature of the customer's in-house standards)

» The size and complexity of the supply chain (including the type of links the company
has with small producers)

» The nature and type of product exported
» The number and types of risks identified for the product.

This implies that a "continuous
improvement system" (P,D,C,A) be
implemented by the company.5

Therefore, to make progress, the
company must equip itself with
effective methods and tools to
assess performance and identify any
dysfunctions in its management
system ("Check").

Corrective measures must then be
taken to improve the workings and
effectiveness of the system ("Act").
The effectiveness of these measures
must in turn be verified.

See PIP Manual 1, Chapter 7, the principle of continuous improvement is illustrated by the
"Deming wheel." It is characterised by a continuous loop of four repeating phases (PDCA): (1)
Plan: the objectives to be achieved are defined (compliance with standards and requirements)
and the list of control actions is planned out. (2) Do: the planned actions are implemented (in
the procedures). (3) Check: verification, measurement and evaluation of the effectiveness of the
actions implemented and of achievement of the objectives (e.g., MRL compliance). (4) Act:
lastly, based on performance analysis and system results, a decision is taken to act or not, and
on what (e.g., employee training).
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All FSMS's must have an internal and external "verification system": this is
the implementation of self assessment (the word "autocontrol" is also used).

Checks are made to ensure that the FSMS system is working well at the
operator level and guarantees that the products sold comply with food safety

requirements.

Self assessment is the set of measures which the "operator" must implement to ensure
that at every production, harvesting, transport, packaging, processing and distribution

step, his products:

» Meet regulatory food safety requirements
» Meet regulatory requirements for product quality

» Meet traceability and monitoring requirements to ensure that the specifications
are being complied with

Depending on their activities, the nature of their products and processes and on the
potential related risks, the operators must implement control measures and procedures to
guarantee the safety of their production (hazard identification and risk level analysis

are therefore indispensable).

Operators must also be able to provide complete and precise traceability for their
operations and products at all times ("traceability file").

Self assessment implies that requirements must be complied with at every production,
processing and distribution step and that compliance with the requirements is

monitored.

Implementing self assessment therefore provides a guarantee that producers are
following "Good Practices". Self assessment will also provide a relevant component for
building their traceability system.

The implementation of well-organised and consistent "self
assessment" is highly recommended (as is HACCP) within
the context of primary production, but it isn't compulsory.
Producers must, however, be able to demonstrate at all
times that they are complying with good agricultural
practices and good hygiene practices and record the
products applied to their crops.

Note, also that self assessment does not necessarily
have to be limited to areas related to the food and crop
safety of products. It can also include many other areas
(e.g., protection of the environment, social protection,
organic farming, etc.) and other requirements...as long as
they are not in conflict with the regulatory requirements of
product safety.
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3.1.2. Building a self assessment system

o

Objectives to be considered

Consumers must have trust. Their health cannot be toyed with, regardless of whether
they are locals or foreigners. In addition to the moral dimension of putting another
person's life in danger, the economic impact can be severe in terms of loss of
customers and market access, social consequences on revenues, employment and
poverty.

Buyers must be given a guarantee of compliance. Products must be checked and
proof must be provided that the product is safe at every step of the chain, up to the
time of consumption (results requirement stated in the introduction). Note also that
EU importers are held legally responsible should they bring contaminated products
onto European soil.

The control system should not compromise company profitability (effectiveness and
efficiency). It would be too expensive and ineffectual to check each and every
vegetable and fruit, every producer, every activity. It would also be too expensive and
of questionable sustainability to certify producers on an individual, private and
voluntary basis.

The sector's collective approach must be transparent, credible, predictable and
flexible. Thanks to the sector guide, every operator knows which good practice must
be applied at every step and how to verify that they have been (self assessment).
This is possible as long as everyone knows their individual and collective
responsibilities well, and plays their part (or runs the risk of incurring the sanctions
in place). Regulatory changes can be made to the sector guide over time and good
practices can be adjusted in turn to ensure that they are followed by the entire sector
(more effective communication).

The responsibility of countries, at both the national and international levels, can be
brought to bear through more effective and efficient official controls. The means
available are put to better use thanks to surveys at every step of the chain and for
every type of operator then by targeting identified weaknesses (and no longer at local
consumption points or export exit points when all of the value added to the product
has made it more expensive). Capacity building needs can be better targeted and
justified and therefore more likely to be met.

The public-private dialogue implemented at each step of the collective self
assessment system must promote the move from an official system of control via
sanctions (and of its slide into "not seen-not done")... to a more pedagogical,
proactive, cost-effective and responsible operator system.

Self assessment must enable "evolution without revolution" in any given sector.

Operators who insist on endangering the sector's collective image will receive
more effective notification of the need to react... or take their business elsewhere.
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O A self assessment system is built at the "sector” level

Self assessment should not consist in the mere application of requirements found in a
generic "checklist" (e.g., GLOBALG.A.P.). In this respect, a self assessment system is
very different from quality standards that issue a set of requirements that must be
closely followed regardless of process specificities, the environment and operator means.
On the contrary, the idea is to implement a risk analysis and practices monitoring system
in the companies of a given sector. It should be based on an in-depth exchange
between all of the operators of the sector,® who can then share:

» Their detailed knowledge of production processes (in a broad sense)

» Their knowledge of the potential hazards for this type of production

» The ability to assess risk levels within the context of their normal work environment
>

Their experience with the effectiveness of control measures for the risks involved
compared to available resources

» Theirinterest in effective monitoring of all of the sector's products coming to market

All of the operators of a sector must cooperate to define suitable management and
verification measures and voluntarily take part in the "self assessment system". The
system must be based on HACCP to ensure food safety.

Since risk analysis is reviewed periodically, sector requirements (recommended
management measures and controls to be carried out) must also be updated on a regular
basis. They must include the results of controls, inspections and audits carried out in the
sector.

O Writing self assessment guides

Each sector can write a self assessment guide to assist operators in implementing self
assessment in their company.

They must be approved by the supervising authority
before implementation. They will be managed and Self Assessment
distributed by the sector's professional associations.

Companies that wish to’ can use the guides to implement
their self assessment system and write their internal
procedures. Otherwise, they must at least keep records.

The guides must be based on an analysis of the relevant
hazards in the sector, and cover topics such as Good
Hygiene Practices (PRP'sg), HACCP, traceability, control
plans and notification of the authorities of non-conformities
found.

The greater the number of operators of a given sector involved in the self assessment system,
the better the results will be. For it to be credible, it is estimated that 70% to 80% of operators
must support the system.

This is still a voluntary approach and they may choose not to use the guides to develop their
self assessment system.

Note that these are Pre-Requisite Programs which precede the implementation of an HACCP
system (see PIP Manual no. 1). PRP's refer to management measures which are not specific to
a production process step but are generally applicable, for example: cleaning of premises and
disinfection of tools, pest control (rodents, insects, birds), employee hygiene, etc.

Chapter 3

The self
assessment
system and self
assessment
guides

114



Self assessment quides must be easy for companies to use.

They must meet a certain number of criteria which are
described further on.

It is valuable to write and use a guide for the following reasons:

» First, the guides provide valuable help for the implementation of self assessment
systems in companies, notably thanks to a description of the hazards identified,
the management measures to be taken and the list of controls to be carried out
(where, when and how)

» Next, the guides provide the authorities with an assurance that food safety
precautions will be taken and that professionals are committed to doing all of the
basic controls themselves

» And lastly, the guides enable companies to call on certifying bodies (ICO)
(notably to reassure their customers) to carry out combined audits "validation
of the self assessment system/compliance with private specifications" and, if the
results of the audits are positive, to obtain certificates.

O How is a self assessment system implemented?

A self assessment system consists of two inseparable and complementary items:

1. Management and verification measures (control plan) that the operator, active
in a sector, implements voluntarily (self assessment per se)

2. External verification of their quality management system (with or without
certification®).

It necessarily implies consultation amongst private operators (professionals active in the
same production sector) and the public sector.

The implementation of a "self assessment system" will provide a guarantee of
transparency and credibility for the sector adopting the approach. It will strengthen the
confidence of customers and the supervisory authorities in the health quality
management systems implemented in the sector's companies.

The implementation of a self assessment system in a sector includes several steps that
must be managed as a "project" by all of the operators involved.

This can be diagrammed as follows:

®  Since certification is only feasible based on standards, in this case, on the existence of a "self

assessment guide" adopted by a majority of operators active in a sector (the term usually used
is "Sector Self assessment Guide" - ACS).
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Private
operator

Private
operator

Private
operator

Private
operator

Independent

Review of the self assessme
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e references to standards are co
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analysis was done correctly for t

experts

istribution and implementation of the
recommendations

VERIFICATION

Operator certification

Verification (controls, inspections, audits)
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The method to be followed can be illustrated using the example
of primary vegetable production (for example: lychee production):

Step 1:  Raising awareness in the channel and setting up a Steering Committee

The foundations of the sector approach to risk analysis and the methodology to follow to
develop a self assessment guide must be defined with local experts from the private and
public sectors. These local contacts will act as "relays" with all of the producers. A
"Steering Committee" consisting of, at least, representatives from the private sector
(producers and exporters) and representatives from the public sector will be created to
promote the mobilisation and cooperation of stakeholders in the risk analysis exercise in
the field and good communication with the public and private operators involved
throughout the entire process. It will preferably be led by an expert from outside the
channel.

The role of the "Steering Committee" will be to organise the sharing and validation of
results at each step of the programme, to facilitate the creation of private/public sector
work groups, to facilitate the validation of results and of the documents used for the "self
assessment guide" and to prepare an action plan for the implementation of the self
assessment system in the channel.

The following is required:

- ldentify sector operators and collect sector information.

- Write a guide plan (text and visuals).

- Raise the awareness of and train local relay-experts.

- Launch a communication campaign for sector operators.
- Create and lead the Steering Committee.

Step 2: Inquiries in the main production basins, inventory of the regulations and
standards relevant to the sector

During this step, the goal is to collect data and information that will ensure that the risk
analysis, the management measures to be recommended and the control plan to be
established are realistic and suitable to the sector context.

The following is required:

- Define the main production schemes (processes) found in the lychee channel based
on which existing and emerging SPS risks will be analysed.

- Take an inventory and analyse local and international regulations and standards
applicable to the lychee sector.

- ldentify the control laboratories available and their level of competence based on the
types of analysis needed (types of analyses possible, annual capacity, staff
qualifications, cost of analysis and levels of performance, existing and upcoming
certifications).

- Collect all economic and technical information and data available on the channel
(operators, OP, volumes produced, product types, supply chain, technical operators,
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etc.); crop production schedules, harvesting, transport and packing; number of
orchards, age of trees, varieties, production practices, use of inputs, equipment and
employees for input application and harvesting, packing employees (qualifications
and experience), basic hygiene infrastructure, transport conditions, packing structure,
packing facilities, waste management, recording and documentation systems in
place, quality controls carried out, etc.; main production and post-harvest
phytosanitary issues; chemical and non-chemical treatments (type, products used,
application methods, time to harvest, alternatives, effectiveness of the methods used,
etc.).

- ldentify all unresolved critical points in the channel based on regulatory and
standards requirements ("Gap Analysis") and the main product quality problems
encountered.

Step 3:  Risk analysis based on the process/Proposals for risk management
measures/Operations and product traceability/Procedures to track non-
compliance

At this stage, it will be a matter of consolidating and using the data from inquiries,
carrying out an in-depth risk analysis based on production processes and conditions and
proposing appropriate management measures. It will also be useful to work with the
sector on the recommended self assessments to be implemented, on compulsory
notification limits, to establish a reaction procedure in the event of non-conformities and
on the basics of a sector control plan.

The following is required:

- Proceed with the risk analysis itself and determine the critical points to be managed
in the channel with respect to SPS using the field data and scientific literature
available.

- Propose realistic management measures to be implemented.

- Propose self assessments to be implemented in companies and at the sector level.

- Set conditions for the information provided by companies to the authorities.

- Analyse shortcomings/opportunities in local regulations in the context of international
SPS requirements.

- Verify that control laboratory capacities are in line with needs. Produce a self
assessment guide draft for the channel.

The self assessment guide will become available once this step is completed. Food and
crop safety risks must be inventoried and categorised based on their importance
(frequency, severity of effects) (work carried out in close cooperation with the sector and
local experts).

The type of self assessments to be carried out in the channel (types of control, sampling
frequency, action limits in the event of non-respect of standards, etc.) based on identified
risk categories should be identified, and the self assessment scheme validated by a
majority in the profession. Critical limits should be set for each risk category.

Management procedures for non-conformities in companies and communication

procedures with the authorities are created. Requirements for traceability and self
assessment documentation and results are defined.
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Step 4: Design and write tools for mass distribution to facilitate the
implementation of the self assessment system/Training of OP
representatives and of public services agents

In this step, the guide is translated into illustrated and practical "good practices guides"
suited to the level of, and for use by, each category of operators. They will supervise
application of the ACS in companies using these tools. Training for the representatives of
professional organisations and the qualified agents of public services should be held.

Step 5: Assess company certification needs/Create an action plan for the
channel

The certification needs of the sector should be identified and, if need be, potential
certification schemes defined. In certain instances, the needs of the channel must also be
specified (e.g.: new standards) and an action plan created: strengthen the analysis
capacities for controls, set up a schedule for upgrading structures, updating standards
and/or regulations, strengthening sector capacities, etc.

3.1.3. The benefits of a "self assessment system"

The implementation of a self assessment system in a production sector provides benefits
for both operators and the competent authorities.™

U Producer benefits
The implementation of a self assessment system has several benefits for producers:

1) In terms of production controls and final product control:

= Better targeted controls, notably to reduce the number of most expensive
analyses (residue analyses, microbiological analyses) since, currently, the level of
sampling required is not always required by importers (this is the case, for
example, for analyses for each lot, even though there may be a series of small
lots).

= Reduction in the financial burden of final product control. When a process is
entirely under self assessment, the final control is often a simple document
check"’ (for example, the reading of logs listing the products used, doses,
application dates and harvest dates rather than consistent sampling and residue
analyses ).

= Reduction in the number of external verifications. An operator who doesn't
have a validated self assessment system will be considered "less safe" by the
authorities (they are said to have a "risk profile") and will therefore be controlled
more often and more in depth. If the person mandated to carry out the controls by
the authorities notices shortcomings, they will carry out as many further inspections

10 (Competent) authorities: all state bodies (e.g., ministries, food agencies, etc.) recognised by the

state as being "competent" to carry out the controls required by regulations (and to validate the
self assessment system). It should be pointed out that the supervisory authority of a country
can, under certain circumstances, delegate part of its competences to another "body" which it
certifies to carry out given control tasks on its behalf.

Reliability is confirmed by regular internal audits which comply with self assessment procedures
without which control procedures could slip or become inadequate and lead to the production of
non-compliant products.
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as necessary to ensure that the required corrective measures were taken by the
operator and are complied with.

2) In terms of managing the production process:

= Detection of non-conformities and failures as early as possible (notably before
entry into the packhouse and product shipping). A positive financial impact is
tied to cost-savings and to the fact that there is no useless added value in the
defective products (e.g., at packing time).

= The search for and rapid detection of non-conformities thanks to consistent control
of production operations by the persons who are carrying them out. Compliance
with specifications is improved via increased awareness and changed practices.

3) In terms of operator involvement in their work:
= Controlling one's own work is said to increase the sense of responsibility (when the
extent and complexity of control are not beyond the skill set). Operators who
supply non-compliant products feel more involved and feel an obligation to better
master their procedures.
= Self assessment is one of the ways operators can prove and measure the quality
of their work (or the qualities and defects of their process).

4) For small producers, it is a less expensive alternative to private certification and
guarantees an equivalent level of food safety.

O Benefits for the authorities

For the authorities, the implementation of a self assessment system will also provide
several non-negligible benefits given the low level of resources available in most public
services:
» Identification of producers and of all operators (visibility, traceability, easier
control)

» Assistance with the implementation of an effective national health control system
because it is based on risk analysis carried out in different sectors

» Strengthening of the control capacities of all actors involved thanks to more
effective targeting

» Scheduling and planning of controls becomes easier and there is a reduction in
finished product controls

» Transparency of problems found in each sector (communication of results to the
authorities)

» A guarantee of traceability and of effective withdrawal or recall measures in the
event of a crisis (planned procedure)

» Overall credibility for the origin and the national SPS system
» Potential knowledge transfers between the various sectors.
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3.2. Self assessment guides

3.2.1. Good practices guides and the self assessment guide

To guide producers, manufacturers and distributors, and to enable them to meet their
hygiene obligations, the professionals of a sector (e.g., fruits and vegetables, meat, milk,
chocolate, etc.) can work together to create a "Good Hygiene Practices Guide" specific to
their activities and the risks of their sector.

Initially, this type of guide primarily brings together all of the hygiene rules applicable to
the various steps of the food chain. Within the framework of European regulations on
food security and food product hygiene (Regulations (EC) 178/2002 and 852/2004) and
also including elements related to the systematic control of practices throughout the
entire process, the concept of "Good Practices" has been extended to "self assessment"
in production.

The self assessment guide is built on a "sector risk analysis“,12 based on the
identification of hazards relevant for a given type of product (e.g., meat production, milk
production, flour manufacturing, plant production, etc.). In addition, it also includes: the
bases of a production risk management system, the application of HACCP principles
(recording of critical control points and their management), a proposal for a sampling plan
made by the sector (type and number of samples to be taken each year and the analysis
parameters deemed to be relevant: residues, heavy metals, micro-organisms, etc.),
compulsory records and the notification procedure for the authorities in the event of non-
compliance with standards.

There should be a guide for each production "sector" because:

= There are different hazards tied to activities, processes, equipment,
employees, the environment and the products.

= "Sensitivity" to contamination will depend to a large extent on the product but
also on the local production and packing conditions.

= Operators active in the sector have the best understanding of the problems
usually encountered.

= These operators are the best judges of which control measures will be
financially feasible for them.

Defining a "sector" is not always as self-evident as it might seem. Work can involve one channel
(e.g., lychees) or several channels at a time (e.g., "fruits and vegetables" or even "primary plant
production”. The important thing is to always maintain consistency of requirements throughout
the various sector guides. The authorities must remain attentive to this point. There can be
"overlapping" between the application fields of self assessment guides: thus, there can be a
"lychee production guide" and also a "fruit juice production guide".
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On one hand, the "sector self assessment guides" are developed by professionals and
evaluated by a committee of experts appointed by the authorities to ensure that the
sector hazard analysis on which the guide is based is complete and that the measures
are appropriate. On the other, once a guide has been validated, the authorities will verify
its correct application at the sector level.

There are national guides available in Europe which can be found on the websites of
national agencies (ANSES, AFSCA, etc.). There are also community guides developed at
the European food sector level and published in the Official Journal of the European
Union (C series).

A self assessment guide must:

Be valid for all companies in a channel (or "sector")
...and be transferable to each company
Provide a sampling plan based on a sector risk analysis

Be easy to use by the companies concerned: understandable (illustrations,
diagrams, etc.), easily applicable (detailed HACCP examples), accessible (distributed
or sold by the sector)

» Be written and distributed by the different sectors or sub-sectors in consultation with
the representatives of the parties concerned... whose interests can really be
affected

» Be validated. The reliability of the guide comes from the authorities.

v Vv Vv WV

The general recommendations for guide development are found in part B of Appendix 1
of Regulation (EC) 852/2004.

3.2.2. Contents of the self assessment guides

A sector guide is developed to assist small and large companies in the sector to comply
with hygiene rules and to apply HACCP rules. This type of guide must be practical,
understandable, even for poorly qualified operators and illustrated with examples and
real cases to facilitate understanding and use. It must be a reference document based
on a solid scientific foundation.

Concrete examples, including a hazard analysis, presented based on the HACCP
approach can facilitate comprehension and application of the guide. However, it is often
preferable to prepare a number of training leaflets along with the guide. These should
be illustrated and simplified and targeted at each category of operator working on the
production chain. For example, a first leaflet for small farmers, another one for collectors
and a third for exporters.

An example of a typical summary of a self assessment guide for the plant sector is

presented below (e.g., self assessment guide for mangoes prepared for Mali and Burkina
Faso in 2009 by PCDA and PAFASP in collaboration with COLEACP):
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Part one: General provisions of the guide

= Object and scope
- Activities covered by the guide
- Production and commercialisation procedures
- Mango growing
- Quality criteria
= Use of the guide
- Guide users
- Guide user instructions
- Goal and relationship to legislation
- Producer user instructions
- Company control instructions
=  Work groups and guide writing
- Expertise
- Work group make-up
- Sector representativity
- Concept of sector self assessment guide
= Standards reference
- National and European legislation
- Other standards
= Terms, definitions and abbreviations
= Distribution, guide updating and access to the guide

Part two: Risk analysis and general requirements for the sector

= General requirements for sanitary and phytosanitary quality
= Production process risk analysis
- Production scheme
- Hazard identification
- Risk characterisation (scores)
= General hygiene requirements (self assessment, GHP, HACCP)
- Employees and third parties
- Production site
- Company and buildings
- Machines, equipment and tools in contact with the product during pre- and post-
harvest treatment
- Boxes, containers, packing materials and box pallets
= Description of the growing techniques:
- Crop management and GAP
- Identification of harmful organisms
- Pesticide treatments
- Post-harvest treatments
- Waste management
- Operations control: Checklist of general guide requirements (major and minor
requirements and recommendations)
= Traceability:
- ldentifications required
- Records
- Documentation
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Part three: Non-conformity control and follow-up plan

=  Sampling plan
= General conditions:
- Basis for a statistical approach for sampling
- Sampling and analysis done by an independent third party
- Creation of the sector sampling and analysis plan
- Collection and use of results
= Controls to be carried out pre-harvest
= Sampling and controls to be carried post-harvest
= Notification procedure for the authorities:
- Generalities
- Overview of action limits (notification)
- Blocking and recall procedures

Part four: Certification of the company self assessment system

= Framework and objectives of the certification

= Object and scope of application

= Inspection and audit procedures

= Conditions for independent certification organisations (ICO)
= Certification procedures

= Auditor/controller and producer obligations

= Sanctions

3.2.3. Recommendations for writing self assessment guides
O Generalities

The guide presented must have a clearly indicated version number because only the
version presented will be validated later.

Likewise, communication about the guide will refer to this number.
O Defining the field of application

Definitions:

- Activities covered by the guide (based on the complete process)

- Production, transport, commercialisation and other procedures

- Finished products (fresh fruit, dried fruit, vegetables, juices, preserves, etc.)

A single guide per field of application. A guide must clearly specify the activities,
manufacturing and commercialisation processes and products it covers. This must be
relevant to self assessment.

A given field of application (same activities and/or same type of products) cannot be
covered in separate guides.

However, based on social, economic or traditional factors, some cases can be

considered as separate sub-sectors and separate guides will be authorised if the need
can be justified.
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O Defining the expected use
Specification of all potential users.

Directions for use, instructions, etc.:

- Goal

- Dataincluded in the guide

- How the specifications pertain to legal requirements
- How to make practical use of the data

All potential users must be identified and defined.

It must be clearly stated for which (what type) of users the guide is intended. Only the
specified users will use the guide. Potential users must understand the relevance to food
and crop safety.

The use of this guide must be explained. Directions for use must motivate potential
users to use the guide for their operations (for example, by attracting attention to certain
aspects that encourage ease of use/application of the guide). They must indicate the
goal of the guide within the context of legally required self assessment.

Users must be made aware of the reasons for using the guide . The importance of self

assessment and of the assumption of responsibility tied to it must be clearly explained.

Users who have been made aware of the objectives will put more goodwill into
implementing, applying and maintaining their self assessment system.

In addition to the goal, the recommendations/data contained in the guide must also be
pointed out (a clear table of contents with a brief commentary describing the data
contained in the guide). Users must be able to find their way around the guide easily.

Given that the guide will be used to meet legal requirements, it will be necessary to
clearly state how the guide's provisions relate to regulatory requirements.

It is very important to explain how the recommendations can be put to practice.
Therefore, a step-by-step explanation of how users can use the guide to build their
own self assessment system adapted to their company should be provided.

O Appointment of the work group and consultation

The sector:
- Sector data
- Indicate representativity

The work group (composition):

- Names of the work group members

- Their position (chairman, observer, etc.)

- Their origin (home organisation)

- Their expertise (local and external experts)

The parties involved:

- List of all the parties affected by the writing/application of the guide
- The way in which all of the parties have been consulted
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Guides must clearly mention all professional associations (with their names and
contact information).

If the validation request is presented by a coordinating organisation, their name and
contact information must be provided. In addition to the data for the coordinating
organisation, data must also be provided for associated professional organisations
(name, contact information and the field they represent).

The level of representation of the association(s) in the sector(s) in question must also
be provided. Various parameters are used to demonstrate their representation. These
include the number of companies (e.g. % of sector companies who are members of the
professional association), the number of people employed, tonnage, revenues, etc. or a
combination of this information. A reason must be provided as to why a given parameter
was used to demonstrate representativity in the sector.

The work group tasked with developing and writing the guide must be clearly identified.

The names of all of the members of the work group must be listed for this purpose. In
addition to the name, the position (chairman, observer, etc.), origin (from which
organisation) and expertise of each member must be provided.

All parties taking part in writing a guide must be listed in the guide along with the way in
which they were consulted for its development (via the work group or some other way, in
writing or via meetings, etc.). Therefore, parties not included in the work group but
involved must be listed, and the way and extent to which they were involved must be
described. Parties involved include producers, "facilitators”, collectors, suppliers (seed,
seedlings, inputs, etc.) and customers (including importers).

O List the means used

Description of the means and expertise used. The means (e.g., consultation in
production areas) and expertise (local and external) called on to write the guide must be
mentioned in the guide. For example: consultation with research and project centres and
consulting companies, university studies, laboratory analyses (soil, water, residues, etc.),
bibliographical references and other. Relevant URL's (internet site addresses) can also
be an added plus for users.

O Content recommendations

Starting points and inclusion of expected users:

- The guide should be adapted to the expected users

- Notices about potential examples

- The starting point for writing must be, and take into account, the following:
A hazard analysis (based on HACCP)

Use codes recommended at the international level

Relevant legislation

All other relevant sources

The provisions of a guide must be suited to the expected users. The latter must be able
to read, understand and easily put the guide into practice.
The guide should be written taking as its starting point and taking into account:
» A hazard analysis of activities, processes, equipment, employees, the
environment and the products in question
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» International codes recommended in the field of the products in question (e.g.,
those of the Codex Alimentarius)

» The various legislative and regulatory requirements (based on each market)

» All other relevant sources (e.g., scientific articles, the results of analyses to build a
sampling plan).

Hazard analysis and local, regional and European legislation are key compulsory
elements.

Concrete examples of the self assessment system should be described in the guide. It
must be clearly indicated that these are only examples and that a self assessment
system must be created specifically for the company in question.

For this purpose, the example should at least be preceded by the following warning - or a
similar one: "This example is provided for illustration purposes only. It can under no
circumstances be used as is for a self assessment system application in any given
company."

This point is quite critical because taking the examples without modification can, in fact,
be assumed to mean that there is no effective self assessment system.

All essential requirements for the following must be included:
» GAP (Good Agricultural Practices)
» GHP (Good Hygiene Practices)

» HACCP (Hazard Analysis and Critical Control Points): take into account all types
of contamination hazards: biological, chemical and physical.

The provisions of the guide cannot simply paraphrase basic regulatory requirements. All
key GAP (and therefore GPP'®) requirements must be described and detailed in the
guide. All key hygiene requirements must be developed in detail in the guide's
provisions. The provisions and their application method must be suited to the various
companies of the sector.

The guide must draw the attention of companies to a series of significant hazards, all the
more so because the guide must be based on a hazard analysis and contain clear
directives explaining to companies how to carry out an effective analysis based on the
seven HACCP principles. An HACCP example can be provided in the appendix.

The guide must take into account all types of product contamination hazards with respect
to food safety (biological, chemical and physical hazards) even if they are theoretical
only. Criticality (probability x severity) should be established on this basis.

Never simply paraphrase basic legal requirements.

* GAP: Good Agricultural Practices, BPP: Good Phytosanitary Practices
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Two particularly important points:

The following are found nowhere in local and international regulations:
= |nterpretations

= Derogations

= Contradictions

The guidebook must contain all relevant information about:

= Food safety and product quality

=  Traceability

= Notification of the authorities and the management of non-conformities.

A guide is expected to explain to users how they can comply with legislation in matters of
food safety. The guide must contain a reference to relevant legislation for each area
of food safety covered. The way in which the company can meet the legal requirements
must also the indicated.

In addition, a specific chapter containing an inventory of relevant legislation should be
included. It must also be clear for the control body that all legal aspects (related to food
safety) must be controlled (e.g., provide a legislation checklist). Insofar as aspects
related to quality are covered in the guide, it is recommended (but not compulsory) that
the legal reference be provided in this context (e.g., Codex standards, etc.).

Items related to food safety and traceability are compulsory. The guide must indicate how
the link between incoming and outgoing products is made and at what minimum level the
link must be set. In addition to this internal traceability, it is also important to provide
techniques that must/can be used to prevent recording errors in the logs. Likewise,
notification is compulsory item.

Quality-related items do not necessarily have to be covered in the guide, but it is
recommended. Private international standards (for example, GLOBALG.A.P, BRC, IFS,
etc.) are not "self assessment guides" and can, therefore, not be validated as such by a
national "food agency". They are missing elements or contain elements that cannot be
validated by this type of agency.

O Requirements for external control bodies

Description of the rules for certified control bodies:
- Reference standards for accreditation

- A certification system with certification rules (including the frequency and extent of
audits)

- An inspection system with the frequency of inspections

- Documentation on quality, records, and technical aspects which must, at a minimum,
be checked by the auditors/inspectors

- The rules for product sampling and analysis

- The minimum number of hours/workdays to be applied
- The minimum contents of reports

- Qualifications required for inspectors and auditors
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Given that application of the guide and compliance with its requirements may be carried
out by external bodies, the guide must also mention the accreditation standard the
inspection or certification body potentially involved is associated with (reference standard
EN 45004, EN 45011 or EN 45012 or the ISO 17000 series). The final decision must be
documented.

The certification rules to be applied in a certification system must be defined (they will,
notably, include the delivery of certificates, including monitoring of the certificates
delivered, user obligations, etc.) and include the frequency and extent of audits.

The frequency of inspections must be defined in an inspection system. Documentation
on quality, records and technical aspects which must, at a minimum, be controlled by
auditors/inspectors must also specified. The minimum content of inspection reports must
be defined, taking its recipients into account.

Rules for sampling and product analysis must be covered. This will range from
methods and frequencies to the way in which operations are organised.

In order to be able to properly carry out the audit/inspection, directives on the minimum
time auditors/inspectors (number of hours or days of work, depending on volume and
activity) must spend in the company to review application of the guide must be written.
These data must be written in a way that removes any possibility for interpretation.

The setting of requirements for inspector/auditor qualifications will be of particular
importance!

Along with the content of the guide, the competence of the auditors will determine
the value of the self assessment system implemented.

Among the skills that can be required are basic qualifications, training (for example in
HACCP), experience in the sector, number of years of work experience and in auditing (in
this type of production sector).

O Directives for layout

The contents of the guide must be:
» Accessible to producers

» Clear

» Coherent

» Logical

All aspects of the guide must be presented in a clear, coherent and logical way. This will
all impact the ease of use of the guide. A great deal of thought must therefore be given to
the layout of the guide (illustrations, photos, etc.) and to the language used.

O Distribution
The conditions under which the guide will be available. The guide must also list the
conditions under which it is available. It must be available to any person whose interest in

the guide is reasonable. Following validation, the guide should be made available on the
Internet.
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3.3. Verification within the context of the
self assessment system

3.3.1. Internal verification

Internal verification is carried out by the operator or by a third party acting on their own
behalf. It covers evaluation of the company's FSMS. It can be a complete and systematic
control (visual controls, measurements, internal audit) or a more targeted and limited
control (residue analysis, microbiological analysis, soil and water analysis, etc.).

The goal of verification is to ensure that:
» Internal procedures in place really work and are effective

» Records will attest to and provide all necessary proof of food safety
management and of compliance with regulatory requirements (product safety)
and with those of "specifications " and "quality standards" (product quality).

Evaluation of the FSMS must answer the following three questions:

- Does the FSMS meet the objectives set by the company in its quality policy and
food safety policy?
- Does the FSMS meet customer requirements?

- Does the FSMS enable continuous improvement of the safety and quality
processes and procedures implemented?

The internal verification or self assessment system includes:™

1.  Ongoing controls. Visits and inspections carried out with a frequency pre-set in an
"internal control plan" and other unscheduled ones. They are carried out by the
quality-traceability manager (and his team, in larger companies). They are rounded
out with measurements, samplings and targeted analyses according to the risk
analysis carried out based on the processes.

2. Internal audits. Are carried out by auditors trained in auditing food product safety to
ensure that all aspects of the FSMS are operating effectively. It should be pointed out
that even though these are "internal" audits (that is, the results are not normally
shared outside the company), the company can call on external auditors, which it
remunerates, to supplement the lack of internal competences or to obtain the opinion
of an outside expert. The internal audit is generally carried out once or twice a year
or when key processes change!

The frequency of verification and of analyses must be sufficient to confirm that hazard
identification, risk assessment, controls and corrective action are working correctly.

' See PIP Manual 1.
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The controls, analyses and internal audits, their content and their frequency should be guides
defined in a specific procedure for the verification of the FSMS.

3.3.2. External verification
O Verification types and planning

Note that all "self assessment systems" include a self assessment guide (for application
in the private sector) and a set of control procedures (for application by the public
sector).

The scheduling of external verification (type and frequency of controls) should be
based on the risk analysis carried out for the channel.

External verification primarily includes:

» Sampling for analysis (pre-harvest, in the station on unprocessed or finished
products, at shipping points and, sometimes, in markets). This sampling is part of
the overall monitoring plan.

» Inspections carried out on the basis of known check lists (the same ones as
used by operators for internal verification). They are part of the control plan
applied to the sector.

» Audits done either by the authority's agents or by a third party designated and
accredited by the authority to ensure, notably, that hygiene instructions are being
followed and logs kept.

Inspection: verification at time "t" of the operating status of the FSMS and of its
performance. This provides an instant picture of compliance with requirements without
providing a guarantee of the time period over which proper operations will be maintained.

Audit: systematic and independent examination intended to determine if the activities
and their results comply with the established plans and if these plans have been
executed effectively and continue to be adequate to reach the goals set (source:
Regulation (EC) 882/2004. This provides a feeling for the robustness of the system.

Within the framework of a self assessment system, the most important controls are in-
company audits which are carried out at a set interval (e.g., one audit every 3, 6, or 12
months) depending on the sector. Only the results of the risk analysis carried out in
consultation with sector professionals and validated by independent scientific experts
enable the objective pre-setting of the frequency of required external controls, by taking
into consideration the following points:

» The "risk profile of the sector" based on the "vulnerability" of the product (e.g.,
risks are normally higher for consumers with products from animal sources
compared to fruits and vegetables).

» The "normal profile of operators" active in the sector based on their
organisational level, the implementation of self assessments, the certification for
their FSMS or others, the characteristics of the overall environment of the sector
(e.g., the technical itineraries adopted, with or without pesticides and chemical
fertilisers).
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The frequency of verification at companies will therefore depend on many factors
which will be at the discretion of the authorities. The frequency can be lowered for
operators who voluntarily apply the recommendations of their sector's self assessment
guide.

J Organisation of external audits

An audit cannot be improvised and it always consists of several steps. The company
must be notified in advance of the date the auditor will come and of the extent of the
audit. Ideally, there should be an audit checklist. That is, a document that lists the audit
steps, the documents/areas to be inspected, the persons to be interviewed and the goals
of the audit.

Preliminary meeting:
The auditor will check:
» Previous audit reports
» All documents that may contain important information.

The auditor is provided with all relevant data about the company to be audited. The
required forms are prepared and filled in with known information.

Opening meeting:
The audit process communicated to the company in writing is confirmed during the
opening meeting. The auditor will make sure that there are no obstacles with respect to

scheduling and carrying out the audit and that all documents and people will be available.

Examination and evaluation of results

The auditor will verify if the hygiene requirements found in the self assessment guide
have been complied with, if the logs are available, if they contain all required information
and if they are correctly filed.

The documents available are reviewed and evaluated for content by the auditor who will
also pay careful attention to the practical implementation of requirements when carrying
out interviews and visual inspections.

A certain "tolerance" of "accidental errors" is acceptable. However, the number of non-
conformities, interpretation of the numbers and the level of confidence generated by the
implementation of good hygiene practices and log keeping will be decisive for the final
result.

In the event of shortcomings, the auditor will prepare a report to be presented to the
operator during the closing meeting.

Closing meeting

The results of the audit will be communicated to the company by the auditor during the
closing meeting. The main non-compliance issues observed are also communicated.
Serious non-conformities will, however, be explained to the company's managers and
sent in writing after the audit. The company's managers can propose corrective
measures. The auditor will give his opinion on the corrective measures.

Following the audit, the auditor will write a report and send it to the company. If
everything is in order, the auditor will sign the "validation of the implementation of good
hygiene practices and keeping of logs". Otherwise, a decision can be taken by the
authorities following the report (e.g., additional audit, shut-down of operations, etc.). Non-
conformities must be corrected by the time of the next audit. Likewise, the audit regime
may be modified as a result of the observations made.
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Most used abbreviations and acronyms

ACP

ADI

AOEL

ARfD

CAS

CCP

CLP

CMR

CSR

DTso

EC

ECR

EMS

African, Caribbean and Pacific (Group of ACP States that have signed a
series of agreements with the EU, called the 'Cotonou Agreements')

Acceptable daily intake (in mg/kg bw/day)

Acceptable operator exposure level: Acceptable level for operator exposure
when pesticides are applied

Acute reference dose

Chemical Abstracts Service. Registration number for chemical substances

Critical control point (under the HACCP method)

The CLP Regulation is the name given to Regulation (EC) No 1272/2008 on
classification, labelling and packaging of substances and mixtures

Carcinogenic, mutagenic and reprotoxic substances

Corporate social responsibility

Half-life of a substance in a given soil (in days)

Emulsifiable concentrate, liquid formulation of a solvent-based pesticide

Emerging chemical risk

Environmental management system

Abbreviations
and acronyms
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EPA

EPPO

ETI

EU

EVPP

EVRP

FAO

FBI

FLO

FSMS

GAP

GHS

GLP

GMO

GPP

HACCP

Environmental Protection Agency (USA)

European and Mediterranean Plant Protection Organisation

Ethical trading initiative

European Union

Empty pesticide product containers

Evaluation des Risques professionnels (equivalent to HIRA - Hazard
identification & risk assessment)

Food and Agriculture Organisation: UN organisation that addresses food
security problems in the world

Foodborne iliness outbreak

Fairtrade Labelling Organizations International (FLO) is an association of
various fairtrade labelling initiatives

Food safety management system (see also QMS)

Good agricultural practices (set of application conditions that must be
defined: dosage, volume, formulation, technique, PHI)

General harmonised system (product classification and labelling)

Good laboratory practices

Genetically modified organism

Good phytosanitary practices (set of rules to follow to avoid contaminating
the operator or the environment and to avoid residues)

Hazard analysis critical control point: system that defines, assesses and
prevents food safety problems

Abbreviations
and acronyms
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IARC

ICB

ICM

ILO

INERIS

INRS

I0BC

IPM

IPPC

ISO

IUPAC

JECFA

JHA

Kd

LCA

LDsg

International Agency for Research on Cancer

Independent (third-party) certification body (see TPC)

Integrated crop management or integrated production

International Labour Organisation

Institut National de I'Environnement industriel et des risques, the French
national institute for industrial environment and hazards

Institut National de Recherche et de Sécurité, the national research and
safety institute for the prevention of occupational accidents and diseases in
France

International Organization for Biological and Integrated Control of Noxious
Animals and Plants

Integrated pest management

International Plant Protection Convention

International Organization for Standardization. ISO is the international
standards body whose members are the national standards institutes of 149
countries

International Union of Pure and Applied Chemistry

Joint FAO/WHO Expert Committee on Food Additives

Job hazard analysis

Adsorption coefficient (measures how tightly the pesticide binds or sticks to
soil particles)

Life cycle assessment (or analysis)

Lethal dose 50 (mg/kg bw)

Abbreviations
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LOAEL

LOD

LOQ

MRL

MSDS

NGO

NOAEL

OECD

OEL

OHSAS

OSHA-EU

PCB

PCR

PHI

PNEC

PPE

Lowest observed adverse effect level. Lowest concentration causing an
adverse effect. See also NOAEL - no observable adverse effect level.

Detection limit

Limit of quantification (also called limit of determination)

Maximum residue level

Material safety data sheet

Non-governmental Organisation

No observable adverse effect level

Organisation for Economic Cooperation and Development

Occupational exposure limits

Occupational Health and Safety Assessment Series

European Agency for Safety and Health at Work

Polychlorinated biphenyls, chlorinated aromatic compounds (209 congeners)

Polymerase chain reaction, a technique to amplify gene sequences

Pre-harvest interval (number of days to wait before harvesting)

Predicted no-effect concentration, for aquatic species.

Personal protective equipment

Abbreviations
and acronyms
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PPNU

PS

PTMI

PTWI

QMS

REACH

SA 8000

SDS

TDI

TEQ

TNC

TPC

TRV

TWI

UL

UN

Non-usable pesticide products (outdated or obsolete)

Private, or voluntary, standard

Provisional tolerable monthly intake

Provisional tolerable weekly intake

Quality Management System (see also FSMS)

Regulation (EC) No 1907/2006 on chemicals (1 June 2007)

A standard considered as the first private international reference standard
concerning the rights and respect of the individual on the job

Safety data sheet: technical note detailing all the dangers of a product,
means of prevention and emergency measures, also see MSDS

Tolerable daily intake

Toxic equivalent

Tesco Nature's Choice: a TESCO private standard

Third-party certifier (see ICB)

Toxicological reference value

Tolerable weekly intake

Oil-based concentrated solution, liquid pesticide formulation

United Nations Organisation

Abbreviations
and acronyms
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UNCED

UNECE

WG

WHO

WP

WTO

United Nations Conference on Environment and Development

The United Nations Economic Commission for Europe

Water-dispersible granules, solid pesticide formulation

World Health Organisation

Wettable powders, solid pesticide formulation

World Trade Organisation

Abbreviations
and acronyms

141



'R I B NIl T BFREE B EBEE ' B B B 15BNy



Bibliographical
references




Bibliographical references

AFSCA (2004).

Guide of "Good agricultural practices for food safety”, published by the Federal Agency
for the Safety of the Food Chain, FASFC (editor-in-chief: Piet Vanthemsche, written by:
DG Contréle, version February 2004).

AFSCA (2005).
Terminology for hazard and risk analysis according to the Codex Alimentarius. PB 05 - |
01 - REV 0 - 2005 — 30.

AFSCA (2005).
Auto-control, in your company too. Brochure, April 2005. D/2005/10413/6.

AFSCA (2007).
Risk assessment as a basic process for a formal opinion of the Scientific Committee
(General Pragmatic Approach). DRAFT-Version 5: 19-3-07.

BAERT, K., DE MEULENAER, B., VERDONCK F., HUYBRECHTS, I., DE HENAUW, S.,

VANROLLEGHEM, P., DEBEVERE, J. & DEVLIEGHERE F. (2006).

Patulin in apple juice Workshop Sci. Com, AFSCA -FASFC, Brussels, 20 October, 2006.

BLANC, D. (2007).
ISO 22000 — HACCP and food safety AFNOR Editions, La Plaine Saint-Denis Cedex,
416 pages.

BLANDIN, B. (2005).

Norms, standards, labels, charters and quality approaches for e-training, in CEDEFOP
Centre Info. Innovative practices in training and the challenges of professionalisation.
Luxembourg: Office of official publications for the European Communities, p. 52-57.

BTSF (Better Training for Safer Food, DG SANCO) (2010).

Harmonisation of the inspection of food hygiene. Finished work document.

BTSF - Better Training for Safer Food - Africa Programme. Organisation and
implementation of food safety training activities in Africa. SANCO/D3/2008/S12.514845,
Dr. R.BONNE and F. BOCCAS, AETS, 25 January 2010, 43 pages.

BTSF (Better Training for Safer Food, DG SANCO) (2010).
Application Guide Good Manufacturing Practices, Good Hygiene Practices and HACCP
(Manual). Editing coordinated by Dr R.BONNE, AETS, 2010, 115 pages.

BOUTOU, O. (2008).
From HACCP to ISO 22000 — Managing food safety. 2nd edition, AFNOR Editions, La
Plaine Saint-Denis, 332 pages.

CLAEYS, W., SCHMIT J.F., BRAGARD C., MAGHUIN-ROGISTER G., PUSSEMIER L. &

SCHIFFERS B. (2010)
Exposure of several Belgian consumer groups to pesticide residues through fresh fruit
and vegetable consumption.

References

144



Food Control 22 (2011): 508-516.

EUROPEAN COMMISSION (DG SANCO) (2002).

Preliminary report: Risk assessment of food borne bacterial pathogens: quantitative
methodology relevant for humane exposure assessment.

EUROPEAN COMMISSION (DG SANCO) (2005).
Guidance Document - Key questions related to import requirements and the new rules on
food hygiene and official food controls, DG SANCO 2005, 29 pages.

EUROPEAN COMMISSION (DG SANCO) (2005).

Guidance Document - Implementation of procedures based on the HACCP principles,
and facilitation of the implementation of the HACCP principles in certain food businesses,
DG SANCO 2005, 29 pages.

DOUCET, C. (2005).
Quality. PUF, Paris, 128 pages.

EFSA — Strategy for cooperation and networking between the EU member states and
EFSA (MB 19.12.2006).

FAO & OMS (Codex Alimentarius Commission ) (2003).
Recommended International Code of Practice - General Principles of Food Hygiene,
CAC/RCP 1-1969, Rev. 4 (2003), 29 pages.

FAO & OMS (Codex Alimentarius Commission ) (2003).
Code of Hygiene Practices for Fresh Fruits and Vegetables (CAC/RCP 53 - 2003), 26
pages.

FAO & OMS (Codex Alimentarius Commission ) (2006).
CAC/GL 60-2006- Principles for traceability/product tracing as a tool within a food
inspection and certification system. CAC/GL 60-2006, 3 pages.

FAO & WHO (2007).
Food safety risk analysis A guide for national food safety authorities
FAO Food and Nutrition Paper, N°87, FAO, Rome, 120 p.

FAO & OMS (Codex Alimentarius Commission ) (2007).
Working Principles for Risk Analysis for Food Safety for Application by Governments.
FAO & WHO, first edition. Rome, 33 pages.

FAO (2008).
International standards for phytosanitary measures (NIMP 1 to 31), Secretariat of the
International Plant Protection Convention , FAO, Rome, 2008, 432 pages.

ISO (2005).
ISO 22000:2005 - Food safety management systems - Requirements for all organizations
in the food chain, ISO, 2005.

KLETER, G.A., POELMAN, M., GROOT, M.J. & MARVIN, H.J.P. (2006).
Inventory of possible emerging hazards to food safety and an analysis of critical factors.
Report 2006.010. RIKILT.
OIE (2004).
Handbook on import risk analysis for animals and animal products.

References

145



Vol 1. Introduction and qualitative risk analysis.
Handbook on import risk analysis for animals and animal products.
Vol 2. Quantitative risk assessment.

OECD (2006).
Guidelines on Risk Analysis. Scheme for the Application of International Standards for
Fruit and Vegetables. AGR/CA/FVS (2006)1. Criteria for defining inspection priorities.

SAEGERMAN, C. (2006).
Risk assessment: a continuous approach. Slides for the Sci Com Worshop, AFSCA -
FASFC, Brussels, 20 October, 2006.

SCHIFFERS (2006).

Guidelines for the analysis of the risks of a channel. COLEACP/PIP.
UG/PIP October 2006, 19 pages.

References

146



Useful Websites




Useful Websites

AFSCA-FAVV (Federal Agency for the Safety of the Food Chain):
http://www.afsca.be/home-en/

ANSES (Freanch Agency for Food Environmental and Occupational Health & Safety):
http://www.anses.fr/

ACIA (Canadian Food Inspection Agency):
http://www.inspection.gc.ca/english/toce.shtml

BRITISH RETAIL CONSORTIUM (BRC):
http://www.brcdirectory.com/

EUROPEAN COMMISSION:
http://ec.europa.eu/agriculture/organic/organic-farming/what-organic_en

EUROPEAN COMMISSION: Pesticides database (MLR and TLV)
http://ec.europa.eu/sanco_pesticides/public/index.cfm

FOOD SAFETY MANAGEMENT:
http://www.foodsafetymanagement.info

FSS (Food Surveillance System):
http://www.food.gov.uk/enforcement/monitoring/fss/

GLOBALG.A.P:
http://www.globalgap.org

INTERNATIONAL FOOD SAFETY:

http://www.ifs-
online.eu/index.php?SID=2d800b70a2d2ec72ed49e53ee64fcb60&page=home&content=
public_content&desc=homed&language=english

NORME-1SO22000.INFO:
http://www.norme-is022000.info/home.htm

ISO Management Systems:
http://www.iso.org/iso/22000_implementation_ims_06_03.pdf

PSD (Pesticide Safety Directorate):
http://www.pesticides.gov.uk/

RASFF(CE):
http://ec.europa.eu/food/food/rapidalert/index_en.htm
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