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This is the authorised English translation of thecsfication “Eisen voor een op HACCP gebaseerd
voedselveiligheids-systeem”'{4version, June 2006), being one of six documehisiwregulate the
Certification Scheme for operational HACCP basextifeafety systems.

The other documents; the “Certification RegulatipfiEhe requirements for Certification Bodies, the
“Regulations for the National Board of Experts —E@P", the current list of decisions by the
National Board of Experts and Certification casesspnted by the Harmonisation committee
(advisory, only in Dutch) are also published by Weional Board of Experts — HACCP.

Certifying Bodies operating the Certification Sclesfar operational HACCP based food safety
systems have to comply with the “Requirements ferti@cation Bodies”, also established and
published by the National Board of Experts — HACCP.

The Certification Scheme for HACCP based Food 8&8gstems is maintained by the National Board
of Experts - HACCP. The National Board of Exper8ECP has at least three meetings yearly to
maintain the Certification Scheme. After every rireetnajor and/or minor changes are decided on
and will be directly pulished in the current ligtdecisions. It can be concluded that the scheme is
updated after every meeting. Revisions of all reté\documents are yearly published and available
for those interested.

The National Board of Experts will review the startlat least every 3 years and make a public
statement on this revision or update.

Certification/Registration of HACCP based Food 8aftystems on the basis of the preceding
versions of this specification has been accreditethe Dutch Accreditation Council (RvA) since
1997 and as of 2002 it is a Global Food Safetydtive (GFSI) recognised standard.

Copyright 2006, Stichting Certificatie Voedselvgiieid, National Board of Experts - HACCP

All rights reserved. No part of this publication yrtze reproduced and/or published in any form, by
means of printed matters, photocopy, microfilmoreing or any other method or technology,
without preceding written approval by the NatioBakrd of Experts - HACCP.

Stichting Certificatie Voedselveiligheid
National Board of Experts — HACCP
P.O. Box 693

4200 AR Gorinchem, The Netherlands
t: +31-183 645028

f: +31-183 621161

Web site: www.foodsafetymanagement.info
e mail: scv@zpg.nl
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1 INTRODUCTION

Refer ence documents; legislation; background infor mation

Food safety is a global concern. Not only becatiskeocontinuing importance for public health, but
also because of its impact on international tr&tfiective Food Safety Systems shall therefore
manage and ensure the safety and suitability afdtdfs.

In many countries world-wide, legislation on thée$aand suitability of foodstuffs requires
“HACCP” to be put in place by any food busines®anisation, whether profit-making or not and
whether public or private, carrying out any ordlthe following activities: preparation, procegsin
manufacturing, packaging, storage, transportatiatribution, handling or offering for sale or siypp
of foodstuffs. According to Regulation (EC) No 88204 of the European Parliament and of the
Council of 29 April 2004 on the hygiene of foods$sudll food business operators in the European
Union shall implement HACCE They shall ensure that adequate safety proceduedsentified,
documented, maintained and reviewed on the basigeqgirinciples used to develop the system of
HACCP (“Hazard Analysis and Critical Control Point”

The Joint FAO/WHO Codex Alimentarius Commissiorriless a series of steps, including the 7
HACCP principles, giving guidance for the applicatiof the HACCP system

Also, Codex advises that minimum hygiene meashpesdsbe in place before HACCP is
implemented?Prior to application of HACCP to any sector oétfood chain, that sector should be
operating according to the Codex General Principtésood Hygiene, the appropriate Codex Codes
of Practice, and appropriate food safety legistatio

These prerequisite programs should be well spec#ie documented, fully operational and verified
in order to facilitate the successful applicatiow @anplementation of HACCP. The General Principles
of Food Hygien& as recommended by Codex, form an intrinsic pitiie document “Requirements
for a HACCP based Food Safety System”.

Specific food safety requirements are detaile@gidlation, hygiene codes, customer or consumer
specifications. Where specific requirements doaxit, the Pre-requisite program will be appliegk(s
Annex I). Furthermore, the 7 principles and thelglines for the application of HACCP have been
combined in this Specification with basic elemesftguality management systems (1ISO 9000) to
establish “The Requirements for a HACCP based Rajdty System”.

The reference documents used to formulate the “Remgents” have been specified in Chapter 3.
The “Requirements” are primarily focused on actiand activities to ensure food safethe
assurance of food suitability considered to be an obligatory part of a guatianagement system,
unless non conformities may lead to unsafe foottstuf

! Regulation (EC) No 852/20Gf the European Parliament and of the Council oAR&l 2004 on

the hygiene of foodstuffs (OJ EC 2004, L139 and )226

Codex Alimentarius Commission, “Hazard Analysis &nitical Control Point (HACCP) System and
Guidelines for its Application”, Annex to CAC/RCP1B69, Rev. 4 (2003).

3 Codex Alimentarius Commission, “General Principté Food Hygiene, CAC/RCP 1-1969, Rev. 4
(2003).

To illustrate the difference between safety andability; sour milk is safe, but not suitable.

© Stichting Certificatie Voedselveiligheid, Dutchatibnal Board of Experts HACCP Page 5van 48
Option A: Management System Certification



HACCP certification scheme

Theneed for a Standard or Specification

The specification “Requirements for a HACCP baseddrSafety System” has been developed by and
is placed under the authority of the National BoafréExperts — HACCP in order to make a normative
document/standard available. All parties involvedhie food chain are represented in the National
Board of Expert - HACCP.

The specification can be used by Certifying Bodieassess the continuous compliance of HACCP-
based Food Safety Systems as developed and imptiedney food business operators.

Of course, a food business operator may also es&Ribquirements” to develop its HACCP-based
Food Safety System.

Certification/Registration (e.g.of HACCP-based F&adety Systems) signifies that by means of a
formal statement (a certificate) and/or mark, retgcgiven with justified confidence that a product
process or service or system is in conformance avjihe-defined standard or (technical) specificatio
This includes the ability of the company to mainteonformance with the standards or specifications.

In order to issue such a formal statement, the HR®@sed Food Safety System of a food business
operator needs to be assessed. Certification geditiee surveillance audits are to be effectively
performed by a Certifying Body which is an indepemnidinstitution (whether or not governmental)
that has both the authority as well as the confiddn operate a certification system within whicé t
interests of all involved parties are represented.

For confidencehe Certifying Body must use the published “Reguients” and the “Certification
Regulations” in an agreed manner. The “Requiremiemesdocumented in such a way to allow an
effective assessment of the status and perfornafitbe processes. In the “Certification Regulatipns
specific criteria are stated which have to be nyethle Certifying Body when selecting a competent
HACCP audit team, and rules which govern the wayctrtification process is designed and offered
(e.g. the minimum auditor time) have to be followed

Authorityis obtained when the Certifying Body is formallyceedited by a recognised Body to operate
the certification system for HACCP based Food §aststems and is audited regularly by this
Accreditation Body. Accreditation concerns theakliity and competence of the Certifying Body.

The document “Requirements for Certification Botlelaborates the accreditation requirements.

It must be understood that certification of proessis not a guarantee of a food business operator’'s
continuous food safety performance. The value adol@food business operator with a certified
HACCP-based Food Safety System lies in the effodde by the operating company to maintain that
HACCP system and its commitment to continuouslyriomp its food safety performance.

> The certification bodies must meet the “Genezglirements for bodies operating

assessment and certification / registration ofiguaystems”, ISO/IEC Guide 62:1996 (EN
45012) and the Standards for auditing (ISO 19011).
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Requirementsfor a HACCP based Food Safety System

The requirements in this Specification provide si®&r compliance of processes with (inter)nationa
legislation and codes of practice. They includertbeessary management system requirements. The

structure, the sequence and interaction of thesasmnt process is detailed in Figure 1.

In the description of every clause, the scope efrélguirements is detailed. Using these clauses, th
audit team assesses the documented HACCP-basedaeig System as well as the implementation

and operation of the system on the 'shop floor'.

The “Requirements” lay down a generic set of rezgaents. An operational HACCP-based Food
Safety System shall be, as a minimum, in compliavite these Requirements. In Annex Il of this
document each heading or paragraph of the “Reqeineshirefers to the corresponding text in the
HACCP guidance document of Codex Alimentafius

Figure 1. The structure of a HACCP-based Food Safety System
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Critical limits | = | Monitoring | > Corrective 5.10
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5.6.2 General Control Measures >

5.12 Documentation and Registration

In order to make the system transparent and emablEssment, the food business operator shall
provide information as indicated in these “Requieais”. For each specific condition (product /
product group / process / sector), specific requénats shall be detailed by the food business oprerat
The audit team shall assess this complete systeararic and company specific requirements.

6 Codex Alimentarius Commission, “Hazard Analygisl £ritical Control Point (HACCP)
System and Guidelines for its Application”, AnnexCAC/RCP 1-1969, Rev. 4 (2003).
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The first version of these “Requirements” (therezhl'Criteria”) has been developed in co-operation
with several Certification Bodies in the Netherlarid the area of food materials and processing,
under the authority and responsibility of the NatibBoard of Experts - HACCP. Thé& fersion was
published on May 15, 1996.

Due to the modification of the Codex Alimentaridditorm 97/13A, Appendix 1) in 1997, a revision
of the Requirements became necessary. The NaBwaatl of Experts - HACCP was also able to
draw on their experience in order to improve thaligy of the “Requirements”. The"2version of the
“Requirements” was published in September 1998tamslated into English in February 1999.

Recent developments with respect to HACCP-based Bafety System and developments within
Codex, new proposals for Food Hygiene Regulatitmeréby repealing the current referenced EU
Directives and Regulations) have necessitatedthdurevision: the 3rd version (2002)!

Further developments in establishing food hygiemikations and the GFSI re-benchmark against the
4™ edition of their Guidance Document have compediednevitable new revision: thid'4ersion
(2006).
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2 SCOPE of APPLICATION

In this document, requirements have been spedifide used during the assessment of operational
HACCP systems (HACCP-based Food Safety Systemgiwvdrisure the safety of foodstuffs during

preparation, processing, manufacturing, packagittyage, transportation, distribution, handling or

offering for sale or supply in any sector of thedachain.

The “Requirements” are basically applicable td@dld businesses or organisations, whether profit-
making or not, and whether public or private.

Obviously, the food business operators shall hdgatified any step in their activities which istical
to ensure food safety and shall have developedeimgnted, maintained and reviewed adequate
safety procedures, applying the principles of HACDEIuding the general principles of food
hygiene, and where appropriate the relevant coflpsaotice and the food safety legislation.

These “Requirements” are not intended for applicelly suppliers and / or service companies to food
businesses, like suppliers of packaging matefiatg] equipment, industrial cleaning services, etc..
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3 REFERENCE DOCUMENTS

The “Requirements for a HACCP-based Food SafetyeBy'sare based on the following reference
documents:

1

World-wide:

Joint FAO/WHO Codex Alimentarius Commission,

- General Principles of Food Hygiene, CAC/RCP 19, %ev. 4 (2003).

- Hazard Analysis and Critical Control Point (HACICE/stem and Guidelines for its Application,
Annex to CAC/RCP 1-1969, Rev. 4 (2003).

2

International level:

European Union

2a

General Food law

Regulation (EC) no 178/2002, laying down the gahprinciples and requirements of food law,
establishing the European Food Safety Authority lagohg down procedures in matters of food
safety, dated 28 January 2002.

2b

Council Directive 93/43/EEC on the Hygiene of Fdaifs, dated 14 June 1993 (PbEC L175); To be
replaced by Regulation (EC) No 852/20ff4he European Parliament and of the Council oARSl
2004 on the hygiene of foodstuffs.

Regulation (EC) No 853/2002f the European Parliament and of the Council oAg€él 2004 laying
down specific hygiene rules for food of animal arig

Regulation (EC) No 854/200zf the European Parliament and of the Council oARél 2004 laying
down specific rules for the organisation of offla@antrols on products of animal origin intended fo
human consumption.

Regulation (EC) No 882/2004 of the the Europeatidfaent and of the Council of 29 April 2004
on official controls performed to ensure the vedtion of compliance with feed and food law,
animal health and animal welfare rules

3

National level:

Netherlands, Food and Commaodity Act:

Warenwetbesluit Hygiéne van levensmiddelen vant8lae 2005 as in force per 1 January 2006.

4

Where appropriate:

Numerous (International, a/o. Codex) Codes of RracEFood Commodity Standards and (national)
Hygiene Codes (generic HACCP / hygiene plans).
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4 TERMSand DEFINITIONS

Action-limit value: A value for the product or process parameter undasideration, deduced from
the critical limit value, which indicates that amdrvention in the process is required.

Aspect: An element of the food business operation (pragymbcesses, PRP, services) that can
interact with the food safety.

Certification: Action by a third party demonstrating that addgu@nfidence is given that a duly
identified product, process or service conform$naitspecific standard or other normative document.

Controal (verb): To take all necessary actions to ensure and aiainbmpliance with criteria
established in the HACCP plan.

Control (noun): The state wherein correct procedures are beingwelll and criteria are being met.

Control measure: Any action and activity that can be used to pnéve eliminate a food safety
hazard or reduce it to an acceptable level.

Control measure, general: A measure to control a specific part of the PRP.
Control measure, specific: A measure to control a CCP.

Corrective action: Any action to be taken when the results of mamtpat the CCP indicate a loss of
control.

Critical Control Point (CCP): A step at which it is essential that a specifintcol measure is
applied to prevent or eliminate a food safety hdzairreduce the risk to an acceptable level (s&e al
Control measure, specific) .

Critical limit: A criterion which separates acceptability froomraxceptability.
Note: This criterion defines the limiting values the product or process parameter(s) under
consideration for monitoring (see action-limit veduand target values).

Flow diagram: A systematic representation of the sequence o§ stepperations used in the
preparation, processing, manufacturing, packagittyage, transportation, distribution, handling or
offering for sale of a particular food item.

Food business operator: The person or persons responsible for ensuriaigttie requirements of the
food legislation are met within the food businesder his/their control.

Food handler: Any person who directly handles packaged or uke@adood, food equipment and
utensils, or supplies and is therefore expectambioply with food hygiene requirements.

Food hygiene: All conditions and measures necessary to enfereafety and suitability of food at all
stages of the food chain.

Food safety: Assurance that food will not cause harm to thesamer when it is prepared and/or
eaten according to its intended use.
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Food suitability: Assurance that food is acceptable for human aopson according to its intended
use.
General Control Measure: see: Control measure, general

HACCP (Hazard Analysisand Critical Control Point): A system which identifies, evaluates and
controls hazards which are significant for foodesaf

HACCP audit: A systematic and independent examination to deter whether the HACCP system,
including the HACCP plan and related results, cgmyith planned arrangements, are implemented
effectively and are suitable for the achievementsbbjectives.

Note: Examination of the Hazard Analysis is an ssakelement of the HACCP audit.

HACCP plan: A document prepared in accordance with the priesipif HACCP to ensure control of
hazards which are significant for food safety ie #egment of the food chain under consideration.

HACCP based Food Safety System: (a HACCP system): The organisational structurecg@dures,
processes and resources needed to execute the HAIEWB) and meet its objectives.

HACCP team: Group of individuals (multi-disciplinary) who delp, implement and maintain a
HACCP system.

Hazard: A biological, chemical or physical agent in, or diion of, food with the potential to cause
an adverse health effect

Hazard analysis: The process of collecting and evaluating informatia hazards and conditions
leading to their presence, to decide which areifsigimt for food safety and should therefore be
addressed in the HACCP plan.

Monitoring: The act of conducting a planned sequence of wsagens or measurement of control
parameters to assess whether a CCP is under control

Non- Confor mity

An observation, which leads torainor non conformity report, relates to the missing dfof@ up, or
control of implementation of a HACCP-requirememt, the situation that this does not effect the
functioning of the HACCP system or the food safithe product or service.

An observation, which leads tonaajor non conformity report, relates to insufficient ileymentation of
one or more HACCP requirements or to a situatioerevlthe food safety of the product or service s no
assured.

Pre-Requisite Programme (PRP): Any specified and documented activity or facilityplemented in
accordance with the Codex General Principles ofl faggiene, good manufacturing practice and
appropriate food legislation, in order to establisisic conditions that are suitable for the product
and handling of safe food at all stages of the fcivain.

Preventive action: Any measure or activity that will be used to prelyéo eliminate or to reduce the
recurrence of causes for existing non conformitie$ects or any other undesired situation with
respect to food safety.

Primary production: Those steps in the food chain up to and inclutiiayesting, hunting, fishing,
milking and all stages of animal production prioistaughter.
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Products, unprocessed: Foodstuffs which have not undergone a treatneciyding products which
have been, for example, divided, parted, sevemakdh, minced, skinned, ground, cut, cleaned,
trimmed, husked or milled, chilled, frozen or ddegezen.

Products, processed: Foodstuffs resulting from the application to urgessed products of a treatment
such as heating, smoking, curing, maturing, picklofrying, marinating, extraction, extrusion, efc.

a combination of these processes and/or produdisiances necessary for their manufacture or for
giving specific characteristics to the products rhayadded.

Risk: The probability of causing an adverse health effacised by the occurrence and the severity of
a particular hazard in food when prepared and goedguaccording to its intended use.

Remark:
An observation reported as a remark relates tespeca which needs attention of the company, by is
no means a non conformity (NC) in relation to th&GCP-requirements

Target value: The value of the product or process parametay(sg monitored, targeted within
action-limit values (the range of acceptable vatet) and certainly within critical limit valuedus
securing a safe product.

Step: A point, procedure, operation or stage in the foledin, including raw materials, from primary
production to final consumption.

Validation: Obtaining evidence (in advance) that the specifit general control measures of the
HACCP plan are effective.

Verification: The application of methods, procedures, tests #mer @valuations, in addition to
monitoring, to determine compliance with the speatfons laid down in the HACCP plan and the
effectiveness of the HACCP-based Food Safety System
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5 HACCP SYSTEM REQUIREMENTS
51 Management responsibility

The food business operator is responsible for dffietys (and suitability) of the produced food.
Therefore, the food business operator shall incthdepolicy with respect to food safety in the pgli

of the organisation. The food business operatoutiasate responsibility for the policy of the
organisation and shall document, support and congatmthis policy.

Periodically, the Food business operator shalfydhnie implementation of the policy and review the
outcome.

The HACCP system enables the food business opdoatiemonstrate his commitment and his
responsibility with respect to the supply of safeducts. The HACCP system ensures that all required
activities are effectively defined, implemented anaintained.

5.1.1 Policy

The food business operator shall define and docti{iremriting) the policy of the organisation with
regards to food safety. It will demonstrate the notment of the organisation to safe food.

The policy shall demonstrate that the organisatdnlly aware of its position in the food chain. |

will reflect the “farm-to-fork” approach, startingith the purchase and acceptance of raw materials.
The policy shall be focused on the safety of fooffistand shall respond to the expectations andseed
of its customers and consumers.

The policy shall include concrete objectiVeproposed actions) to ensure and improve foodyséde

the period under consideration.

The food business operator shall ensure that theyds understood, implemented and maintained at
all levels in the organisation.

5.1.2 Scope of the HACCP system

The food business operator shall define the eXthatscope) of the HACCP system.
The scope shall comprise that part of the foodrchad those activities of the food business forcihi
the food operator is responsible and can be hathdili
* The part of the food chain for which the food besi operator is responsible begins where
the responsibility of the suppliers of raw materiahd ingredients ends; the responsibility of
the food business operator ends where anotherfosidess in the food chain takes over the
responsibility. The scope shall therefore conforithwurchase and sales contracts;
« All locations and process lines where food is maotufred and/or stored by the food business
shall be properly indicated and be available feeasment;
e All products which are supplied to the market bg thod business, whether processed or
handled, shall be properly specified,;
« All subcontracted activities (outsourced servidi&g, packaging, storage, transport) shall be
properly dealt with.

For practical reasons the total product assortmmayt be clustered into product groups. However it is
important that:

» Specific differences between individual end produtve been critically evaluated:;

« Manufacturing and storage conditions are comparable

« Important aspects for food safety are not overldoke

! SMART objectives are Specific, Measurable, AccegtaBkalistic objectives, defined in Time.
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A key principle is that no part of the operatiorttod food business can be excluded from the scbpe o
the HACCP system; all activities must be availdbleassessment.

5.1.3 Tasks, responsibilities and authorities

The food business operator shall establish cldad@scriptions with respect to the tasks,
responsibilities and authorities of food busingssrator’'s employees who are in positions which
involve handling food and / or controlling and emsg the safety and suitability of the food.

An organisation chart and the organisation’s repgrstructure shall be documented.

5.1.4 HACCP team(s)

The food business operator shall assemble a HA€& {or various HACCP teams if so required).
The HACCP team shall develop, implement and mairttaé HACCP system.

The organisation shall demonstrate that the mendiehee HACCP team have the knowledge,
expertise and different disciplines available whach required to develop, implement and maintain a
HACCP system covering the total scope of the HAGg&em.

Minimum qualification criteria, including requirakpertise, shall be defined and documented for all
members of the HACCP team. In addition, the assagrir(including tasks, responsibilities and
authorities) shall be documented for the team mesnbe

Whenever more than one HACCP team has been asskralide-ordinator shall be appointed to co-
ordinate the development, implementation and maartee of the HACCP system.

5.1.5 Resources

The food business operator shall examine the résjaesl provide, in a timely manner, all the
resources needed by the HACCP team(s) to develggement and maintain the HACCP system.
When corrective actions, verification proceduresustomers indicate that operational improvements
are necessary, the food business operator shafliegahe issues and provide appropriate resouoces t
ensure food safety.

5.1.6  Management Review

The food business operator shall review the HAC®@esn at planned intervals, of no more than 12
months, to ensure continuing suitability, adequaay effectiveness. The review shall evaluate the
need for changes to the HACCP system, includingyrbsafety, policy and objectives.

The review shall provide evidence of the commitrteritnprove the HACCP system and its
performance.
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5.2 Product I nfor mation

5.2.1 Product Characteristics

Each product (or a group of similar products: sde2) shall be fully specified and documented,
including its sensitivity to and potential for sifeisks.

This description of the safety of the product skaltompass the food chain, ranging from raw
materials used to the distribution of the finisipedducts.

The traceability of the raw materials up to anduding final supply shall be described.

An extensive specification of the end product®puired to ensure a comprehensive assessment of the
food safety procedures. This specification shaladly define the following product characteristics:

* A general product description;

* Raw materials and ingredients used (composition);

* General product specifications such as appearargght, etc.;

» Specific product specifications such as chemic@rabiological and physical characteristics;

» Specific requirements such as appropriate legisiattustomer requirements;

* General control of (chemical, microbiological artd/pical) safety;

» Packaging, storage conditions, labelling (she#f, |groduct identification);

» Identification of potential mishandling of the pram.

5.2.2 Intended use

The intended use of the product (or product gramg)l be identified and documented since it has a
direct influence on the required product charasties. For instance, the product may require:
» Additional preparation methods (e.g. heating) befmnsumption, and/or
» Cooling and storage at specific temperatures, and/o
« An indication of the ultimate day of use, espegyialtter breaking the packaging, and/or
e The product may be intended for use by specifitn@nable) groups of the population, such as
babies and children, pregnant women, elderly peatliiergenic or sick people.

The intended use of the product shall be contigualliewed; relevant legislation and regulations
shall be documented. When necessary, the prodacaateristics and manufacturing processes may
need to be adapted to conform with special legisiatnformation on the label, including directions
for use, may also need to be adapted. These chahgkbe recorded.

If mishandling or misuse of the product can resulinsafe products the products shall bear
appropriate information to ensure that adequateaandssible information is available to the next
persons in the food chain to enable them to hastideg, process, prepare and display the product
safely and correctly. It shall be easy to identiifg lot or batch when recall is required.

The food business operator shall demonstratetthasievaluated whether the intended use or misuse
should include Critical Control Points such asagerconditions and preparation before consumption.
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53 Processinfor mation

5.3.1 Flow Diagrams

The food business operator shall make availabtamgptete and actual description of the operation in
the form of flow diagrams (process steps) and lgg/guroduction facilities). When applying HACCP
to a given operation, consideration shall be gigesteps preceding and following the specified
operation. These descriptions shall be drawn upvanifled by the HACCP team.

The flow diagrams provide a schematic overviewhefdperation and shall describe all the steps in
sufficient detail to provide the HACCP team witregdate information for the HACCP.

The flow diagrams shall take into account all ral@vprocess steps, such as the manufacturing of the
product, including critical points like:

» Buffer and interim storage;

» Transport pipes, distribution valves, etc.;

* Loops for reworking and recycling;

» Facilities for cleaning and disinfection of equiprhand tools, including cleaning-in-place;

* Provision for start up / shut down / emergency stefc..

53.2 Layout

All facilities which are part of the infrastructuog the food business, such as the production lines
storage areas and personnel facilities, shall bectl in a layout plan.

In the layout the following items shall be indiddite

* The routing of products, personnel and air flowstkie case of 'high care' rooms);

* The areas where cross contamination of and inadlenhtact with in-process and finished
products by raw materials, additives, lubricantgling agents, personnel, packaging, pallets and
containers, cannot be excluded,;

e The areas and facilities for personnel use.

5.3.3 Control and Verification of Process Information

Prior to the execution of changes in the produgtimtess and layout that could adversely affeal foo
safety, these changes shall be reported to the HAf8@m in order to evaluate potential hazards to
food safety and take preventive actions accordingly

In any case the accuracy and actuality of the fllagrams and layout shall be verified by the HACCP
team for compliance with the documented situatidns verification shall be repeated periodically (a
least annually) in order to identify and documewtifications to the process installation and layout
These periodic verifications shall be part of tleefication procedure.
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54 Pre-requisite program

The food business operator shall make availabtagtete and actual description of the pre-requisite
program (PRP) of the organisation. The proceduetsiging to the PRP shall be well established
(appropriately specified and documented), fullyragienal and integrated in the HACCP system, and
be verified.

The Codex General Principles of Food Hygiene Iiynafoundation for ensuring food safety and
suitability. The food business operator shall deeidhich food hygiene principles, good
manufacturing practices and food legislation mesirizluded in the PRP of the organisafiofihe
basic requirements related to the prerequisiterprodhave been reviewed in annex | and are
summarised in Figure 2.

Figure 2. Summary of the Codex General Principles of Fdgdiene (CAC/RCP 1-1969,
Rev. 4 (2003))
1 Primary production 5 Establishment: personal hygiene
1.1 Environmental hygiene 5.1 Health status
1.2 Hygienic production of food sources 5.2 lliness and injuries
1.3 Handling, storage and transport 5.3 Personal cleanliness
1.4 Cleaning, maintenance and personal hygiere4 Personal behaviour
5.5 Visitors
2 Establishment: design and facilities 6 Transportation
2.1 Location 6.1 General
2.2 Premises and rooms 6.2 Requirements
2.3 Equipment 6.3 Use and maintenance
2.4 Facilities
3 Control of operation 7 Product information and consumer
3.1 Control of food hazards awar eness
3.2 Key aspects of hygiene control systems | 7.1 Batch identification
3.3 Incoming materials requirements 7.2 Product information
3.4 Packaging 7.3 Labelling
3.5 Water 7.4 Consumer education
3.6 Management and supervision
3.7 Documentation and records
3.8 Recall procedures
4 Establishment: maintenance and sanitation |8 Training
4.1 Maintenance and cleaning 8.1 Awareness and responsibilities
4.2 Cleaning programmes 8.2 Training programs
4.3 Pest control 8.3 Instruction and supervision
4.4 Waste management 8.4 Refresher training
4.5 Sanitation systems

Codex, General Food Principles state in this respec

... there will be inevitably situations where soafi¢he food hygiene requirements are not
applicable. The fundamental question in every iaé&hat is necessary and appropriate on the
grounds of the safety and suitability of food fonsumption?”

... in deciding whether a requirement is necessagppropriate, an assessment of the risk should
be made, preferably within the framework of the HRGproach!”
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Like the products and the processes, (the procsdhaienging to) the PRP shall be subjected to the
hazard analysis (see section 5.5) in order to ifygmbtential hazards and to decide in which way th
hazards (risks) need to be controlled (see sebtion

When non-conformities at the pre-requisite prog(RRP) have a negative influence on the food
safety, regarding these PRP’s corrective actionst imel taken.
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55  Hazard Analysis®

The food business operator (HACCP team) shall iffgranalyse and evaluate all potential
(biological, chemical and physical) hazards that ftave an adverse effect on the safety of the
products.

Whenever the food business operation changes ianaen that could adversely affect food safety all
relevant steps of the Hazard Analysis shall be aipdl

5.5.1 Hazard identification

The food business operator (HACCP team) shall iffeaind register all potential (biological,
chemical and physical) hazards that can have agrseheffect on the safety of the products. The
identification shall include all aspects of the @timns within the scope of the HACCP system.

The operations to be evaluated include all prodattprocesses and the pre-requisite programeof th
legal owner of the products. For service orgarosatinot legal owner, but holder of the produdts,
hazard identification and analysis is restricteth®services provided, for instance, cold/frozen
storage, packaging and transport.

The hazard identification shall include aspects:lik
* Raw materials and ingredients: specifications, @seaontrol at suppliers, etc.;
» Characteristics of interim and end products: isidrproduct specifications, etc.;
» Characteristics of used processes, including sutaxied services, etc.;
* Prerequisite program (PRP), including aspects like:
- layout of the facility, production lines, install@is and equipment;
- location of rooms, routing, storage and separatfaiaw materials, interim products, end
products, ventilation, etc.;
- production processes, like: purchasing, cleanirydasinfection, packaging, maintenance,
pest control, waste management, etc.;
- personnel (including arrangements for visitors axgrnal service providers, e.g.
mechanics): hygiene, knowledge with regard to fopgiene and food safety, requirement
to notify diseases and infections, etc..

5.5.2 HACCP analysis (risk)

The food business operator (HACCP team) shall can@tHACCP analysis to identify which hazards
are of such a nature that their elimination or otidm and control at acceptable levels is essetatial
the production of safe food.
In conducting the HACCP analysis, the followinglsba included:

» the likely occurrence of hazards and severity efrthdverse health effects;

» the qualitative and/or quantitative evaluationtad presence of hazards;

The notion “hazard analysis” consists of two elermenamely the identification of potential hazards
and the execution of a “HACCP analysis”. During tHACCP analysis” the involved risk is assessed
which may cause an adverse health effect whefottkis prepared and consumed according to its
intended use.

The term “risk analysis” is reserved for the proag=ined by Codex (“Principles and guidelines for
the conduct of microbiological risk assessment” GIAL-30, 1999) which consists of three
components (risk assessment, risk managementsindaimmunication) and which has the overall
objective to ensure public health protection.
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e the survival or multiplication of micro-organismkamncern;
» the production or persistence of toxins, chemioalghysical agents in foods;
» the conditions leading to the above.

The results of the analysis shall be documentetlijdimg the concepts and principles utilised for
determining/estimating the risks.

The food business operator shall define permis$gviels of risks. These levels (concentrations,
product or process criteria) must comply, as ammimn, with legal requirements. When conducting
the HACCP analysis, practical experiences, experiatelata, professional literature, etc., shall be
taken into account and be documented.
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5.6 Control Measures

The HACCP team shall identify and document the rmdmbeasures that are to be applied or
implemented when the hazard identification and HRCGDalysis concludes that the risk of an
identified hazard is significant and needs to limiekted or reduced and controlled at an acceptable
level.

The HACCP team shall conduct an assessment of stgpyin the process, for example with the use
of a decision tree. The assessment shall be basedrmngst other things, the differing expertise
within the team and shall utilise external andriméinformation.

For each step, including all products, all processel all parts of the Pre-Requisite Program the
assessed aspects shall be identified. The reasodsdiding whether it is a CCP (critical control
point) or not, shall be documented and traceable.

More than one control measure may be requirednitraica hazard and more than one hazard may be
controlled by a control measure.

Control measures shall be classified as specifgeoeral control measures.

5.6.1 Specific Control Measures

Control measures related to CCP’s shall be classds specific control measures. Specific control
measures are actions or activities, often measeiialterms of physical or chemical parameters such
as temperature, time, moisture, pH, Aw, availablerine, and sensory parameters such as visual
appearance and texture.

Specific control measures based on subjective peteas) as in the case of visual inspection of a
product, process, handling, etc., shall be supgdnyeinstructions or specifications, education and
training.

Specific control measures shall be monitored, beiged with corrective actions, validated and
verified (see subsequent paragraphs).

5.6.2 General Control Measures

Control measures not related to CCP’s shall besified as general control measures. General control
measures are actions or activities which are gaheoprerequisite program (see section 5.4). In
general, these measures will achieve control aable levels.

General control measures shall be documented ifgations (raw materials, products, process,
etc.), instructions (process, control, operati@rg) procedures or plans. These specifications,
instructions, procedures and plans shall at lea#tiain a purchase plan, Supplier Performance Plan,
hygiene plan (including personal), maintenance,méraning and disinfection plan, and supported by
education and training plans, operator-specifieats supervision. The Supplier Performance Plan
shall result in a classification of risk of suppi@nd their products as well as the monitoringhnmet

General control measures shall be validated (sg®nées.10) in order to demonstrate the proper
functioning of (the specific part of) the PRP antl subsequently be approved by the HACCP team.
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The effectiveness in controlling the identified &ais of the general control measures shall beie@rif
(see section 5.11) at pre-defined, regular interval
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5.7 Parameters and Critical Limits

5.7.1 Critical process and product parameters

For each specific control measure related to a @€process and/or product parameters must be
identified which are meant to demonstrate thatrobiat the step is being maintained.

The food business operator shall document the peteamto be applied as well as the arguments for
using these parameters.

5.7.2 Target values, action-limit values and criticalitign

Further, the food business operator shall definé¢hi® various parameters the critical limit(s) whic
must be met at all times during the operation.

Also, normal operational target values are inditdite the various parameters as well as the action-
limit values which indicate when intervention iretbperation is required in order to continuously
meet the critical limits.

When determining the critical limits and the dedliaetion-limit and target values, the requirements
of the relevant legislation and regulations anditernal risk analysis for the safety of foodstufisst
be considered as (contractual) requirements.

The food business operator must establish and aiaiatiequate provisions/procedures for the
monitoring of the target values (see section Sn8)tae corrective actions (see section 5.9) to be
executed whenever the critical limits are exceeded.

In addition the effectiveness of the establishedupaters and operational values shall be validated
(see section 5.10) to ensure food safety.
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5.8 Monitoring and measuring

5.8.1 Monitoring and measuring

The food business operator shall establish andtaiaia monitoring (measuring) system for effective
and efficient control of the Critical Control Pasnt

The system includes all planned measurements, \digers and analysis of the control parameters
determining that the CCP’s are under control.

The justification for the development of the moriitg system shall be documented.

The monitoring (measuring) devices shall be idedif

The methodology of measurement and/or the instmstior measuring and recording of
measurements shall be documented.

In addition, the method for establishing the rdligbof the measurements and/or the equipment
(calibration) shall be documented.

Measurements and product tests by subcontractalisosity be accepted where these subcontractors
comply with the relevant criteria of ISO 17025, 130020 or ISO/IEC Guide 65, or the equivalent
European or National standards, NEN-EN 45001, NEN4E004 or NEN-EN 45011.

The results of the monitoring shall be documentedbans of records and the practices shall be

described in the process control plans. The recsindl include:

» Monitoring reports (dated and signed);

» Records of non conformities which have occurredigadimits and critical limits) and corrective
actions taken.

5.8.2 Product release

Products can only be released when non confornaofipsoducts are absent and no corrective actions
are necessary.
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5.9 Corrective Actions

5.9.1. Corrective actions

For each Critical Control Point, the food businegsrator shall document the corrective actionsto b
taken in case an action-limit value or criticalilils exceeded. The procedure shall include theqa®
to investigate the cause of the deviation.

A documented justification for the corrective antio be taken shall be available, including the
responsibilities and authorities of the personngtivis involved. The actions to be taken must be
established in advance. This could also involvefdhmation of a so-called ‘emergency team'. This
team shall evaluate the causes of the deviatiorshalll decide which additional preventive actiores a
to be taken (see also section 5.11).

All corrective actions taken, the causes and caresgees, and the individuals involved in the
corrective actions shall be recorded.
The effectiveness of the corrective actions, fahlibe process and the product, shall be evaluated.

Products resulting from the process while theaaitiimit has been exceeded shall be treated as non
conforming products. The corrective actions mayude:
With respect to the product:
» Actions ranging from blockades to product recall;
» Temporary hold of the product/batch;
» ldentification of non-conforming products;
* Re-work of the product;
» Disposal/destruction of the product/batch.
With respect to the process:
» Adjusting the process;
» Adjustment/correction of process conditions.

5.9.2. Product Recall

The food business operator shall establish arraagenthat provide procedures for recall of the
products from the market place and/or from end comess.

5.9.3. Tracking & Tracing

Proper product identification and a “tracing & tag” system shall be operational. Tracking and
tracing shall be recorded according to 5.12.2.
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510 Validation
Validation is not a part of verification, but a segte activity prior to authorising the HACCP pfan

The objective of validation is to ensure that thedrds originally identified by the HACCP team are
complete and correct and that they will be effestjivcontrolled under the proposed plan. To meet the
objectives of validation it is necessary to revibw effectiveness of the supporting evidence used i
the HACCP study as well as the general and speasmfitrol measures, the monitoring system and
corrective actions.

Each time when the food business operation changemanner that could adversely affect food
safety this review shall be up-dated.

To ensure absence of bias, the food business opstall form a validation team. The validation
team may include members of the HACCP team, but alas include independent reviewers e.g.
from within the food business operation, who hagtheen directly involved in the establishment of
the HACCP plan.

Validation is performed by demonstrating that:

« The established list of potential hazards is baseslound scientific data and has included all
hazards;

» The questions used to assess the significancenaveeaed using sound scientific and technical
knowledge;

* The control measures (general or specific) areqgpjate to control the hazards, i.e. to prevent or
eliminate, to reduce or maintain at an acceptablel]

* Fluctuations of the control parameters (equivalerd process criterion) within the defined critical
limits will not affect the safety of the product;

e The parameters and methods used to monitor theotom¢asures are appropriate;

« Corrective actions are appropriate and shall prethenrelease of unsafe products and provide
evidence that the situation can be corrected imatelgi

Food business operators may have produced safddoamhny years before the introduction of the
HACCP system. Therefore, historical results frordina Quality Control monitoring, end product
testing, customer or consumer complaints may be asesvidence when validating HACCP plans. It
is important to note that the data must be quailié and objective to be of any use.

The composition of the validation team and thevéats undertaken shall be clearly documented.
The food business operator shall demonstrate aetiisly completion of validation.

10 In the document “Hazard Analysis and Critical CohBRoint (HACCP) system and guidelines

for its application” (Annex to CAC/RCP 1 —1969, R&v2003) Codex Alimentarius Commission
include validation as a part of verification. Théghowever, a clear distinction between the two
because they are separate actions. The distin@®im justifying what a food business operat@ngl
to do (validation) and then checking conformitylwiihe planned actions and objectives (verification)

Validation is an essential part of the HACCP pracétsis concerned with obtaining objective evidenc
that the elements of the HACCP plan will be effextiValidation should be targeted at the assessment
of the scientific and technical inputs into the HBE plan; it should ensure that the information
supporting the HACCP plan is correct — that thedfbasiness operator is “going to do the right
things”. Validation needs to be performed beforprapal of the HACCP plan by the food business
operator and before its implementation.
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511 Verification

The food business operator shall establish, doctuar@himplement procedures for verification of the
HACCP system. The main purpose of verificatioroisiétermine compliance with the specifications
of the HACCP system and to confirm that the HAC@8tem is working effectively through the
application of (auditing) methods, proceduresstéisicluding random sampling and analysis) and
other evaluations, in addition to monitoring (seet®n 5.8).

Procedures for verification shall be documentedstrall include as a minimum:
* Purpose;

* Methods, standard operating procedures or testgdpp

» Tasks and responsibilities;

* Frequency;

* Records.

The verification procedure shall address, as armim, the following topics:

* Review of the HACCP system and its correspondicgnas;

» Analysis of (near) recalls and product dispositions

» Assessment of all specific control measures, narfiocmities and corrective actions taken to seek
confirmation of implementation and effective cohtvtbCCP's;

* Assessment of all general control measures to g@&irmation of implementation and to
demonstrate an effective control of associatedrdaza

e Compliance of the actual flow diagrams and layotiih whe documented situation;

e Compliance of the PRP documents with the operdtsiheation;

« Analysis of customer and consumer complaints relaieénygiene and food safety;

* Review of analytical outcome of random sampling andlysis of products;

e Evaluation of conformity with applicable legislatiand regulations (as well as conformity to
foreseeable changes in legislation and regulatiangd)identification of changes in legislation and
regulations concerning food safety;

* Review of gaps between current and desired leviehoiledge, awareness and training of staff
with respect to hygiene and food safety, resuliingffective (on-the-job) training sessions;

e Consistency of the current documentation.

Internal audit
The food business operator shall determine whelleeHACCP system:

» Conforms with the planned arrangements:
= with the “Requirements for a HACCP-based Food $a&8gsstem” and
= with the requirements established by the food lmssioperator itself.
« Is effectively implemented and maintained.

The food business operator shall plan an interndit scheme, taking into consideration the stats a
importance of the processes and areas to be apd#iedkell as the results of previous audits. Thditau
criteria, scope, frequency and methods shall biaeidf taking into consideration the status and
importance of the processes and area’s to be a@ydisanvell as the results of previous audits.
Selection of auditors and the conduct of auditdl gmsure objectivity and impartiality of the audit
process. Auditors shall not audit their own work.
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The responsibilities and requirements for planr@ng conducting audits, for reporting results and
maintaining records shall be defined in a docunkeptecedure.
Management review

The food business operator shall review and evalileg results of the entire verification process at
planned intervals, of no more than 12 months (see1.6). Therefore, the frequency of verificatio
and internal audits shall be such that the foodnless operator can ensure continuing suitability,
adequacy and effectiveness of the HACCP-based Bafatly System. Some requirements are to be
verified with a higher frequency than other requiemts. For instance, the effective control of CCP’s
(5.6.1) may be evaluated with a frequency of attleaice a year, whereas a frequency of once a year
may be sufficient to verify the actuality of prosdmes and layout (5.3.3).

The food business operator shall collect and ardlys resulting data to evaluate where improvement
is needed.

The food business operator shall ensure that ptieeesctions (see 5.9) are taken without undueydela
to eliminate the causes of (potential) non conftigmiin order to prevent recurrence (occurrencieg T
preventive actions shall be appropriate to thecesfef the (potential) non conformities encountered
The effectiveness of the preventive actions takedl §e validated.

Follow-up actions shall include the verificationdamview of actions taken.
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5.12 Documentation and records

5.12.1 Documents and document control

The food business operator shall establish a dosteddHACCP system and shall maintain the
HACCP system and corresponding documentation iardadensure conformity with the requirements
of this specification and the applicable legislatand regulations.

Documentation should be appropriate to the natades&ze of operation.

The food business operator shall establish andtenain HACCP manual that includes

« The policy of the food business operator with respefood safety (see par. 5.1.1) and the scope
of the HACCP-based Food Safety System (see pag)5.1

» The documented specifications, procedures anditiins established for the HACCP-based
Food Safety System, or reference to them.

* A description how the food business operator hdléd the requirements of this Specification.
If any requirement of this Specification is consatkeas inapplicable to the operator, justification
shall be provided in the HACCP manual.

Documents required by the HACCP-based Food Safetie® shall be controlled. A documented
procedure shall be established to define the clemieeded:

» to approve documents for adequacy prior to issue,

e toreview and update as necessary and re-appraaramts,

» to ensure that changes and the current revisitumssté documents are identified,

» to ensure that relevant versions of applicable dmmis are available at points of use,

» to ensure that documents remain legible and reatbiytifiable,

» to ensure that documents of external origin argtified and their distribution controlled,

» to prevent the unintended use of obsolete documantsto suitably identify them if they are

retained for any purpose

5.12.2 Records
Efficient and accurate record-keeping is essettitthe application of a HACCP system.

Records shall be established and maintained tdgeawidence of conformity with the requirements
and with the effective operation of the HACCP-baBedd Safety System. Records shall remain
legible, readily identifiable and retrievable. Aadmnented procedure shall be established to ddiime t
controls needed for identification, storage, priddeg retrieval, retention time and disposal oforels.

Records that shall be available are:

* Records to demonstrate that the members of the HAte&m have adequate knowledge, expertise
and different disciplines available;

« Records concerning management reviews and, if teeelated actions;

« Records of the hazard analysis and informationcgsuflegislation, standards, literature, hygiene-
codes, GMP, Codex) used by the HACCP teams toifglentd evaluate the hazards and risks;

» Records of the assessment of every step in thegsand the reasons for establishing the Specific
Control Measures (CCP related) and General Coktealsures;

* Monitoring reports (dated and signed) of the Spedbntrol Measures to demonstrate the control
of the related CCP’s;
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* Records of non conformities occurred (exceedeamaditnits and critical action limits) of the

Specific Control Measures and the corrective astiaken;

* Records related to the verification program (inahgdnternal audits) and their evaluation;

» Records that are relevant to ensure traceabilifpadstuffs.

« Records regarding registration of complaints, hiagdbf complaints and corrective actions

undertaken.
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INTENTIONALLY LEFT BLANC
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6 ANNEX I: Prerequisite program (PRP)
(Reference: Codex Alimentarius, “General Princigilé&ood Hygiene”, CAC/RCP 1-1969, Rev. 4

(2003))

The PRP has general requirements for food hygiene.

Pre-requisite program (PRP)

1 Primary production

1.1 Environmental hygiene

1.1.1 Primary food prdiuncshall not be carried out in areas wher
the presence of potentially harmful substancesleall to an
unacceptable level of such substances in foodnRatsources of
contamination from the environment shall be congide

1.2 Hygienic production of
food sources

1.2.1 The potential effects of primary producti@tidties on the
safety and suitability of food shall be considea¢dll times. In
particular, this includes identifying any specicints in such
activities where a high probability of contaminatimay exist and
taking specific measures to minimise that probihili

1.2.2 As far as practicable, measures shall beeimghted to:

- control contamination from air, soil, water, feedt, fertilisers
(including natural fertilisers), pesticides, veteny drugs or any
other agent used in primary production;

- control plant and animal health so that it doespuse a threat to
human health through food consumption, or adverai#ct the
suitability of the product;

- protect food sources from faecal and other contatian.

1.2.3 In particular, care shall be taken to manegste and store
harmful substances appropriately.

1.2.4 On-farm programmes which achieve specificifeafety goals
are becoming an important part of primary productad shall be
encouraged.

1.3 Handling, storage and
transport

1.3.1 Procedures shall be in place to:

- sort food and food ingredients to segregate mateheh is
evidently unfit for human consumption;

- dispose of any rejected material in a hygienic neann

- protect food and food ingredients from contaminatiy pests, or
by chemical, physical or microbiological contamitsaar other
objectionable substances during handling, storagdransport.

1.3.2 Care shall be taken, so far as is reasomehbticable, to preven
deterioration and spoilage through appropriate measvhich may
include controlling temperature, humidity, and/ther controls.

1.4 Cleaning, maintenance
and personal hygiene

1.4.1 Appropriate facilities and procedures shallrbplace to ensure
that:

- any necessary cleaning and maintenance is canieeffectively;
- an appropriate degree of personal hygiene is magda

2 Establishment: design and facilities

2.1 Location

2.1.1 Establishments |

—*

Ar

2.1.1.1 Establishments sbalba located anywhere where it is cled
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that there is a threat to food safety or suitahilih particular,

establishments shall normally be located away from:

- environmentally polluted areas and industrial aiigs which pose
a serious threat to contamination of food;

- areas subject to flooding unless sufficient safedgiare provided;

- areas prone to infestations of pests;

- areas from which waste, either solid or liquid, rwarbe removed
effectively.

2.1.2 Equipment 2.1.2.1 Equipment shall be locatethat it:

- permits adequate maintenance and cleaning;

- functions in accordance with its intended use;

- facilitates good hygiene practices, including maiiitg.

2.2 Premises and rooms

2.2.1 Design and layout 2.2.1.1 Where appropriagejnternal design and layout of food
establishments shall permit good food hygiene prastincluding
protection against harmful cross-contamination.

2.2.2 Internal structures and 2.2.2.1 Structures within food establishments dbakoundly built of
fittings durable materials and be easy to maintain, cledménere
appropriate, disinfect.

2.2.2.2 The surfaces of walls, partitions and #osinall be made of
impervious materials with no toxic effect in inteduse.

2.2.2.3 Walls and partitions shall have a smootfasa up to a height
appropriate to the operation.

2.2.2.4 Floors shall be constructed to allow adexjdeainage and
cleaning.

2.2.2.5 Ceilings and overhead fixtures shall bestrocted and finished
to minimise the build up of dirt and condensatiod ¢he shedding of
particles.

2.2.2.6 Windows shall be easy to clean, construtedinimise build
up of dirt and where necessary, fitted with remdeamd cleanable
insect-proof screens. Where necessary windows lsbdiked.

2.2.2.7 Doors shall have smooth, non-absorbenasesfand shall be
easy to clean and disinfect.

2.2.2.8 Working surfaces that come into direct aohtvith food shall
be of sound condition, durable and easy to cleamtain and
disinfect. They shall be made of smooth, non-akesdrimaterials and
inert to food, detergents and disinfectants undemal operating
conditions.

2.2.3 Temporary / mobile |2.2.3.1 Premises and structures shall be locatsiged and
premises; vending machinesconstructed to avoid, as far as is reasonably ipedite, contaminating
food and harbouring pests.

2.2.3.2 Any food hygiene hazards associated with $acilities shall
be adequately identified and controlled to ensheesafety and
suitability of food.

2.3 Equipment

2.3.1 General 2.3.1.1 Equipment and re-usable tmwrsacoming into contact with
food shall be designed and constructed to ensatewiere necessary,
they can be adequately cleaned, disinfected andtaiaed to avoid
the contamination of food.
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2.3.1.2 Equipment and containers shall be madeapémals with no
toxic effect in intended use.

2.3.1.3 Where necessary, equipment is durable avalote or
capable of being disassembled to allow for mainteaacleaning,
disinfection, monitoring and, for example, to faaile inspection for
pests.

2.3.2 Food control and
monitoring equipment

2.3.2.1 In addition to the general requirementgaragraph 2.3.1,
equipment used to cook, heat treat, cool, stofeeere food shall be
designed to achieve the required food temperaageapidly as
necessary in the interests of food safety andlsliitg and to be
effectively maintained.

2.3.2.2 Such equipment shall also be designeddw éémperatures tq
be monitored and controlled. Where necessary, sqatpment shall
have effective means of controlling and monitormgnidity, air-flow
and any other condition likely to have a detrimeatfect on the safet
or suitability of food.

2.3.3 Containers for waste
and inedible substances

2.3.3.1 Containers for waste, by-products, andibledr dangerous
substances shall be identifiable, suitably congtdiand where
appropriate made of impervious material.

2.3.3.2 Containers used to hold dangerous substahed be
identified and, where appropriate, shall be lock&ablprevent
malicious or accidental contamination of food.

2.4 Facilities

2.4.1 Water supply

2.4.1.1 An adequate supply of potable water withrapriate facilities
for its storage, distribution and temperature agnghall be available
whenever necessary. Potable water shall, as a oninjrmeet the
specifications published in the WHO GuidelinesBoinking Water

Quality.

2.4.1.2 Separate non-potable water systems (eegcdintrol, steam
production, refrigeration) shall be identified astthll not connect with
or allow reflux into, potable water systems.

D

2.4.2 Drainage and waste
disposal

2.4.2.1 Drainage and waste disposal systems shalilable,
designed, constructed and maintained in such sasay avoid
contamination of food products and potable watepbsu

2.4.3 Cleaning

2.4.3.1 Adequate facilities, sugatgsignated, are provided for
cleaning food utensils and equipment. If necesgaye facilities shal
have an adequate supply of hot and cold potablerwat

2.4.4 Personnel hygiene
facilities and toilets

2.4.4.1 Adequate means of hygienically washingdmihg hands,
including wash basins and a supply of cold and $uitable
temperature) water are provided.

2.4.4.2 Lavatories of appropriate hygienic designpaovided.

2.4.4.3 Adequate changing facilities for persorarelprovided.

2.4.4.4 The afore-mentioned facilities are suitdbbated and
designated.

2.4.5 Temperature control

2.4.5.1 Facilities foativey, cooling or freezing food products, or
storing refrigerated or frozen foods are suitableneet the specified

conditions for ensuring food safety.
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2.4.6 Air quality and
ventilation

2.4.6.1 Mechanical or natural ventilation ensures:
minimisation of air-borne contamination of foodgefrom
aerosols and condensation droplets)

control of ambient temperatures

control of humidity

2.4.6.2 Ventilation systems are designed and aacistl so that air
does not flow from contaminated areas to cleansaaed they can be
adequately maintained and cleaned.

2.4.7 Lighting

2.4.7.1 The intensity and colour of the lightingigficient to ensure
the production and handling of safe food products.

2.4.7.2 Where appropriate, lighting fixtures aretpcted to ensure th
food products are not contaminated by breakage.

2.4.8 Storage

2.4.8.1 Adequate facilities for storage of foodredjents and non-foo
materials (e.g. cleaning materials, lubricants|sjuare provided.

2.4.8.2 Food storage facilities are designed amdtaacted to:
permit adequate maintenance and cleaning ;

avoid pest access and harbourage;

enable food to be effectively protected from coriteation;
provide the necessary environment to prevent spmila

2.4.8.3 Facilities for storage are designed, canttd and maintained
to ensure that malicious or accidental contamimatiofood products
with harmful materials is prevented.

3 Control of operation

3.1 Control of food hazards

3.1.1 Food business operators shall control foadtas through the
use of systems such as HACCP. These systems shatighied

throughout the food chain to control food hygiemeughout the shelf
life of the product.

3.2 Key aspects of hygiene control systems

3.2.1 Time and temperature
control

3.2.1.1 Control systems for temperature and timendiheating,
cooling and storage are in place where necessatiidgroduction
and handling of safe food. Control systems inclciagcal limits,
registration and testing of accuracy of measuripgmment.

3.2.2 Specific process steps

3.2.2.1 Other stepshvalontribute to food hygiene (and which mu
therefore be considered) may include chilling, tarprocessing,
irradiation, drying, chemical preservation, vacuoinmodified
atmospheric packaging.

3.2.3 Microbiological and
other specifications

3.2.3.1 Where microbiological, chemical or physiaécifications are
relevant for food safety, such specifications shalbased on sound
scientific principles and state, where appropriatenitoring
procedures, action limits and analytical methods.

3.2.4 Microbiological cross-
contamination

3.2.4.1 Where appropriate, effective separatiorawaf unprocessed
food from processed food applies.

3.2.4.2 Where appropriate, access to processiag are restricted or
controlled. Access and control procedures are ddfand documente

3.2.4.3 All surfaces, utensils, equipment, fixtuaesd fittings are
cleaned and where necessary, disinfected afteacowith raw food,
to prevent contamination.

3.2.5 Physical and chemica
contamination

3.2.5.1 Systems are in place to prevent contaninati food products
by foreign bodies (e.g. glass, metal, dust, harifofes) and
hazardous chemicals.

At
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3.2.5.2 Suitable and effective detection or sdregdevices are used
where necessatry.

3.3 Incoming materialsrequi

rements

3.3.1 Specifications

3.3.1.1 No raw material oréajent shall be accepted by an
establishment if it is known to contain parasitesjesirable micro-
organisms, pesticides, veterinary drugs or toxécodnposed or
extraneous substances which would not be reducad éxceptable
level by normal sorting and/or processing. Whengrapriate,
specifications for raw materials shall be identifand applied.

3.3.2 Control at reception

3.3.2.1 Raw materialmgredients shall, where appropriate, be
inspected and sorted before processing. Where segesaboratory
tests shall be carried out to establish fitnessiga:. Only sound,
suitable raw materials or ingredients shall be used

3.3.3 Stock rotation

3.3.3.1 Stocks of raw materéald ingredients shall be subject to
effective stock rotation.

3.4 Packaging

3.4.1 Design and materials

3.4.1.1 Packaging desigmmaterials shall provide adequate
protection for products to minimise contaminatiprevent damage
and accommodate proper labelling.

3.4.2 "Food-grade” material
and gases

53.4.2.1 Packaging materials and gases shall béaximand not pose
threat to the safety and suitability of food unther specified
conditions, storage and use.

3.4.3 Reusable packaging

3.4.3.1 Re-usable paakagaill be suitably durable, easy to clean
and, where necessary, disinfect.

3.5 Water

3.5.1 Water in contact with
food

3.5.1.1 Only potable water shall be used in foaudliag and
processing, with the following exceptions:

for steam production, fire control and similar pagps not
connected with food

in certain processes (e.g. chilling) and in fooddimg areas
provided it does not constitute a hazard to thetgadf food (e.qg.
use of clean sea-water).

3.5.2 Reuse of re-circulated
treated water

,3.5.2.1 Re-circulated water for re-use shall baté@ and maintained
in such a condition that no hazards for food sabetur. The treatmel
process shall be effectively monitored.

3.5.3 Reuse of re-circulated
non-treated water

,3.5.3.1 Re-circulated water which has receivedunthér treatment
and water recovered from processing of food by eratn or drying
may be used, provided its use does not constittitk & the safety
and suitability of food.

3.5.4 As an ingredient

3.5.4.1 Potable water $fmllised.

3.5.5 Ice and steam

3.5.5.1 Ice shall be made from water complying wiltion 2.4.1. Ice
and steam shall be produced, handled and stoygwtect them from
contamination.

3.5.5.2 Steam used in direct contact with foodoodfcontact surface
shall not contain any agent which is hazardousdod safety.

3.6 Management and super vi

sion

3.6.1 Type of control and
supervision

3.6.1.1 The type of control and supervision neediédlepend on the
size of the business, the nature of its activiied the types of food
involved.
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3.6.2 Knowledge required

3.6.2.1 Managers and sigmes shall have enough knowledge of
food hygiene principles and practices to be abjadge potential

risks, take appropriate preventive and correctot®a, and ensure that

effective monitoring and supervision takes place.

3.7 Documentation and records

3.7.1 Retain records

3.7.1.1 Where necessary, ppate records of processing, product
and
distribution shall be kept and retained for a pitiwat exceeds the
shelf life
of the product.

on

3.7.2 Effectiveness and
credibility

3.7.2.1 Documentation can enhance the credibility effectiveness o
the food safety control system.

f

3.8 Recall procedures

3.8.1 Effective procedures

3.8.1.1 Managers sinalliee that effective procedures are in place
deal with any food safety hazard and to enableoneplete, rapid
recall of any implicated batch of finished foodrfrahe market.

3.8.2 Tracing & tracking

3.8.2.1 Where a product haen withdrawn because of an immediate

health hazard, other products which are produceemusimilar
conditions, and which may present a similar hatanglublic health,
shall be evaluated for safety and may need to bedveiwn. The need
for public warnings shall be considered.

3.8.3 Destroy or reprocess

3.8.3.1 Recalled predsiall be held under supervision until they
destroyed, used for purposes other than human ogrisn,
determined to be safe for human consumption, aopogsed in a
manner to ensure their safety.

are

4 Establishment: maintenance and sanitation

4.1 Maintenance and cleanin

g

4.1.1 General

4.1.1.1 Establishments and equipment shall beikegt appropriate
state of repair and condition to:

facilitate all sanitation procedures;

function as intended, particularly at critical sep

prevent contamination of food, e.g. from metal deaflaking
plaster, debris and chemicals.

4.1.1.2 Cleaning shall remove food residues artditht may be a
source of contamination. The necessary cleaninhadstand
materials will depend

on the nature of the food business. Disinfectioy im&necessary afte
cleaning.

=

4.1.1.3 Cleaning chemicals shall be handled and caesfully and in
accordance with manufacturers’ instructions

4.1.1.4 Cleaning chemicals shall be stored, wheoessary, separate
from food, in clearly identified containers to agt@he risk of
(malicious or accidental) contamination of food.

ly

4.1.2 Cleaning procedures
and methods

4.1.2.1 The cleaning and disinfecting method(s) fleaspecified and
documented. The water used will comply with secfiohl.
Contamination of food with cleaning chemicals shallprevented.

4.2 Cleaning programmes
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4.2.1 Specifications

4.2.1.1 Cleaning and disindecprogrammes shall ensure that all
parts of the establishment are appropriately claad,shall include the
cleaning of
cleaning equipment.
Where documented cleaning programmes are usedslhtadlyspecify:
- areas, items of equipment and utensils to benelta
- responsibility for particular tasks;
- method and frequency of cleaning;
- monitoring arrangements.
Where appropriate, programmes shall be drawn gprisultation with
relevant expert advisors.

U

4.2.2 Monitoring and
verification

4.2.2.1Cleaning and disinfection programmes shattdntinually and
effectively monitored for their suitability and efftiveness and where
necessary, documented.

4.3 Pest control

4.3.1 General

4.3.1.1 Good hygiene practices bleadimployed to avoid creating an
environment conducive to pests. Good sanitatispention of
incoming
materials and effective monitoring can minimise likelihood of
infestation
and thereby limit the need for pesticides.

4.3.2 Preventing access

4.3.2.1 Buildings shall be kept in good repair anddition to prevent
pest access and to eliminate potential breedieg.sit

4.3.2.2 Holes, drains and other places where pestskely to gain

access shall be kept sealed. Where sealing isosstlpe (e.g. open
windows, doors and ventilators) measures like wiesh screens shall
be in place to reduce the problem of pest entry.

4.3.2.3 Animals shall, wherever possible, be exatliflom the
grounds of factories and food processing plants.

4.3.3 Harbourage and
infestation

4.3.3.1 Potential food sources shall be storedst-proof containers
and/or stacked above the ground and away from walls

4.3.3.2 Areas both inside and outside food prengba$i be kept clean.
Where appropriate, refuse shall be stored in calvgrest-proof
containers.

4.3.4 Monitoring and
detection

4.3.4.1 Records of regular examination of estabiesfis and
surroundings shall be available.

4.3.5 Eradication

4.3.5.1 Pest infestations stallidalt with immediately and shall be
carried out without posing a threat to the safetguitability of food.

4.4 Waste management

4.4.1 Removal, storage

Suitable provision must bderfor the removal and storage of waste.
Waste must not be allowed to accumulate in foodilrag, food
storage,
and other working areas and the adjoining envirortregcept so far a
is
unavoidable for the proper functioning of the basi

2]

4.4.2 Cleaning

Waste stores must be kept apprebyiaean.

4.5 Sanitation systems

4.5.1 Monitoring

4.5.1.1 Sanitation systems shalhipnitored for effectiveness

4.5.2 Verification

4.5.2.1.Sanitation systems shalbperiodically verified by inspection
or, where appropriate, by microbiological samplaiggnvironment

4
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and food contact surfaces and regularly reviewebaatapted to refleg
changed circumstances.

4.5.3 Review

4.5.3.1 Sanitation systems shall alagly reviewed and adapted tg
reflect changed circumstances.

5 Establishment: personal hygiene

5.1 Health status

5.1.1 Access prevention

5.1.1.1 A system shall be in place to prevent acteany food
handling area by people known, or suspected taiffersxg from, or
to be a carrier of, a disease or illness likelpearansmitted through
food.

5.1.1.2 Any person so affected shall immediateporeillness or
symptoms of illness to the management. Medical éxation of a
food handler shall be carried out if clinically epidemiologically
necessary.

5.2 lllnessand injuries

5.2.1 Conditions to be
reported

5.2.1.1 Conditions which shall be reported to managnt in order to
assess the need for medical examination and/oifp@esxclusion
from food handling, include:

- jaundice

- diarrhoea

- vomiting

- fever

- sore throat with fever

- visibly infected skin lesions (boils, cuts, etc.)

- discharges from the ear, eye or nose

5.3 Personal cleanliness

5.3.1 Protective clothing

5.3.1.1 Food handlerdl shaintain a high degree of personal
cleanliness and, where appropriate, wear suitaioliegtive clothing,
head covering and
footwear.

5.3.2 Cuts and wounds

5.3.2.1 When personnel witinar injury are permitted to continue
working, cuts and wounds shall be covered by sl@tataterproof
dressings.

5.3.3 Washing hands

5.3.3.1 Personnel shall alwagh their hands when personal
cleanliness may affect food safety, for example:

| at the start of food handling activiti

immediately afteusing the toilet;

after handling raw food or any contaminated maltevidch could
result in contamination of other food items; theglsavoid handling
ready-to-eat food, where appropriate.

5.4 Per sonal behaviour

5.4.1 Smoking, eating,
sneezing

5.4.1.1 People engaged in food handling activitkes! refrain from
behaviour which could result in contamination addofor example:

' smoking
| Spitting
| chewing or eatin

sheezing or coughing over unprotected f

5.4.2 Jewellery

5.4.2.1 Personal effects suchvesllery, watches, pins or other item
shall not be worn or brought into food handlingaard they pose a
threat to the safety and suitability of food.

5.5Visitors
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5.5.1 Cleanliness and 5.5.1.1Visitors to food manufacturing, processinfgpandling areas
behaviour shall, where appropriate, wear protective clottdng adhere to the
other personal

hygiene provisions in this section.

6 Transportation

6.1 General 6.1.1 Food shall be adequately pratetiieéng transport to assure
food safety.
6.2 Requirements 6.2.1 Where necessary, conveyanddsulk containers shall be

designed and constructed so that they:

- do not contaminate foods or packaging;

- can be effectively cleaned and, where necesd@infected,;

- permit effective separation of different foodd@ods from non-food
items where necessary during transport;

- provide effective protection from contaminatiam;luding dust and
fumes;

- can effectively maintain the temperature, hurgiditmosphere and
other conditions necessary to protect food fronmifiar or undesirable
microbial growth and deterioration likely to rendieansuitable for
consumption;

- allow any necessary temperature, humidity andratbnditions to be
checked.

6.3 Use and maintenance |6.3.1 Conveyances and containers for transportind shall be kept i
an appropriate state of cleanliness, repair andition.

6.3.2 Where the same conveyance or container ésfoséransporting
different foods or non-foods, effective cleaninglawhere necessary
disinfection shall take place between loads.

6.3.3 Where appropriate, particularly in bulk tiamg, containers and
conveyances shall be designated and marked fordseanly and be
used only for that purpose.

—

7 Product information and consumer awar eness

7.1 Batch identification 7.1.1 Batch identificatimnessential in product recall and also help
effective stock rotation (section 3.2.3). Each eowdr of food shall be
permanently marked to identify the producer andoteh (see: Codex
General Standard for the Labelling of Pre-packdgmatls, Codex
STAN 1-1985).

[2)

7.2 Product information 7.2.1 All food products kba accompanied by or bear adequate
information to enable the next person in the folbdic to handle,
display, store, prepare and use the product safaldycorrectly.

7.3 Labelling 7.3.1 Pre-packaged foods shall bellad with clear instructions to
enable the next person in the food chain to hawli$play, store and
use the product

safely (see: Codex General Standard for the Ladgetif Pre-packaged
Foods, Codex STAN 1-1985).

7.4 Consumer education 7.4.1 Health education progres shall cover general food hygien
Such programmes shall enable consumers to undértan
importance of any product information, follow amgiructions
accompanying products and make informed choicesatticular,
consumers shall be informed of the relationshipvben
time/temperature control and food-borne illness.

©
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8 Training
8.1 Awareness and 8.1.1 All personnel shall be aware of their rold agsponsibility in
responsibilities protecting food from contamination or deterioration

8.1.2 Food handlers shall have the necessary kdgeland skills to
enable them to handle food hygienically. Those Wwandle strong
cleaning chemicals or other potentially hazarddwenticals shall be
instructed in safe handling techniques.

8.2 Training programs 8.2.1 Factors to take intmaat in assessing the level of training

required include:

- the nature of the food, in particular its abilioydustain growth of
pathogenic or spoilage micro-organisms;

- the manner in which the food is handled and padketlyding the
probability of contamination;

- the extent and nature of processing or furtheramajpn before
final consumption;

- the conditions under which the food will be stored,;

- the expected length of time before consumption.

8.3 Instruction and 8.3.1 Periodic assessments of the effectivenesaiofing and
supervision instruction programmes shall be carried out, a$ agetoutine
supervision and checks to ensure that proceduedseang
implemented effectively.

8.3.2 Managers and supervisors of food processdishalve the
necessary knowledge of food hygiene principlesgadtices to be
able to judge potential risks and take the necgssaion to remedy
non conformities (see section 3.5).

8.4 Refresher training 8.4.1 Training programmesl ¢¥e routinely reviewed and updated
where necessary.

8.4.2 Systems shall be in place to ensure that fiemdlers remain
aware of all procedures necessary to maintaindfetysand suitability
of food.
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7 ANNEX [1

Relationship between the “Requirements” and Codgdaiines for the application of HACCP

HACCP SYSTEM REQUIREMENTS

CODEX

5.1 Responsibility of Management
5.1.1 Policy

5.1.2 Scope

5.1.3 Task, Responsibility, Authority
5.1.4 HACCP team

5.1.5 Resources

5.1.6 Management review

1. Assemble HACCP team

The food operation shall assure that the apprapriat
product specific knowledge and expertise is
available for the development of an effective
HACCP plan. This may best be accomplished by
assembling a multi-disciplinary team. Where such
expertise is not available on site, expert advicl s
be obtained from other sources.

The scope of the HACCP plan shall be identified.
The scope shall describe which segment of the food
chain is involved and the general classes of hazard
to be addressed.

5.2 Product Information
5.2.1 Product Characteristics
5.2.2 Intended use

2. Describe product

A full description of the product shall be drawn up
including relevant safety information such as:
composition, physical/chemical structure (including
Aw, pH, etc.), microcidal/static treatments (heat-
treatment,

freezing, brining, smoking, etc.), packaging,
durability and storage conditions and method of
distribution.

3. ldentify intended use

The intended use shall be based on the expected
uses of the product by the end user or consumer. In
specific cases, vulnerable groups of the population
e.g. institutional feeding, may have to be
considered.

5.3 Process Information

5.3.1 Flow Diagrams

5.3.2 Layout

5.3.3 Control / Verification of Process
Information

4. Create flow diagram

The HACCP team shall create the flow diagram.
The flow diagram shall cover all steps in the
operation. When applying HACCP to a given
operation, consideration shall be given to steps
preceding and following the specified operation.

5. On-site confirmation of flow diagram

The HACCP team shall confirm the processing
operation against the flow diagram during all stage
and hours of operation and amend the flow diagram
where appropriate.
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5.4 Pre-Requisite Program (PRP)

Prior to applicatibHACCP to any sector of the
food chain, that sector shall be operating accgrdin
to the Codex General Principles of Food Hygiene,
the appropriate Codex Codes of Practice and
appropriate food safety legislation.

Inevitably, there will be situations where some of
the food hygiene requirements are not applicable.
The fundamental question in every case is “what is
necessary and appropriate on the grounds of the
safety and suitability of food for consumption?i |
deciding whether a requirement is necessary or ap-
propriate, an assessment of the risk shall be made,
preferably within the framework of the HACCP
approach.

5.5 Hazard Analysis

5.5.1 Hazard Identification (potential
contaminants)

5.5.2 HACCP Analysis (risk)

6. List all potential hazards associated with each
step, conduct a hazard analysis, and consider any
measures to control identified hazards. The HACCP
team shall list all hazards which may reasonably be
expected to occur at each step, from primary
production, processing, manufacture and
distribution until the point of consumption.

The HACCP team shall then conduct a hazard
analysis to identify for the HACCP plan which
hazards are of such a nature that their eliminaiion
reduction to acceptable levels is essential to the
production of safe food.

In conducting the hazard analysis, the following
shall be included wherever possible:

the likely occurrence of hazards and severity of
their adverse health effects;

the qualitative and/or quantitative evaluationha t
presence of hazards;

survival or multiplication of micro-organisms of
concern;

production or persistence in foods of toxins,
chemicals or physical agents;

conditions leading to the above.

The HACCP team must then consider what control
measures exist, if any, which can be applied th eac
hazard. More than one control measure may be
required to control a specific hazard(s) and more
than one hazard may be controlled by a specified
control measure.
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5.6 Control Measures
5.6.1 Specific Control Measures (CCP relate
5.6.2 General Control Measures

7. Determine Critical Control Points

dihere may be more than one CCP at which control
is applied to address the same hazard.

The determination of a CCP in the HACCP system
can be facilitated by the application of a decision
tree, which promotes a logical reasoning approach.
Application of a decision tree should be flexible,
whether the operation is for production, slaughter,
processing, storage, distribution, etc. It shodd b
used for guidance when determining CCP’s. The
decision tree example may not be applicable to all
situations. Other approaches may be used.
Training in the application of the decision tree is
recommended.

If a hazard has been identified at a step where
control is necessary for safety, and no control
measure exists at that step or any other, then the
product or process shall be modified at that step,
at any earlier or later stage, to include a control
measure.

Since the publication of the decision tree by Codex
its use has been implemented many times for
training purposes. It is not always applicablelto a
food operations and therefore it should be used in
conjunction with professional judgement and
modified where appropriate.

5.7 Parameters and limits

5.7.1 Critical process and product paramete

5.7.2 Target values, action-limit values,
critical limits

8. Establish critical limits for each CCP

iGritical limits must be specified and validated, if
possible, for each Critical Control Point. In some
cases more than one critical limit will be elabecdat

at a particular step. Criteria often used include
measurements of temperature, time, moisture level,
pH, Aw, available chlorine, and sensory parameters

such as visual appearance and texture.
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5.8 Monitoring

9. Establish a monitoring systemdach CCP
Monitoring is the scheduled measurement or
observation of a CCP relative to its critical limit
The monitoring procedures must be able to detect
loss of control at the CCP. Furthermore, monitoring
shall ideally provide this information in time to
make adjustments to ensure control of the prosess i
maintained to prevent violation of the critical itm
Where possible, process adjustments shall be made
when monitoring results indicate a trend towards
loss of control at a CCP. These adjustments should
be made before a deviation occurs.

A designated suitably-qualified person must
evaluate data derived from monitoring and have
authority to carry out corrective actions when
indicated. If monitoring is not continuous, thee th
amount or frequency of monitoring must be
sufficient to guarantee the CCP is in control.

Most monitoring procedures for CCP’s will need to
be done rapidly because they relate to on-line
processes and there will not be time for lengthy
analytical testing. Physical and chemical
measurements are often preferred to
microbiological testing because they may be done
rapidly and can often indicate the microbiological
control of the product.

All records and documents associated with
monitoring CCP’s must be signed by the person(s)
doing the monitoring and by a responsible
reviewing official(s) of the company.

5.9 Corrective Actions

10. Establish correctivéarts
Specific corrective actions must be developed for
each CCP in the HACCP system in order to deal
with non conformities when they occur. The actions
must ensure that the CCP has been brought under
control. Actions taken must also include proper
disposal of the affected product. Deviation and
product disposal procedures must be documented in
the HACCP records.

5.10 Validation
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5.11 Verification

11. Establish verification proceds

Establish procedures for verification. Verification
and auditing methods, procedures and tests,
including random sampling and analysis, can be
used to determine if the HACCP system is working
correctly. The frequency of
verification shall be sufficient to confirm thatth
HACCP system is working effectively. Examples of
verification activities include:

Review of the HACCP system and its records;
Review of non conformities and product disposal;
Confirmation that CCP’s are kept under control.
Where possible, validation activities shall include
actions to confirm the efficacy of all elementgiod
HACCP plan.

5.12 Documentation and Records
5.12.1 Documents, Document Control
5.12.2 Records

12 Establish Documentation and Records:
Efficient and accurate record-keeping is essettuial
the application of a HACCP system. HACCP
procedures shall be documented. Documentation
and record-keeping shall be appropriate to the
nature and size of the operation.

Documentation examples are:

Hazard analysis

CCP determination

Critical limit determination

Record examples are:

CCP monitoring activities

Non conformities and associated corrective actions
Modifications of the HACCP system
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