HACCP Certification Scheme HACCP Certifiaati Regulations, June 2006

HACCP CERTIFICATION REGULATIONS 2006

Articlel

These certification regulations apply to accreditedification bodies that have subscribed to the
(Dutch) National Board of Experts HACCP (NBE-HACCP)

In addition these regulations also apply to foaocpssing businesses that receive assessment by thes
certification bodies in order to be granted a HAGt eRificate.

Certification bodies that are particularly accreditor this purpose issue HACCP certificates.

The certificate provides buyers, consumers and qéeies with justified assurance that the
management and control of the safety of the food et meet the Requirements for a HACCP based
Food Safety System and, in by doing so, the leiyslregulatory requirements with respect to
HACCP.

The overall basic requirements for hygiene, the GBtRiirements, form part of these certification
criteria. In most cases, these GMP requirementsaredatory by national legislation.

Article 2

The NBE-HACCP is authorised to decide on admittiegification bodies that are recognised by
other accreditation bodies then the Dutch Couicilccreditation.

Before admission is granted proof must be provitied this accreditation is comparable to the
accreditation by the Dutch Council for Accreditati@at the discretion of the NBE-HACCP.

Article 3
The certification bodies are responsible for tHedpplication of the certification scheme and have
observe the regulations and directives issued &\NBE-HACCP.

Article4

Where these regulations do not stipulate any atfgarirements with respect to the HACCP
certification process, the certification bodies ééw apply the procedures set in force for the
certification of quality systems, that are accredlion the basis of EN 45012 or ISO/IEC Guide 62,
excepting article 3.3. of ISO/IEC Guide 62. Thisce is replaced by article 5.3 of ISO/IEC Guide
66:1998.

With the information/application phase of the dexdition process, these regulations have to be
submitted by the certification body to anyone rexting HACCP certification in accordance with
clause 3.1.1.1 of EN 45012:1998 and ISO/IEC GuRia 996.
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Article5

The certification bodies are obliged to apply th®GLP certification scheme as established by the
NBE-HACCP. The scheme contains the certificatiotenn, methods of examination, the
requirements for certification bodies with respecthe scope of activities, expertise and certifoca
personnel (e.g. auditors and decision makers) lagrocedures with regards to audits and their
frequency.

With regards to non conformities revealed, cedifizn bodies are required to establish and maintain
criteria for application of critical and non-criticnon conformities, in accordance with the
specifications in the EA and/or IAF guidelines péring to EN 45012 or ISO/IEC Guide 62.

Only food operating businesses where no critical canformities have been revealed in their HACCP
system, can qualify for granting the HACCP ceréfe

HACCP certificates may only be issued on the bafsibe actual status of the HACCP system of the
food operating business and not on the basis gigsexd or expected measures.

Article 6

The certification bodies must employ proven exgertind experience at three levels:

1 audit team:

The requirements required in respect of auditodstha audit team are stipulated in the document
Requirements for Certification Bodies concerning scope, expertise and certification personnel.

2 staff:
The certification body is required to appoint a&deone officer who is assigned the following daitie

* conduct of the contract review

» selection, training and informing/instruction (Winmg)of audit teams

* participation in Harmonisation Committee discussioarried out by certification bodies
« central point of contact for the NBE-HACCP.

The (collective) requirements demanded of thisceffiare that he/she must:
* be employed by the certification body (no on-tble-gontracting; not necessarily full-time)
* meet the requirements with respect to ‘lead atdiés specified in the aforementioned
Requirements for Certification Bodies concerningpsg; expertise and certification personnel.
* have a minimum of five years’ working experiencehia relevant sector in one or more of the
following ‘sensitive’ sectors:
- primary animal products
- cattle breeding
- other primary sectors
- egg-production and egg products
- chopped fruit and vegetables
- meat and meat products (unpacked and refriggyat
- fish and shellfish
- dairy products.

For certification bodies which have only been aditesl for ‘other primary sectors’, only the first
three ‘sensitive’ sectors apply. In this case, otbensitive’ sectors are not taken into considenat
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3 decision maker(s):

The decision maker(s), responsible for grantingntaiing, extending, suspending and withdrawing

HACCP certificates is/are required to satisfy eaftine following criteria:

* be employed by the certification body (no on-tble-gontracting) or be an independent panel of
(wholly or partially external) experts, which is ewegral part of the organisational structure of
the certifying body.

« meet the requirements for ‘lead auditor’, as spetiin the aforementioned

« have a minimum of five years’ working experiencéha relevant sector in one or more of the
following ‘sensitive’ sectors:

- primary animal products

- cattle breeding

- other primary sectors

- egg-production and egg products

- chopped fruit and vegetables

- meat and meat products (unpacked and refrigeiyrat
- fish and shellfish

- dairy products.

For certification bodies which have only been aditesl for ‘other primary sector’, only the firstrée
‘sensitive’ sectors apply. In this case, other &five’ sectors are not considered.

NB: The decision maker(s) and the staff officeEGLP co-ordinator') may be one and the same
person, but may not participate in the audit telaan has carried out the assessment in question.

Article7

The period of the contract between the certificatiody and the food-processing organisation shall
last for 3 years. Reassessment, which takes ptaesmration of these three years, is conducted in
accordance with the initial assessment. By deinjtduring the initial certification period of there
years a regime of semi-annual surveillance’s vélimforce. After three years the certifying bodyc
transfer to a regime of annual surveillance’s uriderfollowing conditions:

» there are no open non-conformities;

* no new non conformities have been revealed witletlize reassessment;

» adherence to the strict precondition of notificatal changes in the HACCP system

During the first period of three years, changethasystem of semi-annual surveillance’s may oely b

made under the following conditions:

* atleast two semi-annual surveillance’s have be&dected following the initial certification
audit;

« all CCPs and PRP-requirements have been assessed;

« all production lines and all sites have been asskess

* no new non conformities are revealed during thetmexent audit and there are no open non
conformities;

« the certification body documents the evaluatioalmfve-mentioned conditions;

» the condition for notifications of any changeshie HACCP system, activities and

» locations by the food processing business is Btrécthered to.
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Article8

The certification body is required to apply the ctédtion Model in the Rules for Time Allocation
with respect to HACCP Audits, for determining thenimum auditor days for the initial certification
audit, surveillance’s and the re-assessment.

The Calculation Model is enclosed as Appendixthese HACCP certification regulations

Article9

» During the initial assessment, the certificationlyp@ required to assess whether all Critical
Control Points (CCPs) have been identified andareg monitored.

A number of CCPs will be investigated with suffitielepth as much as possible at processes in
action for implementation in practice.

« The initial investigation (on site certificationdit) will be conducted in accordance with the two
phase methodology as pointed out in ISO/IEC Guiglé®08, article 5.3. Both phases are to be
conducted at the company site.

» During Phase 1 the audit team will investigatedytem documentation, especially the process,
thoroughness and correctness of the hazard analysislACCP-analysis (risk), the HACCP-plan
and the validation of this plan. The Phase | ingasion will consist of a documentation
investigation, a company survey and a plannindgnefRhase Il investigation.

1) The audit team will examine whether — seen thiwities of the organisation - all CCPs have been
identified and whether all CCPs are being contdodle well as being monitored.

2) If the organisation has defined an inordinatenber of CCPs, the certification body is required to
make a precise assessment of the level of experikian the organisation.

In the event of an inordinate number of CCPs baegtified, the HACCP analysis has most likely
been carried out with an insufficient level of exfs® and a major non-conformity is to be revealed.
Before the start of the certification audit at-sttee organisation is required to initiate a maamtifi
HACCP analysis with an acceptable number of CClBg@make changes to the HACCP system
(including the documentation).

3) After Phase | (if necessary, following any ditaial measures as indicated under 2), the auatit te
conducts a (risk) analysis of the CCPs identifigdH® organisation and selects those CCPs (nature
and number) for which a more in-depth assessmer@adsssary on site. On the basis of this in-depth
assessment of the CCPs, a sound judgement shaibbieed with respect to the conformity of the
organisation to the HACCP criteria.

4) As an integral part of the Phase | investigatf@audit team will conduct an inspection at tite s
During the on-site inspection the implementatiohef ‘Requirements’ are assessed. Any non
conformities with regard to GMP/GHP and or the eagglisite program are to be reported specifically.
The report of the Phase 1 investigation must shbwlwelements of the prerequisite program are
assessed and to what extent the requirementsléiiedu

5) Information or data of the hazard analysis dedHACCP-analysis, the validation and the
companies HACCP-plan as well as the validatiohef@CP’s selected by the audit team are to be
reported in a thorough and in-depth report.

During the following Phase-lI-investigation the @utdam will judge the implementation of the Food
Safety System.
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This assessment will also include a check if any-cenformities, reported in Phase | during the on-
site inspection, are discontinued and arrangenteritee Food Safety System to do so, are assessed.
If necessary the HACCP analysis will be judged agéiether it sufficiently encompasses the
in pratice occuring potential dangers.

During surveillance visits the implementation of tystem and effective control of the
processes/products will be reviewed by samplinghénthree year period ALL CCPs shall be assessed
with full depth. However, by doing so, the certifgibody must take into account new circumstances
and new CCPs.

The report with regard to any information or datéhe hazard analysis and the HACCP-analysis
which is drawn up during the initial investigatias well as the CCPs assessed, has to be updated
after every audit or assessment.

All sites of the certified legal entity shall beditied at least once during the three-year period,
regardless of the absence of CCPs.

Article 10

During each assessment, the certification bodgdsired to investigate the handling of complaints
and any writings to relevant governmental inspechodies that have been registered. Any complaints
on the part of the authorities, related to the H&AXystem can therefore provide a better insigbt int
the functioning of the HACCP system.

Article11
Organisations may not display the HACCP certifmatiogo or mention possession of a HACCP
certificate on their products.

Article 12

In the event of the relevant documents (certifmascheme) being changed, organisations will be
given 6 months’ time of grace to adapt to the immatation of the new requirements, unless the legal
regulations stipulate a different transition period

Article 13

At least once per year, the certification bodiesabliged to provide the NBE-HACCP with all the
information relating to the nature, the content Hrelfunctioning of the HACCP scheme. This
information shall be made anonymous so that confidlity with respect to organisations is assured.
The information required by the NBE-HACCP pertagnio the preceding year is provided in written
format no later than April 1st.

Article 14

The certification bodies are required to ensurétti@aregulations, which are decided by the NBE-
HACCP and accepted by the certification bodiesgatablished, authorised and included in their
existing system documentation within a period ofi@nths.

Certification bodies are required to control thdeeuments according to their own document control
procedures.

Article 15

New information or changes with regards to the HAC rtification system are to be communicated
by the certification bodies to those parties inealysuch as certificate holders and HACCP auditors
(auditors and experts) within a period of 2 months.
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Article 16

If required by certification bodies or by organieas, the NBE-HACCP can be called to intervene in
the event of different opinions in the interpraiatof the certification scheme. The NBE-HACCP will
however not make any judgements with regards tiwithaal disputes or appeals.

The appeal regulations of the certification body @pplicable to these disputes or appeals.

Article 17

The audit report on the status of the HACCP syst@hcomply with the extensive method which
basics are set out in Appendix Il. Application lostmodel is required for all assessments, inclyidin
surveillance’s. The report should show a faith&gnesentation.

Article 18
The Dutch National Board of Experts HACCP approthegse regulations on 15 June 2006.

Appendix 1: 'Rules for Time Allocation with respeéstHACCP Audits'

Appendix II: Basics for the audit report
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Appendix 1to HACCP Certification Regulations 2006
Time allocation for HACCP Audits

The basis is formed by a table (Table 1) in whichdicated the minimum number of auditor-days,
dependent on the total number of employees involietin the scope of the audit, together with four
categories of activities of the company concerfié. total number of employees is the total number
of employees on day shift plus the total numbegroployees in the largest shift (all expressed lin fu
time equivalents (FTES)).

The number of auditor-days shown is applicablantital audits. This basic table is applicable te th
simple situation of a company with one group ofdurcts, one location and a low level of risk.

TABLE 1 - Minimum number of auditor-days

Number of Initial audit -
employees auditor-days
(FTES) Category
A B C D
1-19 25 |2 15 |15
20-29 3 25 |20 |15
30-59 4 35 |25 |2
60-100 5 4 35 |3
100-250 6 5 45 |4
250-500 8 7 6 5
500-1000 10 9 7 6

N.B. The time is shown in auditor-days; the minimiemgth of an auditor-day is 8 hours!
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Explanation:

Jobs:

Calculated is the total number of employees thairarolved within the scope of the audit of the
organization.

Considered as employees are not only those emplogmdanently, but also hired-in/temporary
employees. The largest number of employees isdétermining factor, taking into account any
possible seasonal work.

Company activities:

A = preparation, processing, handling, packagingspart, distribution and retailing
B = preparation, processing, handling and packaging

C = transport, distribution and retailing of unpag&d foodstuffs

D = transport, distribution and retailing of packddeodstuffs

The time indicated (auditor-days) is the estimditee for the phase 1 and phase 2 study, excluding
preparation and reporting. Phase 1 and phase ¢ stust be carried out on site.

Compensation should then be applied for excepticinaimstances, i.e. variations from the simple
situation, for which the factors shown hereundertarbe used:

Outlinerisk level of the product and/or product group:

Distinction is made between high and low risk:

Used in calculating risk level are the product-iem aspects, such as: number and origin of raw
materials, microbiological-chemical-physical risksd technological aspects of production.

In order to be able to establish the risk leveinale use of a list of product categories. Toghid,
Table 2 is applied. In the case of multiple prodyraups, the highest level of risk of the various
product groups is taken as the basis.

TABLE 2 — Categorization of foodstuffs companiesading to risk level

Product group Risk level
Low High

egg processing and egg products X

dairy - chilled and frozen X

(dairy, milk products, ice cream and
cheese (except hard cheese))

ready to eat or heat (chilled and X
frozen), including cooked meat and
cooked fish products, salads,
sandwiches.

restaurants, hotel catering, canteens, X
Kitchens
Other food categories X

e Thenumber of different product groups:
In general within the company, different produatwgrs will follow different production
processes; as a consequence, the amount of timee@dor auditing will increase.
As a definition is given that products belong te #ame product group provided that there are no
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(significant) differences in the risk analysis @lation to the entire production process. In this,
consideration should be given to the process aoduyation characteristics. In almost all cases this
can be derived from the scope that the comparsgisired to provide; if this is not the case, the
number of product groups can be established inutati®n with the company or the risk analysis
can be submitted in advance.

The number of production lines is not taken intocamt further, as it is assumed that this is
allowed for sufficiently by the number of employees

e Number of locations:
In principle, each location of the company musviséed individually during all types of HACCP
audit (initial assessment and follow-up audits)cHekcation is certified separately and receives
its own certificate (a multi-site approach is netrpitted). The table is applied to each location,
and the total is the total sum of the days neededlf the individual locations.
In certain instances, (a well-founded and docunmeduction in the time can be given on the
basis of the uniformity of multiple locations indied in the study on the basis of proven
uniformity, without the application of a multi-sis@proach. This cannot be covered in a table and
will have to be substantiated on a case for casis bg the CB.

* Timeused for reporting:
Typically, a minimum period of 4 hours will be ngsary to cover making a report on an initial
assessment or a reassessment, with 2 hours baiagsagey for a control audit. This time use
should be added to the table.

The factors ‘risk level’ and ‘number of product gps’ have been incorporated in Table 3, in which is
shown the number of days that would be added tddlys in the basis table (Table 1) in a situation
under consideration (Table 1).

TABLE 3 — Additional number of auditor-days

Number of Risk level

product

groups

Low High

1-2 0 1
34 0.5 15
5-7 15 3

8 or more 3 5

Follow-up audits and reassessments:
The above refers to initial audits. The followimgtructions are applicable to follow-up audits and
reassessments:

* In the case of follow-up audits, ca. 30% of theetimused for classification in groups A and B
and ca. 20% of the time is used for classificatiogroups C and D.

» Approximately 80% of the initial audit time will malculated for a complete reassessment. This
initial audit time is the time as it is calculatied the situation prevalent at the time of
reassessment (this can vary from the initial acalitied out).
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Appendix I1: Basicsfor the audit report

Gener al objectives

The report should contain information that primadgncerns the audited company
The Phase 1 and Phase Il reports and the re-assexperitcan differ
All below mentioned elements can be taken up irrépert or added as an appendix

Phase | Investigation

This report should at least contain the followingne¢nts:

The requirements for a HACCP based Food Safety @ystersion 4, June 2006. Audit plan with date
and place of execution. A description of the autlifanctions and processes

Description of the company (name legal entity asdrass)

Scope

Description of the audit team members

Description of the representatives of the auditee

Conclusions (overview of agreed actions for Phhseséstigation)

Overview of Major and Minor NC's as well as remattigether with corresponding paragraph number
and description

Documentation with an emphasis on the risk-analgs@gaeral overview and in-depth description)
Description of CCP’s related to every process step.

The auditor decides during the phase 1 audit whicR’€ will at least be investiged thoroughly

and registers this.

Validation (general view / depth).

PRP (General overview of the company survey aneéslts as well as a short checklist of the aspect
of the PRP).

Phasell Investigation

This report should at least contain the followingneénts

The requirements for a HACCP based Food Safety @y#tadit plan with date and place of execution.
A description of the audited functions and proesss

The Audit plan with date an place of execution amttfions and processes that have been audited
Description of the company (name legal entity asdrass)

Scope

Description of the audit team member

Description of the representatives of the auditee

Summary including conclusions and recommendationsectification

Overview of Major and Minor NC's as well as remattigether with corresponding paragraph number
and description

Overview of relevant changes to documentationgggees and products

Description of CCP’s reviewed. Indication of randesampling and result of this assessment.
Verification (General overview / in-depth report)

PRP (General overview of the company survey anekéslts as well as a short checklist of the aspect
of the PRP).

Registered complaints on Food Safety and reportsnicerning government

Results per area, function or process witb@roduction of all questions issued and (non-)d@npes
with the “Requirements” (which normative elemendsd been assessed in which area)
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