ASEAN SECTORAL MUTUAL RECOGNITION
ARRANGEMENT FOR INSPECTION AND
CERTIFICATION SYSTEMS ON FOOD HYGIENE FOR
PREPARED FOODSTUFF PRODUCTS

The Governments of Brunei Darussalam, the Kingdom of
Cambodia, the Republic of Indonesia, the Lao People's
Democratic Republic, Malaysia, the Republic of the Union of
Myanmar, the Republic of the Philippines, the Republic of
Singapore, the Kingdom of Thailand, and the Socialist
Republic of Viet Nam, Member States of the Association of
Southeast Asian Nations (‘“ASEAN”) (hereinafter collectively
referred to as “Member States” or singularly as “Member
State”);

MINDFUL of the goals of establishing ASEAN as a single
market and production base characterised by the free flow of
goods, services, investment, skilled labour and freer flow of
capital envisaged in the ASEAN Charter, the Declaration of
the ASEAN Economic Community Blueprint signed by the
ASEAN Leaders on 20 November 2007 in Singapore and the
ASEAN Economic Community Blueprint 2025 adopted by the
ASEAN Leaders on 22 November 2015 in Kuala Lumpur,
Malaysia;

RECALLING that the ASEAN Trade in Goods Agreement
(“ATIGA”) signed on 26 February 2009 in Cha-am, Thailand
has the objective of achieving free flow of goods in ASEAN
as one of the principal means of establishing a single market
and production base for the deeper economic integration of
the region towards the realisation of the ASEAN Economic
Community;



RECALLING the goals and objectives of the ASEAN
Framework Agreement on Mutual Recognition Arrangement
signed on 16 December 1998 in Hanoi, Viet Nam to provide
a basis for developing and implementing mutual recognition
arrangements in specified product sectors or what are known
as sectoral mutual recognition arrangements;

RECOGNISING that mutual recognition arrangements for
conformity assessment activities is an important means of
eliminating technical barriers to trade as well as sanitary and
phytosanitary measures which may, directly or indirectly,
affect trade and enhance market access, and that such
mutual recognition could be of particular interest to small and
medium-sized businesses in ASEAN,;

RECOGNISING further that mutual recognition
arrangements will supplement and contribute positively to the
harmonisation of standards, technical regulations, conformity
assessment procedures and sanitary and phytosanitary
measures in ASEAN,;

MINDFUL of the different levels of infrastructure for
standards and conformity assessment and economic
development of Member States;

REITERATING Member States’ commitments to the World
Trade Organization Agreements on Technical Barriers to
Trade (“TBT Agreement’) as well as on the Application of
Sanitary and Phytosanitary Measures (“SPS Agreement’), as
reaffirmed in ATIGA, which may, directly or indirectly affect
trade;

NOTING that the TBT Agreement encourages Members to
enter into negotiations for the conclusion of agreements for
the mutual recognition of the results of each other's
conformity assessment procedures, and the SPS Agreement
encourages Members to accept the sanitary or
phytosanitary measures of other Members as equivalent;
and



DESIRING to establish a Sectoral Mutual Recognition
Arrangement for Inspection and Certification Systems on
Food Hygiene for Prepared Foodstuff Products (hereinafter
referred to as "Sectoral MRA"), to facilitate the movement of
prepared foodstuff products in ASEAN,

HAVE AGREED AS FOLLOWS:

ARTICLE 1
DEFINITIONS

For purposes of this Sectoral MRA, the following definitions
shall apply:

a. “ASEAN Food Safety Network (“AFSN”)” means a
web-based platform operated on website for information
exchanges and consultation among Member States;

b. “certification” means the procedure by which official
certification bodies and officially recognised certification
bodies provide written or equivalent assurance that
foods or food control systems conform to requirements.
Certification of food may be, as appropriate, based on a
range of inspection activities which may include
continuous on-line inspection, auditing of quality
assurance systems, and examination of finished
products;

c. “certification system” means official and officially
recognised certification systems;

d. “Competent Authority” means the official government
agency having jurisdiction;



“conformity = assessment” means systematic
examination to determine the extent to which a product,
process or service fulfills specified requirements;

“food” means any substance, whether processed,
semi-processed or raw, which is intended for human
consumption, and includes drinks, chewing gum and
any substance which has been used in the manufacture,
preparation or treatment of "food" but does not include
cosmetics or tobacco or substances used only as drugs;

“food hygiene” means all conditions and measures
necessary to ensure the safety and suitability of food at
all stages of the food chain;

“inspection” means the examination of food or systems
for control of food, raw materials, processing and
distribution, including in-process and finished product
testing, in order to verify that they conform to
requirements;

“inspection system” means official and officially
recognised inspection systems;

“legislation” means acts, regulations, requirements or
procedures, issued by public authorities, related to foods
and covering the protection of public health, the
protection of consumers and conditions of fair trading;

“official accreditation” means the procedure by which
a government agency having jurisdiction formally
recognises the competence of an inspection and/or
certification body to provide inspection and certification
services;

“official inspection systems” and “official
certification systems” means systems administered by
a government agency having jurisdiction empowered to
perform a regulatory or enforcement function, or both;



m. “officially recognised inspection systems” and
“officially recognised certification systems” means
systems which have been formally approved or
recognised by a government agency having jurisdiction;

n. “Party” or “Parties” means a Member State that is, or
Member States that are given approval to participate in
this Sectoral MRA by the Joint Sectoral Committee:

0. “prepared foodstuff” means food that undergoes any
action that substantially alters the initial products,
including, but not limited to, heating, smoking, curing,
maturing, drying, marinating, extraction or a combination
of those processes; and

p. “Regulatory Authority” means an entity that exercises
a legal right to control the import, use or sale of products
within a Member State's jurisdiction and may take
enforcement action to ensure that products marketed
within its jurisdiction comply with legal requirements.

ARTICLE 2
OBJECTIVE

The objective of this Sectoral MRA is to enable the mutual
recognition of inspection and certification systems on food
hygiene with regard to the production, import and export of
prepared foodstuff products in order to facilitate trade in
ASEAN and protect the health of consumers.

ARTICLE 3
GENERAL PROVISIONS

This Sectoral MRA sets out the arrangement under which
Member States shall ensure that their inspection systems



and certification systems on food hygiene are consistent with
the provisions of this Sectoral MRA and its Annexes.

ARTICLE 4
SCOPE AND COVERAGE

1. This Sectoral MRA shall apply to the prepared foodstuff
products specified under HS Code 16-22.

2. The coverage of this Sectoral MRA shall apply to the
mutual recognition of inspection and certification
systems on food hygiene in ASEAN.

ARTICLE 5
MUTUAL RECOGNITION OBLIGATIONS

1. Parties shall ensure that their national food control
systems are consistent with the provisions of Annex 1 of
this Sectoral MRA.

2. Parties shall ensure that their production systems meet
the general principles of food hygiene contained in
Annex 2 of this Sectoral MRA.

3. Parties shall ensure that their inspection and certification
systems are based on the principles contained in Annex
3 of this Sectoral MRA. The systems shall be
implemented in accordance with Section 6 to 10 of
Annex 4 of this Sectoral MRA.

4. Parties shall establish and maintain import control
systems for prepared foodstuff products in a manner
consistent with all the provisions of Annex 5 of this
Sectoral MRA.



Member States shall recognise the results of inspection
and certification systems for food hygiene of Parties in
accordance with the provisions of this Sectoral MRA.

Where differences exist in product standards and
requirements, the exporting Party shall comply with
those standards and requirements of the importing
Member States.

ARTICLE 6
TRANSPARENCY

Each Member State shall designate a contact point for
exchange of information and shall notify the ASEAN
Secretariat of its designated contact point. The ASEAN
Secretariat shall establish and maintain the list of
contact points for Member States in this Sectoral MRA.

Member States shall endeavour to exchange updated
information on their regulatory systems in English,
through publication on the AFSN’s website, on the
following:

a. legislation, including the texts of all relevant
legislation relating to the food control system for
prepared foodstuff products;

b. all existing technical regulations, sanitary and
phytosanitary measures and standards for the
prepared foodstuff sector in each Member State,
including labelling requirements; and

c. conformity assessment requirements for the import
of prepared foodstuff products, including but not
limited to certification, inspection, sampling and
analysis required and import product registration
requirements in each Member State.



Any changes to the information referred to in paragraph
2 and other measures affecting the implementation of
this Sectoral MRA shall be promptly notified to the
contact points in a timely manner in compliance with
Annex B of the SPS Agreement. The notification should
be made in advance within a reasonable period to
permit the exporting Parties to make necessary changes
in accordance with the new requirements and
measures.

Member States shall provide immediate notification to
the contact points and the ASEAN Secretariat of
significant risks to public health related to product
safety, manufacturing conditions, recalls, and other
instances that involve significant hazard to health with
regard to the prepared foodstuff products covered by
this Sectoral MRA.

When the rejection of the prepared foodstuff products
under the scope of this Sectoral MRA arises, the
importing Member State shall immediately notify the
exporting Party of the situation and information for the
exporting Party to investigate the causes of the problem
in accordance with Annex 6 of this Sectoral MRA.

ARTICLE 7
COMPETENT AUTHORITY

Member States shall identify their Competent Authority
and notify the ASEAN Secretariat accordingly.

Member States having multiple Competent Authorities
shall submit the names of all them and clearly define the
assigned roles and responsibilities within the scope of
this Sectoral MRA. Member States shall ensure that the
competent authorities operate in a coordinated manner
with no duplication and/or gaps.



The Competent Authority(ies) of a Party shall have the
ability to enforce and take action based on adequate
legislation in accordance with Section 6 of Annex 4 of
this Sectoral MRA.

The Competent Authority(ies) of a Party shall ensure the
integrity, impartiality and independence of inspection
and certification systems to ensure that the inspection
and certification programme complies with Annex 4 of
this Sectoral MRA.

The Competent Authority(ies) of a Party may recognise
officially accredited inspection or certification bodies
located in ASEAN to provide services on behalf of
official agencies. The Competent Authority(ies) of a
Party shall ensure that officially accredited inspection or
certification bodies are assessed against objective
criteria and comply at least with Section 8 of Annex 4 of
this Sectoral MRA , particularly in relation to the
competence, independence and impartiality of
personnel. The performance of officially accredited
inspection or certification bodies shall be regularly
assessed by the Competent Authority(ies) of a Party.
Procedures should be initiated to correct deficiencies
and, as appropriate, enable withdrawal of official
accreditation.

ARTICLE 8
JOINT SECTORAL COMMITTEE (“JSC”)

A JSC shall be established, and shall be responsible for
the effective functioning of this Sectoral MRA. The JSC
shall comprise official representatives designated by
each Member State. Each Member State shall
designate one representative and the representative
may be accompanied by his/her delegates with the
status of observers at meetings of the JSC.

The JSC shall be responsible for:



g.

identifying the elements of inspection and
certification systems on food hygiene of the
prepared foodstuff products in accordance with
Annex 3 and Annex 4 of this Sectoral MRA:

establishing the requirements, rules and procedures
for the notification, evaluation, and approval of the
inspection and certification systems of a Party;

evaluating and approving that the inspection and
certification systems of a Party are consistent with
the provisions of the Article 3, Article 5 and Article
7
listing and withdrawing the approved scope of
recognition of a Party;

considering any other matters and taking
appropriate technical decisions relating to the
effective functioning of this Sectoral MRA;

providing a forum for discussion of issues that may
arise concerning the implementation of this Sectoral
MRA; and

proposing amendment to this Sectoral MRA.

The JSC may establish technical and ad-hoc working
groups, as required, for the purposes of this Sectoral
MRA. The outcome of the technical and ad-hoc working
groups shall be reported to the JSC.

The JSC shall establish its own rules of procedures and
take its decisions by consensus.

The JSC shall meet to review the implementation of this
Sectoral MRA, at least once a year, or as the need
arises.
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ARTICLE 9
IMPLEMENTATION

This Sectoral MRA is intended to be a multilateral
arrangement in which all Member States are required to
participate. ~ However, taking into consideration
paragraph 3 of Article 1 of the Framework Agreement on
Enhancing ASEAN Economic Cooperation signed on 28
January 1992 in Singapore and paragraph 7 of Article 3
of the ASEAN Framework Agreement on Mutual
Recognition Arrangements signed on 16 December
1998 in Hanoi, Viet Nam, a Member State which is not
ready to fully implement this Sectoral MRA may withhold
from participating in this Sectoral MRA subject to Article
13. The withholding period shall not exceed five years
after the entry into force of this Sectoral MRA.

Any Member State that is ready to participate in this
Sectoral MRA shall notify the JSC through the ASEAN
Secretariat in writing of its intention to participate.

The notification for participation shall be followed by a
submission of information and evidence of the Member
State’s compliance with the requirements of this
Sectoral MRA to the JSC through the ASEAN
Secretariat in a format as determined by the JSC. Upon
receiving the submission of information and evidence,
the JSC shall evaluate the inspection and certification
systems of the Member State and undertake the
decision on approval of participation as set out in its
established rules and procedures.

The approval of participation of the Party in this Sectoral
MRA shall be notified by the JSC through ASEAN
Secretariat to the Party. The effective dates of
implementation of the mutual recognition obligations of
the Member States shall commence as soon as at least
two Member States are approved to participate in this
Sectoral MRA as Parties.

11



The ASEAN Secretariat will make available the list of
Parties and scope of recognition that have been
approved by the JSC.

ARTICLE 10
PRESERVATION OF REGULATORY AUTHORITY

Subject to the provisions of this Sectoral MRA, nothing
in this Sectoral MRA shall be construed to:

a. limit the authority of a Party to determine, through
its legislative, regulatory and administrative
measures, the level of protection it considers
appropriate for the safety and protection of human,
animal, or plant life or health,environment and
consumers; and

b. limit the authority of a Regulatory Authority of a
Party to take all appropriate and immediate
measures whenever it ascertains that a prepared
foodstuff product may:

I. 'compromise the health or safety of persons in
its territory;

i. not meet the legislative, regulatory, or
administrative provisions within the scope of
this Sectoral MRA,; or

ii. fail to satisfy a requirement within the scope of
this Sectoral MRA.

If the Regulatory Authority of a Party takes such
measures pursuant to paragraph 1, it shall inform its
counterpart Regulatory Authority in the affected Parties
and other Member States of such measures taken and
provide reasons thereof.

12



If such measures taken are import rejection, nothing will
prevent the affected Party to conduct its investigation
subject to paragraph 5 of Article 6.

ARTICLE 11
SETTLEMENT OF DISPUTES

Member States shall at all times endeavour to agree on
the interpretation or implementation of this Sectoral
MRA and shall make every attempt through
communication, dialogue, consultation and cooperation
to arrive at a mutually satisfactory resolution of any
matter that might affect the implementation of this
Sectoral MRA.

The ASEAN Protocol on Enhanced Dispute Settlement
Mechanism, signed on 29 November 2004 in Vientiane,
Lao PDR and amendments thereto, shall apply to
disputes concerning the interpretation or
implementation of any of the provisions of this Sectoral
MRA.

ARTICLE 12
INSTITUTIONAL ARRANGEMENTS

The JSC shall monitor all aspects relating to the
implementation of this Sectoral MRA.

The ASEAN Consultative Committee for Standards and
Quality (*ACCSQ”), Prepared Foodstuff Product Working
Group (“PFPWG”") and the ASEAN Secretariat shall
provide the support for coordinating and reviewing the
implementation of this Sectoral MRA and assist the JSC
in all matters relating thereto.

13



ARTICLE 13
COOPERATION AND TECHNICAL ASSISTANCE

Noting the different levels of development of the national
food control systems and the Initiative for ASEAN
Integration launched in 2000 by the ASEAN Leaders to
narrow the development gap and to accelerate
economic integration, Member States will seek to
enhance cooperation and provision of technical
assistance.

In order to facilitate effective implementation of this
Sectoral MRA, each Member State will upon request,
cooperate in technical assistance on mutually agreed
terms and conditions, on building up and/or maintaining
technical competence of inspection and certification
systems for food hygiene of the prepared foodstuff
products of other Member States. In particular, Member
States shall consider cooperation and technical
assistance towards:

a. enhancing exchange of information, technical
experts among the Member States; and

b. providing training to other Member States for the
purposes of enhancing the capacity for the
inspection and certification system for food hygiene
and other related activities of national food control
systems.

ARTICLE 14
CONFIDENTIALITY

Member States shall maintain, to the extent permitted

under their laws and regulations, the confidentiality of
information exchanged under this Sectoral MRA.

14



2.  Member States shall take all precautions reasonably
necessary to protect information exchanged under this
Sectoral MRA from unauthorised disclosure.

ARTICLE 15
RIGHTS AND OBLIGATIONS UNDER EXISTING
INTERNATIONAL AGREEMENTS OR CONVENTIONS

This Sectoral MRA or any actions taken pursuant thereto
shall not affect the rights and obligations of any Member
State under any existing international agreements or
conventions to which it is also a party.

ARTICLE 16
ANNEXES

The Annexes to this Sectoral MRA shall form an integral part
of this Sectoral MRA.

ARTICLE 17
FINAL PROVISIONS

1. This Sectoral MRA may be reviewed by the Member
States for the purpose of fulfilling the objective of this
Sectoral MRA.

2. The provisions of this Sectoral MRA may only be
amended by mutual written agreement of all the
Member States.

3. Notwithstanding paragraph 2 of this Article, the
Annexes to this Sectoral MRA may be amended subject
to the endorsement of the PFPWG. Such amendments
shall be administratively annexed to this Sectoral MRA
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by the Depositary and form an integral part of this
Sectoral MRA.

4. Any amendment shall not prejudice the rights and
obligations of the Member States arising from or based
on this Sectoral MRA before the entry into force of
such amendment.

5. Member States shall undertake appropriate measures to
fulfill the agreed obligations arising from this Sectoral
MRA.

6. Member States shall make no reservations with respect
to any of the provisions of this Sectoral MRA.

7. This Sectoral MRA shall enter into force on the date of
its signature.

8. This Sectoral MRA shall be deposited with the Secretary
General of ASEAN, who shall promptly furnish a certified
copy thereof to each Member State.

IN WITNESS WHEREOF the undersigned, being duly
authorised by their respective Governments, have signed
this ASEAN Sectoral Mutual Recognition Arrangement for
Inspection and Certification Systems on Food Hygiene for
Prepared Foodstuff Products.
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Twenty Sevewnth ;
DONE at ........g.\ﬂ(.a,q?f).‘ft.a’ ....... , this ... day of L in

Year Two Thousand and Eiahteen in a single copy in the
English Language.

For Brunei Darussalam:

o7
R

LIM JOCK SENG
Minister at the Prime Minister's Office
and Second Minister of Foreign Affairs and Trade

For the Kingdom of Cambodia:
/

S

PAN SORASAK
Minister of Commerce

For the Republic of Indonesia:

—— e e e ™

ENGGARTIASTO LUKITA
Minister of Trade
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For the Lao People’'s Democratic Republic:

A

KHEMMANI PHOLSENA
Minister of Industry and Commerce

For Malaysia:
MUSTAPA MOHAMED

Minister of International Trade and Industry

For the Republic of the Union of Myanmar:

W

KYAW WIN
Union Minister for Planning and Finance

For the Republic of the Philippines:

Secretary ot Trade and Industry
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For the Republic of Singapore:

LIM HNG KIANG
Minister for Trade and Industry (Trade)

For the Kingdom of Thailand:

A

APIRADI TANTRAPORN
Minister of Commerce

For the Socialist Republic of Viet Nam:

TRAN TUAN ANH
Minister of Industry and Trade
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ANNEX 1
Endorsed at 39" PFPWG Meeting, 31 October — 1 November 2024

ASEAN Common Food Control Requirements

ASEAN PRINCIPLES AND GUIDELINES FOR NATIONAL FOOD
CONTROL SYSTEMS
(CAC/GL 82-2013 - PRINCIPLES AND GUIDELINES FOR NATIONAL
FOOD CONTROL SYSTEMS, MOD)



ANNEX 1

ASEAN PRINCIPLES AND GUIDELINES FOR NATIONAL FOOD
CONTROL SYSTEMS

FOREWORD

Effective national food control systems are essential for the protection
of the health of consumers. Such systems are also critical in enabling
countries to assure the safety and quality of their food. The first
version of the current document was developed by the Prepared
Foodstuff Product Working Group (PFPWG) and endorsed by ASEAN
Consultative Committee for Standards and Quality (ACCSQ) in 2006.
Recognising that the ASEAN Trade in Goods Agreement that was
concluded in 2009 requires Member States to be guided by
international standards in implementing their Sanitary and
Phytosanitary measures, and the requirement of the ASEAN Policy
Guideline for Standard and Conformance to adopt international
standards, a review of the first version of the “ASEAN Common
Principles for Food Control” was undertaken by the PFWG. The
PFPWG has decided to revise the document to align CAC/GL 82-
2013 Principles and guidelines for national food control systems. This
document revises and replaces the ASEAN Common Principles for
Food Control: 2006.

The document is an adoption of CAC/GL 82-2013 Principles and
guidelines for national food control systems published by the Codex
Alimentarius Commission with the following modification:

Clause / Sub- Modification
clause
1. Introduction Add: 1a. Definitions

“Food” means any substance, whether processed, semi-
processed or raw, which is intended for human
consumption, and includes drinks, chewing gum and any
substance which has been used in the manufacture,
preparation or treatment of ‘food’ but does not include
cosmetics or tobacco or substances used only as drugs.

Explanation: A Definition for “Food” has been included in order to
establish a common interpretation of the scope of application of the
principles and guidelines.

This document is one of the ASEAN Common Food Control
Requirements (ACFCR)
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ASEAN COMMON PRINCIPLES AND GUIDELINES FOR FOOD
CONTROL SYSTEMS

SECTION 1 INTRODUCTION

1. This document is intended to provide practical guidance to assist
the national government, and their competent authority® in the design,
development, operation, evaluation and improvement of the national
food control system. It highlights the key principles and core elements
of an efficient and effective food control system. It is not intended that
the guidance results in “one system” being appropriate to all
circumstances. Rather, various approaches may be used, as
appropriate to the national circumstances, to achieve an effective
national food control system.

2. While the focus of the Principles and Guidelines for National
Food Control Systems is on the production, packing, storage, transport,
handling and sale of foods within national borders, the document is
consistent with and should be read in conjunction with relevant Codex
texts. Codex texts of particular relevance include the Principles for
Food Import and Export Inspection and Certification (CAC/GL 20-
1995), the Guidelines for the Design, Operation, Assessment and
Accreditation of Food Import and Export Inspection and Certification
(CAC/GL 26-1997), the Guidelines for Food Import Control Systems
(CAC/GL 47-2003) and the Guidelines for the Exchange of Information
between countries on rejections of imported foods (CAC/GL 25-1997).
Reference to these texts relating to food import and export control is
important since, while the national food control system is ultimately
responsible for the safety of food offered within its border, in today’s
global market, much food is sourced from outside the country; hence,
properly designed import and export control systems, as part of the
overall national food control system, are essential.

3. In addition, the relevant chapters of the World Organisation for
Animal Health (OIE) Terrestrial Animal Health Code and Aquatic Animal
Health Code are valuable resources for member governments and
organisations. Documents and guidance material developed by FAO
and WHO may also be useful resources?.

4, A competent authority may apply these principles and guidelines,
where appropriate, according to their particular situations.

5. When developing a national food control system national

1 Throughout the document “competent authority” refers to one or more competent authorities as appropriate.
2 http://www.fao.org/food/food-safety-quality/publications-tools/food-safety-publications/en/.
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governments and their competent authority should ensure that the
objectives of the system are addressed as outlined in the principles
below and should allow for flexibility and modification as required to
ensure the objectives can be achieved.

6. Definitions

“‘Food” means any substance, whether processed, semi-
processed or raw, which is intended for human consumption, and
includes drinks, chewing gum and any substance which has been
used in the manufacture, preparation or treatment of food’ but
does not include cosmetics or tobacco or substances used only
as drugs.

SECTION 2 OBJECTIVE OF A NATIONAL FOOD CONTROL
SYSTEM

7. The objective of a national food control system is to protect the

health of consumers and ensure fair practices in the food trade.

SECTION 3 PRINCIPLES OF A NATIONAL FOOD CONTROL
SYSTEM

8. A national food control system should be based on the following

principles:

PRINCIPLE 1 PROTECTION OF CONSUMERS

9. National food control systems should be designed, implemented

and maintained with the primary goal to protect consumers. In the event

of a conflict with other interests, precedence should be given to

protecting the health of consumers.

PRINCIPLE 2 THE WHOLE FOOD CHAIN APPROACH

10. The national food control system should cover the entire food

chain from primary production to consumption.

PRINCIPLE 3 TRANSPARENCY

11. All aspects of a national food control system should be
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transparent and open to scrutiny by all stakeholders, while respecting
legal requirements to protect confidential information as appropriate.
Transparency considerations apply to all participants in the food chain
and this can be achieved through clear documentation and
communication.

PRINCIPLE 4 ROLES AND RESPONSIBILITIES

12. All participants in a national food control system should have
specific roles and responsibilities clearly defined.

13. Food business operators?® have the primary role and responsibility
for managing the food safety of their products and for complying with
requirements relating to those aspects of food under their control.

14. The national government (and in some cases a competent
authority) has the role and responsibility to establish and maintain up to
date legal requirements. The competent authority has the responsibility
to ensure the effective operation of the national food control system.

15. Consumers also have a role in managing food safety risks under
their control and where relevant should be provided with information on
how to achieve this.

16. Academics and scientific institutions have a role in contributing to
a national food control system, as they are a source of expertise to
support the risk based and scientific foundation of such a system.

PRINCIPLE 5 CONSISTENCY AND IMPARTIALITY

17. All aspects of a national food control system should be applied
consistently and impartially. The competent authority and all
participants acting in official functions should be free of improper or
undue influence or conflict of interest.

PRINCIPLE 6 RISK BASED, SCIENCE BASED AND EVIDENCE
BASED DECISION MAKING

18. A competent authority should make decisions within a national
food control system based on scientific information, evidence and/or risk

3 For the purpose of this document food business operator includes producers, processors, wholesalers, distributors,
importers, exporters and retailers.
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analysis principles* as appropriate.

PRINCIPLE 7 COOPERATION AND COORDINATION
BETWEEN MULTIPLE COMPETENT
AUTHORITIES

19. The competent authorities within a national food control system
should operate in a cooperative and coordinated manner, within clearly
assigned roles and responsibilities, for the most effective use of
resources in order to minimise duplication and/or gaps and to facilitate
information exchange.

PRINCIPLE 8 PREVENTIVE MEASURES

20. To prevent and when necessary to respond to food safety
incidents a national food control system should encompass the core
elements of prevention, intervention and response.

PRINCIPLE 9 SELF ASSESSMENT AND REVIEW
PROCEDURES

21. The national food control system should possess the capacity and
capability to undergo continuous improvement and include mechanisms
to evaluate whether the system is able to achieve its objective.

PRINCIPLE 10 RECOGNITION OF OTHER SYSTEMS
(INCLUDING EQUIVALENCE)

22. Competent authorities should recognise that food control systems
or their components although designed and structured differently may
be capable of meeting the same objective. This recognition can apply
at the national and international level. The concept of recognition of
systems, including equivalence®, should be provided for in the national
food control system.

4n accordance with members obligations under the World Trade Organisation Agreements, risk analysis frameworks
adopted by national governments in the context of a national food control system should be consistent with the Codex
Working Principles for Risk Analysis for Food Safety for Application by Governments (CAC/GL 62-2007) and relevant risk
analysis policies developed by the World Organisation for Animal Health (OIE).

Guidelines for the development of equivalence agreements regarding food import and export inspection and certification
systems (CAC/GL 34-1999) and Guidelines on the judgement of equivalence of sanitary measures associated with food
inspection and certification systems (CAC/GL 53-2003).
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PRINCIPLE 11 LEGAL FOUNDATION

23. The government within each Member State should have in place
fundamental legal structures to enable the establishment of food laws
and competent authorities, so that they can develop, establish,
implement, maintain and enforce a national food control system.

PRINCIPLE 12 HARMONISATION

24. When designing and applying a food control system, the
competent  authority  should consider Codex  standards,
recommendations and guidelines whenever appropriate as elements of
their national food control system to protect the health of consumers
and ensure fair practices in the food trade. Standards,
recommendations or guidelines from other international inter-
governmental organisations whose membership is open to all countries
may also be useful.

PRINCIPLE 13 RESOURCES

25. A national food control system should have sufficient resources
to enable it to meet the system’s objectives.

SECTION 4 FRAMEWORK FOR THE DESIGN AND
OPERATION OF THE NATIONAL FOOD
CONTROL SYSTEM

26. The national food control system of a country will be based on
that country’s particular governmental or constitutional arrangements
and institutions, (e.g. presence or absence of sub national
governments), national goals and objectives.

27. The competent authority has a pivotal role in the national food
control system, in that the competent authority:

(@) provides leadership and coordination for the national food
control system;

(b) designs, develops, operates, evaluates and improves the
national food control system;

(c) establishes, implements and enforces science and risk
based regulatory requirements that encourage and promote
positive food safety outcomes;
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(d) establishes, implements and enforces regulatory
requirements supporting fair practices in the food trade;

(e) establishes and maintains arrangements with supporting
organisations such as officially recognised inspection, audit,
certification and accreditation bodies, where appropriate;

() advances and fosters knowledge, science, research and
education regarding food safety;

(g) engages with stakeholders to ensure transparency and to
obtain their views; and

(h) Where appropriate, establishes and maintains arrangements
with other countries e.g. cooperation programmes,
equivalence agreements etc.

28. Where there is more than one competent authority their roles and
responsibilities should be clearly defined and their activities coordinated
to the greatest extent possible to minimise gaps and overlaps.

29. The design and implementation of a national food control system
should follow a logical and transparent process. This should include the
consistent application of a systematic framework for the identification,
evaluation and, as necessary, control of food safety risks associated with
existing, new or re-emerging hazards.

30. In developing a national food control system, the competent
authority, in consultation with stakeholders, should adopt the following
framework, which will reflect the principles of a national food control
system and are described in Section 3 this document.

Framework for the development of a national food control system
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Palicy Setting

Monitoring &
System Review

Continuous System Design

improvement

[ Implementation

SECTION 4.1 POLICY SETTING

31. Policy setting is the process by which the goals and objectives for
the national food control system are established by governments, along
with the commitment to a course of action to achieve those goals and
objectives. It should also include the identification and clear articulation
of expected outcomes. Policy decisions guide subsequent actions,
including the establishment of legislation and regulations.

32. Public policy decisions should take into account a broad range of
factors and require a careful assessment of options. Governments
should consider, among other things, stakeholder interests, how the food
control system will relate to international and national standards,
assessment of risks and/or benefits, effectiveness and efficiency of
various controls and methods of oversight, existing and planned
government structures, coordination among authorities along the food
chain, technical and scientific information, the roles of government and
food business operators, and best practices/models.

33. The competent authority should actively engage stakeholders,
including food business operators and consumers, in the setting of

policy.

34. National goals and priorities will ensure consumer protection by
taking into account amongst other things, food
production and consumption patterns, risk profile and consumer
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concerns in relation to food safety and fair practices in the food trade and
also the preparedness and capability of the country.

35. When establishing a national food control system, countries
should identify the main objectives to be addressed through
the system for the short, medium and long term. The main objectives
should be aligned with and assist in implementing the principles outlined
in Section 3. Consideration should be given to the development of a
national food control strategy, which will aid clarification of the objectives
to be addressed set priorities and support system design.

36. Once public policy goals and desired outcomes for the national
food control system are established, they should be
clearly articulated and described in order to effectively guide subsequent
actions.

37. A national food control system should possess three main
characteristics which, among other things, can be used in self-
assessment or other evaluation to determine if the system is fully
functional and effective:

(@) Characteristic 1 Situational awareness means that a
national food control system avails itself of accurate and
current information on the entire food chain.

(b) Characteristic_2 Pro-activity means that a national food
control system is capable of identifying existing or emerging
hazards before they materialise as risks in the food production
and/or processing chain and at the early stages rather than in
the end product. Early warning and/or rapid alert systems,
traceability and contingency planning for managing and
preparing for potential food safety incidents should be an
inherent part of a pro-active control system.

(c) Characteristic 3 Continuous Improvement means that a
national food control system should possess the capability to
learn through a process of review and reform utilising
mechanisms that check and evaluate whether the system is
able to achieve its objectives.

38. Legislation® should clearly reflect the intended policy objective and
be commensurate with the risks they are intended to mitigate. Legislation
should, where appropriate take into account relevant scientific
information and focus on prevention and outcomes and thereby allowing

6 Legislation as defined in Guidelines for Food Import Control Systems (CAC/GL 47-2003).
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flexibility and innovation.

39. In order to reflect national policies and strategies legislation
should, amongst other things:

(@)

(b)

(©)

(d)

(e)

frame the structure of the national food control system and its
goals and objectives;

provide clarity on the roles and responsibilities of participants
in the national food control system, i.e. the central
government, the competent authority (or of each competent
authority where there is more than one), third party’ providers
(where these are used), food business operators and other
stakeholders as appropriate;

set out the overarching objectives of the national food control
system and any specific or lower order objectives that relate
to participants or sectors;

clearly define obligations for food business operators and
other participants in the food chain to establish and monitor
controls; and

clearly define obligations on food businesses to place only
safe food on the market and apply fair practices in trade.

40. The legislation should provide the competent authority with the
range of powers and mechanisms sufficient to manage and operate the
national food control system. These authorities may include and are not
limited to the following:

(@)

(b)
()

(d)

establish standards or other management options to prevent
and control food borne hazards such as disease-causing
organisms, contaminants, veterinary drug and pesticide
residues;

establish, monitor and enforce national standards;

recognise other competent authorities’ standards at the
appropriate stage(s) in the food chain;

the establishment of cooperative arrangements with other
government entities;

7 Guidelines for Food Import Control Systems (CAC/GL 47-2003) paragraph 8.

11
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(e) establish approaches to ensure the safety and safe use of
inputs to the food chain, such as food additives, pesticides,
veterinary drugs;

(f) recognise and/or harmonise with Codex standards;

(g) perform audits, verification, inspections and investigations,
gather evidence, collect and analyse samples and otherwise
verify compliance with standards and requirements;

(h) consider official recognition of inspection, audit, certification
and accreditation bodies;

() enforce legislation and take proportionate, dissuasive and
effective action in case of non-compliance with requirements
including, as appropriate, investigations and application of
sanctions and penalties;

() ensure that risks associated with non-compliant foods are
evaluated and the appropriate action taken; e.g. disposal,
treated appropriately or redirected;

(k) ensure the integrity, impartiality and independence of officially
recognised inspection, audit, certification and accreditation;

()  enable traceability/product tracing; and

(m) Ensure that unsafe food is prevented from entering the market
or is withdrawn and dealt with appropriately.

41. Legislation may also include provisions, as appropriate, for the
registration of establishments, establishment approval, licensing or
registration of traders, equipment design approval, penalties in the
event of non-compliance and charging of fees or levies.

42. The competent authority should, engage with stakeholders
including the food business operators and consumers, in the
development of new legislation, and when making regulatory changes.
The competent authority should also disseminate the legislation.

SECTION 4.2 SYSTEM DESIGN
43. When designing a national food control system countries should

ensure the main objectives as defined in the policy are addressed as
well as how to incorporate the principles in Section 3.

12
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44. The design of a food control system should take into account the
following elements:

(@)

(b)

(©)

(d)

(€)
(f)
(9)

(h)
(i)
()
(k)

()

(m)
(n)

existing or necessary regulatory and legislative framework
(laws, regulations, guidance);

how the national food control system relates to international
and national standards including food import and export
system requirements;

the recognition of other food control systems, including
equivalence?;

the level and method of oversight including control programs
from primary production through manufacturing to
transportation and distribution;

how issues and risks are managed,;

enforcement and compliance programmes;

coordination and communication between authorities with
control responsibilities in different parts of the food chain and
with the public health authorities;

clearly defined roles and responsibilities;

access to adequate laboratory capacity and capability;

staff competence and training;

the resources needed to meet the objectives of the national
food control system, their allocation and how the system is to

be funded;

surveillance, investigation, emergency preparedness and
response to food borne and food related incidents;

assessment and evaluation;

stakeholder engagement;

8 Guidelines on the judgement of equivalence of sanitary measures associated with food inspection and certification
systems (CAC/GL 53-2003).
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(o) international communication and harmonisation; and
(p) periodic review and continuous improvement.

45. Consideration should be given to the development and
implementation of a standardised approach to risk management
incorporating the Working principles for risk analysis for food safety for
application by governments (CAC/GL 62-2007).

46. An appropriate system design should consider a range of factors
including (but not limited to) product risk, current scientific information,
industry-based controls, and system review findings. It should also
provide for flexibility in the application of control measures to reflect
variations in these factors.

47. Development of an effective method of data collection across the
food chain is important for situational awareness, performance
measurement and continuous review and system improvement. For
instance, surveillance and monitoring programmes can be used to
target priority risks.

48. The competent authority should utilise findings from laboratories
to monitor trends in the food chain and assist in compliance and
enforcement. Laboratory access and capacity should be commensurate
with the need to address priority food risks.

49. The national food control system should be fully documented and
publicly available, to ensure its transparency and consistent application
of control measures, including a description of its scope and operation,
and a clear description of the roles and responsibilities of all parties.

50. National food control systems should be designed to ensure
administrative procedures are in place for documentation of control
programmes and their findings.

51. Control programmes® should be based on risk and designed to
take into account a number of factors'? including but not limited to:

(a) food safety hazards associated with different products and
the risk to human health posed by the food or food related
products;

9 Control program is the collective actions and activities in place to manage specific food safety hazards and assure the
quality and safety of food and fair practices in the food trade.
Effective use of these factors provides for system characteristics 1 and 2 as described in paragraph 36.

14
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(e)
(f)

@

(h)

ANNEX 1

risk of unfair practices in the food trade associated with
different products, such as potential fraud or deception of
consumers;

information that may be available from a range of sources
including government, academia, scientific institutions, and
industry data;

statistical data on production, trade and consumption;
results of previous controls including analytical results;

the effectiveness and reliability of controls including those of
food business operators;

knowledge of operators at various stages of the food chain
typical and atypical use of products, raw materials and by-
products; structure of production and supply chains;
production technologies, processes and practices; relevant
product tracing information; and

epidemiological data on food borne disease.

52. Inthe absence of risk analysis data control programmes should be
based on technical and scientific data developed from current knowledge
and practice.

53. Control programmes should be applied at the point or points in the
production or supply chain where hazards can be most effectively or
efficiently controlled taking into account the available resources and
capability. Control programmes amongst other things may cover, as

appropriate:
(a) establishments, installations, equipment, personnel and
material;
(b) products, from raw material to the final products, including
intermediate products;
(c) preventative controls including Good Agricultural Practice

GAP, Good Manufacturing Practices (GMP), Good Hygiene
Practices (GHP) and Hazard Analysis Critical Control Point
(HACCP) principles;

(d) means of distribution; and

15
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(e) human resources, infrastructure and confidentiality.

54. Control programmes should be designed to include the following
elements but not limited to:

(a) inspection, verification and audit including on-site visits;
(b) market surveillance;

(c) sampling and analysis;

(d) examination of written and other records;

(e) documentation of observations and of findings; and

() examination of the results of any verification systems
operated by the establishment.

55. Where quality assurance systems are used by food business
operators, the national food control system should take them into
account where such systems relate to protecting consumer health and
ensuring fair practices in the food trade. The competent authority should
encourage, as appropriate, the use of Good Laboratory Practices
(GLP)! GAP, GMP, GHP and HACCP approach in accordance with
General Principles of Food Hygiene (CAC/RCP 1-1969).

56. The system design should provide for the capability to evaluate
the effectiveness of the national food control system. Verifying the
effectiveness of the national food control system should be targeted at
the most appropriate stages of the food chain, based on risk analysis
conducted in accordance with internationally accepted methodology*2.

57. A national food control system should be subject to regular review
of results obtained so that it can be continuously improved to reflect
changes in product risk, the production environment (including
technology), increased scientific knowledge, and level of confidence in
industry, to ensure the objective of the national food control system is
met in an efficient and effective manner.

58. Compliance and enforcement programmes should be designed to
provide the ability for the competent authority to take corrective action to
ensure the situation is remedied where the food business operators are

11 Guidance on laboratory competency is available in the Guidelines for the assessment of the competence of testing
laboratories involved in the import and export of food (CAC/GL 27-1997) and International harmonised protocol for the
Eéoficiency testing of (chemical) analytic laboratories (CAC/GL 28- 1997) may be useful.

Working Principles for Risk Analysis for Food Safety for Application by Governments (CAC/GL 62-2007).
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not meeting their obligations or a product or process is found not to be
in conformity. Programmes should be designed to:

(@) be proportionate to the degree of public health risk or
potential fraud or deception of consumers;

(b) encourage acceptance of responsibility and compliance by
all participants;

(c) provide for a full range of responses from provision of
information or education material, imposing of corrective
actions, setting of sanctions; and

(d) take into account repeated non-conformity by food business
operators.

59. The competent authority and any officially recognised bodies
undertaking compliance and enforcement activities on behalf of the
competent authority should be resourced sufficiently and transparently
to enable the national food control programmes to achieve its objectives
without compromising the programmes integrity and independence.
Third party providers may be approved and/or authorised to implement
the national food control system and the competent authority must have
capacity to supervise and control third party providers.

60. The design and implementation of a national food control system
should be on a scale appropriate to the resources available, while
allowing for appropriate expansion. Resources should be prioritised to
maximise protection of public health. Resource allocations made in the
context of a national food control system may, dependant on the above
be attributed to:

(a) training and basic infrastructure;

(b) suitably qualified personnel of relevant disciplinary
backgrounds;

(c) reliable transportation systems and equipment to perform
inspection, audit and verification services and transmission
of samples to laboratories; and

(d) information, communication and technology (ICT) systems.

61. The design of a national food control system should incorporate

timely access to adequate information relating to the surveillance,
investigation and response to food borne illness and food related

17
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incidents. Such information can identify the risks or issues that need to
be addressed and also whether or not the controls or measures in place
are effective.

62. In order to respond to food safety emergencies, consideration
should be given to the establishment of a national food safety emergency
plan with establishment of a coordination arrangement with links to public
health authorities, law enforcement agencies, food recall systems, risk
assessment specialists, food business operators, and others.
Traceability/product tracing systems!® provides for the timely
identification of the sources for emergencies and allowing effective recall
of affected products.

63. The national food control system should have procedures
covering the prompt removal of unsafe food!*. Setting up these
procedures is the primary responsibility of food business operators and
they should ensure that products that are deemed to be unsafe should
be recalled, appropriately dealt with to ensure consumer protection. The
competent authority should ensure appropriate consumer notification is
carried out when distribution has occurred.

64. Recall systems and other market withdrawal systems should be
a coordinated effort between the competent authority and food
business operators and be effective and enforceable. If the competent
authority requires or requests a recall, operators should have an
affirmative duty to give effect to established procedures to recover
recalled products and to destroy or dispose of them properly. National
laws should include penalties or sanctions for companies that fail to
comply with recall requests.

65. In order to promote consumer confidence in food safety and
ensure fair practices in the food trade, the competent authority should
be clear and transparent in their communications relating to all aspects
of the national food control system for which they are responsible,
including the development, implementation and enforcement of the
requirements.

66. Communication among public health (food safety), agriculture
and other relevant authorities, consumers and consumer organisations,
and food business operators should be an ongoing function of a
competent authority with responsibility for a national food control
system.

13 Principles for Traceability/product tracing as a tool within a food inspection and certification system (CAC/GL 60-2006).

14 Principles for traceability/product tracing as a tool within a food inspection and certification system (CAC/GL 60-2006)
and OIE Terrestrial Animal Health Code, Chapter 4.1.General principles on identification and traceability of live animals.
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67. Consideration should be given to the development of
communication programmes to provide outreach and education
programmes and information exchange on food safety risks and
mitigation steps which may be taken to reduce these risks, amongst
regulators, food business operators, consumers and academia.

68. When developing an educational programmes the relevant
authorities should clearly identify the target audience, the priority
content and the strategies to be implemented. The educational
materials developed should use language suitable for the intended
audience. Basic elements of food safety educational activities should be
widely disseminated, preferably using mass communication.

69. Where appropriate, the competent authority should utilise the
Principles and Guidelines for the Exchange of Information in Food Safety
Emergency Situations (CAC/GL 19-1995), the International Health
Regulations (IHR), OIE disease notification requirements, IPPC
regulations and the International Food Safety Authorities Network
(INFOSAN), for national and international emergency notification and
response.

SECTION 4.3 IMPLEMENTATION
70.  Following the design or modification of the national food control
system the competent authority should prepare an implementation plan
including the sequence for different elements of design suitable with their
preparedness and capability. This will require engagement and analysis
by a variety of experts, disciplines and all stakeholders. The competent
authority's plan may include;

(@) priorities and time frames for implementation;

(b) deliverables;

(c) responsibilities for implementation;

(d) allocation of resources for personnel and infrastructure;

(e) training and operation manuals; and

(f) stakeholder engagement.
71. Guidance and instructions relating to the national food control

system, control programmes and compliance and enforcement,
including legal requirements should be developed for competent
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authority staff and food business operators to ensure:

(@)

(b)
(€)

that all participants are fully aware of the objectives of the
system and what is expected from them;

uniform application of legislation; and

that they have the necessary resources (human, material and
financial resources) available to carry out their tasks.

72. Programmes and training manuals should be developed and
maintained to ensure consistent application of requirements. This
material should include as appropriate and not limited to:

(@)
(b)

(©)
(d)

(€)
(f)

(9)

(h)

(i)

()
(k)

an organisational chart of the official control system;

roles of each level in the hierarchy (including other relevant
jurisdictions; i.e. State, Provincial);

job functions and qualifications as appropriate;

operating procedures including methods of audit, verification,
inspection and control, sampling plans, and testing;

relevant legislation and requirements;

processes and procedures relating to compliance and
enforcement;

arrangements for coordination with relevant competent
authorities and stakeholders;

relevant information about food contamination and food
control;

procedures for dealing with food safety emergencies and
conducting food recalls and investigations;

relevant information on staff training; and

formal review process of the national food control system.

73. National food control systems should be supported by training
programmes designed to ensure that all appointed officers (e.g.
inspectors or verifiers), analysts, and other individuals carrying out
technical and/or professional duties receive the training required to
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adequately perform their work assignments and to maintain their
professional competence and ensure consistent application of
requirements.

74.  The competent authority should ensure that sufficient guidance,
training and awareness programmes targeted at all relevant
stakeholders are in place to facilitate effective notification of suspect
cases of food related illnesses or health hazards detected in the food
chain. Administrative procedures or contingency plans (as appropriate)
should provide guidance on initiating coordination mechanisms when
involvement of several competent authorities is required to resolve the
incident. Rapid alert systems and response should be designed and
implemented for this purpose.

75. Food business operators should also be encouraged to develop
or access training and education programmes relevant to their activities
and responsibilities. Such programmes can include formal education
and/or academic studies, industry training organisation courses or
individual business staff training

76. Where a competent authority intends to use third party*® providers
to implement controls, before being authorised the third party provider
should be assessed against objective criteria to ensure their
competency. The ongoing performance of officially authorised bodies
should be regularly assessed by the competent authority. The
competent authority should initiate procedures to correct deficiencies
and, as appropriate, enable withdrawal of official authorisation.

77. Competent authorities should utilise laboratories that are
authorised or accredited under officially recognised programmes to
ensure that adequate quality controls are in place to provide for the
reliability of test results. Internationally recognised and validated
analytical methods should be used wherever available and Good
Laboratory Practices should be adhered to.

78. Competent authorities should ensure that authorised or accredited
laboratories?® participate in regular proficiency testing. Such testing may
be organised nationally or internationally and reference laboratory may
have a role in organising proficiency testing programmes.

79. Where appropriate, the competent authority should provide

15 Guidelines for Food Import Control Systems (CAC/GL 47-2003) paragraph 8.

16 Guidance on laboratory competency is available in the Guidelines for the assessment of the competence of testing
laboratories involved in the import and export of food (CAC/GL 27-1997) and the International harmonised protocol for the
proficiency testing of (chemical) analytic laboratories (CAC/GL 28- 1997) may be useful.
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access to educational information on food safety risks and mitigation
steps, which may be taken to reduce these risks.

80. As appropriate, the competent authority should:

(@) communicate food safety issues and concerns with (relevant
competent authorities) trading partners;

(b) participate in bilateral exchange with (relevant competent
authorities) trading partners and international organisations
related to food safety regulations and their enforcement;

(c) communicate and collaborate  with international
organisations, such as FAO and WHO through International
Food Safety Authorities Network (INFOSAN), WHO in
accordance with the International Health Regulations (2005)
and OIE as appropriate, in cases where food(s) implicated in
incidents or outbreaks of food borne illness may be
circulating in international trade; and

(d) have in place a process for engagement with stakeholders
including food business operators, consumers and other
interested parties.

81. The competent authority should implement a range of food control
activities, including inspections, audits, verification and surveillance to
ensure that food business operators meet their responsibilities and are
in compliance with requirements. Detailed procedures should be
developed to articulate the key tasks and responsibilities of verification
of compliance and the consequences of non-compliance, including
repeated non-compliance.

82. Where a product or process is found not to be in conformity, the
competent authority should take action to ensure that the operator
remedies the situation. The resulting measures should take into account
any repeated non-conformity of the same product or process to ensure
that any action is proportionate, to the degree of public health risk,
potential fraud or deception of consumers. As an example, to illustrate
this point the specific measures that may be applied in continuous cases
of nonconformity may include:

(@) increased intensity of audits and/or inspection and/or
monitoring of products and/or processes; identified as being
not in conformity and/or the undertakings concerned; and

(b) inthe most serious or persistent cases, de-registration of the
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producer and/or processor or closure of the relevant
establishment.

SECTION 4.4 MONITORING AND SYSTEM REVIEW

83. The effectiveness and appropriateness of the national food
control system should be regularly assessed against the objective of
the system, effectiveness of control programmes, as well as against
legislative and other regulatory requirements. Criteria for assessment
should be established, clearly defined and documented, and may also
include cost benefits and efficiency.

84. Control programmes should be subject to ongoing monitoring to
ensure that its objectives are being achieved at all stages of the food
chain, including production, manufacture, importation, processing,
storage, transportation, distribution and trade. The assessment of
control programmes should cover issues such as:

(a) effectiveness of control procedures;
(b) suitability in achieving objectives;

(c) whether the programme has covered relevant stages in the
production chain, taking into account risk factors; and

(d) consideration of emerging trends.

85. A national food control system should be regularly reviewed to
contribute to the systems improvement, in response to for example,
control programme data, non-compliances, food safety incidents,
scientific research, and history of conformance, external and self-
reviews of the system and changes to product risk or the production
environment. Such reviews may take place at the level of system or
programme design or implementation as appropriate.

86. The review of food-related non-compliances and/or incidents is an
opportunity to learn which can be used as a feedback loop for the
planning process by the competent authority. A competent authority
should use these opportunities to engage in continuous improvement by
assessing an incident from first signal through response and
incorporating lessons learned in the design and planning phase.

87. Competent authorities should ensure that the response system in

regards to food safety and related events is effective, with clear
communication between competent authorities, food business operators
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and consumers. These systems should be periodically tested to ensure
that the communication and response systems work effectively.

88. Competent authorities and/or national governments should
periodically review their surveillance systems with respect to
their capacity to recognise emergencies rapidly. Elements of review
include:

(@) links between the symptomatic food borne illness
surveillance system and the food monitoring system;

(b) data on the symptoms and effects of chronic exposure to
food borne contamination;

(c) systems to allow rapid detection of contamination incidents
to ensure prompt public alerts; and

(d) links with the veterinary public health sector.

89. Particular attention should be paid to early warning mechanisms,
coordination between competent authorities, communication to
stakeholders and the use and effectiveness of contingency planning.
Corrective action should be taken as appropriate.

90. A competent authority should utilise information gained from the
surveillance of food borne illness as a risk management
tool in the operation of their food control systems. Food recalls and
adjustments to food production and processing operations, including
emergency responses, may be based on information obtained from food
borne disease information and food monitoring systems. Food borne
illness and outbreak information should be used to inform the risk
analysis activities of competent authorities.

91. The results of the evaluations'’, including the results of self-
assessment and audits should also be taken into account in further
improvement of the system, and corrective actions should be taken into
account as appropriate.

92. Any review and continuous improvement of the national food
control system should be communicated effectively and efficiently to
ensure that clear exchange of information and engagement between all
stakeholders in the national food control system occurs. Following any
review, all related documentation, procedures and guidance should be

7 kor example, the OIE Tool for the Evaluation of Performance of Veterinary Services (OIE PVS Tool) provides for
independent evaluation of the performance of veterinary services. The OIE PVS tool could be used to evaluate the
veterinary public health related elements of the national food control system.
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reviewed and updated if necessary to reflect any changes.
93. Competent authorities should consider the results of monitoring

and review processes and take preventive or corrective action or
improve the system as appropriate.
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ASEAN GENERAL PRINCIPLES OF FOOD HYGIENE
FOREWORD

ASEAN Common Principles and Requirements for Food Hygiene (ACPRFH) is
aimed to guide ASEAN food operators and/or food producers to comply with the
food hygiene provisions in food production from farm to table. The first ACPRFH
was developed by the Prepared Foodstuff Product Working Group (PFPWG) and
endorsed by ASEAN Consultative Committee for Standards and Quality (ACCSQ)
in 2006. Recognising the ASEAN Trade in Goods Agreement that was concluded
in 2009 requires Member States to be guided by international standards in
implementing their Sanitary and Phytosanitary measures, and the requirement of
the ASEAN Policy Guideline for Standard and Conformance to adopt international
standards, a review of the first version of the “Common Principles and Requirements
for Food Hygiene” was undertaken by the PFPWG. The PFPWG consequently
revised the document based on Codex General Principles of Food Hygiene
(CAC/RCP 1-1969, Rev.4-2003) and renamed as the ASEAN General Principles of
Food Hygiene, which was endorsed at the 19" PFPWG Meeting in 2014.

In 2020, the 43™ Session of Codex Alimentarius Commission (CAC) adopted the
revised Codex General Principles of Food Hygiene in which Good hygiene practices
(GHPs) and Hazard Analysis and Critical Control Point (HACCP) parts are
articulated, and useful tools are included to make the standard easier to understand
and be implemented. Afterwards, the decision tree and critical control points
worksheet tool were adopted at the 45" Session of CAC in November 2022. The 35
PFPWG Meeting, therefore, decided to revise the ASEAN General Principles of
Food Hygiene based on General Principles of Food Hygiene (CXC 1-1969, revised
in 2022). This document replaces the ASEAN General Principles of Food Hygiene:
2014.

This document is one of the ASEAN Common Food Control Requirements
(ACFCR).
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ASEAN GENERAL PRINCIPLES OF FOOD HYGIENE
1. INTRODUCTION

People have the right to expect the food that they eat to be safe and suitable for
consumption. Foodborne iliness and foodborne injury can be severe or fatal or have a
negative impact on human health over the longer term. Furthermore, outbreaks of
foodborne illness can damage trade and tourism. Food spoilage is wasteful, costly,
threatens food security and can adversely affect trade and consumer confidence.

International food trade and the flow of travellers are increasing, bringing important
social and economic benefits. However, this also makes the spread of illness around
the world easier. Eating habits have undergone major changes in many countries and
new food production, preparation, storage, and distribution techniques have developed
to reflect this. Effective food hygiene practices, therefore, are vital to avoid the adverse
human health and economic consequences of foodborne iliness, foodborne injury, and
food spoilage. Everyone, including primary producers, importers, manufacturers and
processors, food warehouse/ logistics operators, food handlers, retailers, and
consumers, has a responsibility to ensure that food is safe and suitable for
consumption. Food business operators (FBOs) should be aware of and understand the
hazards associated with the food they produce, transport, store and sell, and the
measures required to control those hazards relevant to their business, so that food
reaching consumers is safe and suitable for use.

This document outlines the general principles that should be understood and followed
by FBOs at all stages of the food chain and that provide a basis for competent
authorities to oversee food safety and suitability. Taking into account the stage in the
food chain, the nature of the product, the relevant contaminants, and whether the
relevant contaminants adversely affect safety, suitability or both, these principles will
enable food businesses to develop their own food hygiene practices and necessary
food safety control measures, while complying with requirements set by competent
authorities. While it is the FBOs’ responsibility to provide safe food, for some FBOs this
may be as simple as ensuring that the WHO five keys to safer food! are adequately
implemented. The five keys are: “keep clean, separate raw and cooked, cook
thoroughly, keep food at safe temperatures and use safe water and raw materials”.

FBOs need to be aware of hazards that may affect their food. FBOs need to understand
the consequences of these hazards for consumer health and should ensure that they
are properly managed. Good hygiene practices (GHPs) are the foundation of any
effective control of hazards associated with their businesses. For some FBOs, effective
implementation of GHPs will be sufficient to address food safety.

The sufficiency of the implemented GHPs to address food safety could be determined
through conducting a hazard analysis and determining how to control identified
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hazards. However, not all FBOs have the expertise to do this. If the FBO is not able to
conduct a hazard analysis, the FBO may rely on information on appropriate food safety
practices from external sources such as those provided by competent authorities,
academia or other competent bodies (e.g. trade associations or professional societies)
that have been based on the identification of relevant hazards and controls. For
example, requirements in regulations for production of safe food are based on hazard
analysis often conducted by competent authorities. Similarly, guidance documents
from trade associations and other organisations that describe food safety procedures
are based on hazard analyses conducted by experts about the hazards and controls
needed to ensure the safety of specific types of products. When external generic
guidance is used the FBO should make sure that the guidance corresponds with the
activities of the establishment and ensure all relevant hazards are controlled.

All GHPs are important but some GHPs have a greater impact on food safety. Thus,
for some GHPs, based on safety concerns with food, greater attention may be needed
to provide safe food. For example, the cleaning of equipment and surfaces which come
into contact with ready-to-eat food should warrant greater attention than other areas
such as the cleaning of walls and ceilings, because if food contact surfaces are not
properly cleaned, this could lead to direct contamination of food. Greater attention may
include a higher frequency of application, of monitoring and of verification.

In some circumstances, the implementation of GHPs may not be sufficient to ensure
food safety due to the complexity of the food operation and/ or specific hazards
associated with the product or process, technological advances (e.g. extending shelf-
life through modified atmosphere packaging) or end use of the product (e.g. products
destined for a special dietary purpose). In such cases, when there are significant
hazards identified through hazard analysis as not being controlled by GHPs, they
should be addressed in the hazard analysis critical control point (HACCP) plan.

This document has two parts, Good Hygiene Practices, and Hazard Analysis and
Critical Control Point (HACCP) System and Guidelines for its Application. The
first covers the basis of all food hygiene systems to support the production of safe and
suitable food, and the second deals with HACCP principles that can be applied
throughout the food chain from primary production to final consumption and whose
implementation should be guided by scientific evidence of risks to human health. Table 1
in Annex | provide a comparison of control measures applied as GHPs and those
applied at critical control points (CCPs) with examples.

2. OBJECTIVES

The general principles of food hygiene: GHPs and the HACCP system aim to:
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(@) provide principles and guidance on the application of GHPs applicable
throughout the food chain to provide food that is safe and suitable for
consumption;

(b) provide guidance on the application of HACCP principles;
(c) clarify the relationship between GHPs and HACCP; and

(d) provide the basis on which sector and product-specific codes of practice can
be established.

3. SCOPE

This document provides a framework of general principles for producing safe and
suitable food for consumption by outlining necessary hygiene and food safety controls
to be implemented in production ( including primary production) , processing,
manufacturing, preparation, packaging, storage, distribution, retail, food service
operation and transport of food, and where appropriate, specific food safety control
measures at certain steps throughout the food chain.

4. USE

The document is intended for use by FBOs (including primary producers, importers,
manufacturers/processors, food warehouse/logistics operators, food service operators,
retailers, and traders) and competent authorities, as appropriate. It provides basic
information to meet the needs of food businesses, irrespective of the nature of product
and size of food business, in the context of food trade. However, it should be noted
that it is not possible for the document to provide specific guidance for all situations
and specific types of food businesses and the nature and extent of food safety risks
associated with individual circumstances.

There will be situations where some of the specific recommendations contained in this
document are not applicable. The fundamental question for each FBO in every case
is: “what is necessary and appropriate to ensure the safety and suitability of food for
consumption?”

The text indicates where such questions are likely to arise by using the phrases “where
necessary” and “where appropriate”. In deciding whether a measure is necessary or
appropriate, an evaluation of the likelihood and severity of the hazard towards
establishing the potential harmful effects to consumers should be made, taking into
account any relevant knowledge of the operation and hazards, including available
scientific information. This approach allows the measures in this document to be flexibly
and sensibly applied with a regard for the overall objectives of producing food which is
safe and suitable for consumption. In so doing, it takes into account the wide diversity of
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food chain operations and practices and varying degrees of risk to public health involved
in producing and handling food.

4.1 Roles of competent authorities, food business operators, and consumers

Competent authorities are responsible for deciding how these general principles are
best applied through legislation, regulation or guidance to:

(@)

(b)

(©)
(d)

protect consumers from iliness, injury, or death caused by consumption of
food;

ensure FBOs implement an effective control system so that food is safe and
suitable for consumption;

maintain confidence in domestically and internationally traded food; and

provide information that effectively communicates the principles of food
hygiene to FBOs and consumers.

FBOs should apply the hygienic practices and food safety principles set out in this
document to:

(@)

(b)

(©)

(d)

(e)

develop, implement, and verify processes that provide food that is safe and
suitable for its intended use;

ensure personnel are competent as appropriate to their job activities;

build a positive food safety culture by demonstrating commitment to
providing safe and suitable food and encouraging appropriate food safety
practices;

contribute to maintaining confidence in domestically and internationally
traded food; and

ensure that consumers have clear and easily understood information to
enable them to identify the presence of food allergens, protect their food
from contamination, and prevent the growth/survival of foodborne pathogens
by storing, handling, and preparing food correctly.

Consumers should play their role by following relevant guidance and instructions for
food handling, preparation, and storage and applying appropriate food hygiene

measures.
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5. GENERAL PRINCIPLES

()

(ii)

(i)

(iv)

v)

(vi)

(vii)

(viii)

Food safety and suitability should be controlled using a science- based
preventive approach, for example a food hygiene system. GHPs should
ensure that food is produced and handled in an environment that minimises
the presence of contaminants.

Properly applied prerequisite programmes, which include GHPs, should
provide the foundation for an effective HACCP system.

Each FBO should be aware of the hazards associated with the raw materials
and other ingredients, the production or preparation process, and the
environment in which the food is produced and/or handled, as appropriate
to the food business.

Depending on the nature of the food, food process, and the potential for
adverse health effects, to control hazards it may be sufficient to apply GHPs,
including, as appropriate, some that require more attention than others, as
they have a greater impact on food safety. When the application of GHPs
alone is not sufficient, a combination of GHPs and additional control
measures at CCPs should be applied.

Control measures that are essential to achieve an acceptable level of food
safety, should be scientifically validated.?

The application of control measures should be subject to monitoring,
corrective actions, verification, and documentation, as appropriate to the
nature of the food product and the size of the food business.

Food hygiene systems should be reviewed to determine if modifications are
needed. This should be done periodically and whenever there is a significant
change that could impact the potential hazards and/or the control measures
(e.g. new process, new ingredient, new product, new equipment, new
scientific knowledge) associated with the food business.

Appropriate communication about the food and food process should be
maintained among all relevant parties to ensure food safety and suitability
across the entire food chain.

5.1 Management commitment to food safety

Fundamental to the successful functioning of any food hygiene system is the
establishment and maintenance of a positive food safety culture acknowledging the
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importance of human behaviour in providing safe and suitable food. The following
elements are important in cultivating a positive food safety culture:

(@)

(b)

(€)

(d)

(€)

commitment of the management and all personnel to the production and
handling of safe food;

leadership to set the right direction and to engage all personnel in food
safety practices;

awareness of the importance of food hygiene by all personnel in the food
business;

open and clear communication among all personnel in the food business,
including communication of deviations and expectations; and

the availability of sufficient resources to ensure the effective functioning of
the food hygiene system.

Management should ensure the effectiveness of the food hygiene systems in place by:

(@)

(b)

(©)

(d)

(e)
(f)

ensuring that roles, responsibilities, and authorities are clearly
communicated in the food business;

maintaining the integrity of the food hygiene system when changes are
planned and implemented;

verifying that controls are carried out and working and that documentation
is up to date;

ensuring that the appropriate training and supervision are in place for
personnel;

ensuring compliance with relevant regulatory requirements; and

encouraging continual improvement, where appropriate, taking into account
developments in science, technology and best practice.

6. DEFINITIONS

For the purposes of this document, the following definitions apply:

(@)

Acceptable level: A level of hazard in a food at or below which the food is
considered to be safe according to its intended use.



(b)

(©)

(d)

(e)

(f)

(9)

(h)

()

(k)

()
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Allergen cross-contact: The unintentional incorporation of an allergenic
food, or ingredient, into another food that is not intended to contain that
allergenic food or ingredient.

Cleaning: The removal of soil, food residues, dirt, grease, or other
objectionable matter.

Competent authority: The government authority or official body authorised
by the government that is responsible for the setting of regulatory food safety
requirements and/ or for the organisation of official controls including
enforcement.

Contaminant: Any biological, chemical or physical agent, foreign matter or
other substances not intentionally added to food that may compromise food
safety or suitability.

Contamination: The introduction or occurrence of a contaminant in the food
or food environment.

Control:

() when used as a noun: the state wherein correct procedures are being
followed and any established criteria are being met; and

(i)  when used as a verb: to take all necessary actions to ensure and
maintain compliance with established criteria and procedures.

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

Corrective action: Any action taken when a deviation occurs in order to re-
establish control, segregate and determine the disposition of the affected
product if any and prevent or minimise reoccurrence of the deviation.

Critical control point (CCP): A step at which a control measure or control
measures, essential to control a significant hazard, is/ are applied in a
HACCP system.

Critical limit: A criterion, observable or measurable, relating to a control
measure at a CCP which separates acceptability from unacceptability of the
food.

Deviation: Failure to meet a critical limit or to follow a GHP procedure.
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(m) Disinfection: Reduction by means of biological or chemical agents and/or

(n)

(0)

(p)

(@)

()

(s)

(t)

(u)

v)

(w)

)

(¥)

physical methods in the number of viable microorganisms on surfaces, in
water or air to a level that does not compromise food safety and/or suitability.

Flow diagram: A systematic representation of the sequence of steps used
in the production or manufacture of food.

Food business operator (FBO): The entity responsible for operating a
business at any step in the food chain.

Food handler: Any person who directly handles packaged or unpackaged
food, equipment and utensils used for food, or surfaces that come into
contact with food and that is expected, therefore, to comply with food
hygiene requirements.

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

Food hygiene system: Prerequisite programmes, supplemented with
control measures at CCPs, as appropriate, that when taken as a whole,
ensure that food is safe and suitable for its intended use.

Food safety: Assurance that food will not cause adverse health effects to
the consumer when it is prepared and/or eaten according to its intended
use.

Food suitability: Assurance that food is acceptable for human consumption
according to its intended use.

Good hygiene practices (GHPs): Fundamental measures and conditions
applied at any step within the food chain to provide safe and suitable food.

HACCP plan: Documentation or set of documents, prepared in accordance
with the principles of HACCP to ensure control of significant hazards in the
food business.

HACCP system: The development of a HACCP plan and the
implementation of the procedures in accordance with that plan.

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

Hazard analysis: The process of collecting and evaluating information on
hazards identified in raw materials and other ingredients, the environment,



(@)

(aa)

(bb)

(cc)

(dd)

(ee)

(ff)
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in the process or in the food, and conditions leading to their presence to
decide whether or not these are significant hazards.

Monitor: The act of conducting a planned sequence of observations or
measurements of control parameters to assess whether a control measure
is under control.

Primary production: Those steps in the food chain up to and including
storage and, where appropriate, transport of outputs of farming. This would
include growing crops, raising fish and animals, and the harvesting of plants,
animals or animal products from a farm or their natural habitat.

Prerequisite programme: Programmes including good hygiene practices,
good agricultural practices and good manufacturing practices, as well as
other practices and procedures such as training and traceability, that
establish the basic environmental and operating conditions that set the
foundation for implementation of a HACCP system.

Significant hazard: A hazard identified by a hazard analysis, as reasonably
likely to occur at an unacceptable level in the absence of control, and for
which control is essential given the intended use of the food.

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

Validation of control measures: Obtaining evidence that a control
measure or combination of control measures, if properly implemented, is
capable of controlling the hazard to a specified outcome.

Verification: The application of methods, procedures, tests, and other
evaluations, in addition to monitoring, to determine whether a control
measure is or has been operating as intended.
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GOOD HYGIENE PRACTICES
7. INTRODUCTION AND CONTROL OF FOOD HAZARDS

The development, implementation, and maintenance of GHPs provide the conditions
and activities that are necessary to support the production of safe and suitable food at
all stages of the food chain from primary production through to handling of the final
product. Applied generally, they assist in controlling hazards in food products.

Knowledge of the food and its production process is essential for the effective
implementation of GHPs. This section provides guidance for effective implementation
of GHPs, including appropriate location, layout, design, construction and maintenance
of premises and facilities, and should be applied in conjunction with sector and product-
specific codes.

GHPs manage many sources of food hazards which could contaminate food products,
e.g. persons who handle food at harvest, during manufacturing, and during preparation;
raw materials and other ingredients purchased from suppliers; cleaning and
maintaining the work environment; storage and display.

As previously noted, all FBOs should be aware of and understand hazards associated
with their businesses, and the control measures required to manage these hazards, as
appropriate. FBOs should consider (using external resources as needed) whether the
application of GHPs alone is sufficient to manage some or all of the hazards associated
with the operation through control of their sources, such as:

(@) control of water quality — minimises the presence of many potential hazards
(e.g. biological, chemical, physical);

(b) control of faecal contamination — minimises the potential for contamination
with many foodborne pathogens such as Salmonella, Campylobacter,
Yersinia, pathogenic strains of E. coli;

(c) control of food handler practices and hygiene — prevents many potential
communicable diseases that could be foodborne; and

(d) control of food contact surfaces by cleaning — removes bacterial
contaminants, including foodborne pathogens, and allergens.

After consideration of the conditions and activities in the business, it may be determined
that GHPs alone may be sufficient to manage the hazards. However, it may also be
determined that it is necessary to place greater attention on some GHPs that are
particularly important for food safety (e.g. increased stringency of cleaning of a mincer
for producing minced meat for raw or lightly cooked consumption compared to

10
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equipment used for producing meat to be cooked prior to consumption; increased
monitoring and/or verification of disinfection of food contact surfaces).

Hazards that occur or are present at levels such that GHP procedures are not sufficient
to provide safe food, should be managed by an appropriate combination of control
measures that are capable of preventing occurrence of hazards or eliminating or
reducing them to an acceptable level. The control measures can be identified in one or
more steps throughout the production process. Where significant hazards are identified
that need to be controlled after the implementation of GHPs, it will be necessary to
develop and implement a HACCP system (see Hazard Analysis and Critical Control
Point [HACCP] System and Guidelines for its Application).

8. PRIMARY PRODUCTION

OBJECTIVES:

Primary production should be managed in a way that ensures that food is safe and
suitable for its intended use. Where necessary, this will include:

(&) an assessment of the suitability of water used where it may pose a
hazard, for example, crop irrigation, rinsing activities, etc.;

(b) avoiding the use of areas where the environment poses a threat to the
safety of food (e.g. contaminated sites);

(c) controlling contaminants, pests and diseases of animals and plants, to
the extent practicable, to minimise the threat to food safety (e.g.
appropriate use of pesticides and veterinary drugs); and

(d) adopting practices and measures to ensure food is produced under
appropriately hygienic conditions ( e. g. cleaning and maintaining
harvest equipment, rinsing, hygienic milking practices).

RATIONALE:

To reduce the likelihood of introducing a contaminant which may adversely affect
the safety of food, or its suitability for consumption, at all stages of the food chain.

The types of activities involved in primary production may make eliminating or reducing
some hazards difficult. However, by applying prerequisite programmes such as good
agricultural practices (GAPs) and/or GHPs, steps can be taken to minimise the
occurrence and levels of hazards in the food chain, e.g. at milking for dairy production,
steps taken in the hygienic production of eggs, or the controls on irrigation water used

11
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for growing salad crops. Not all provisions apply for all primary production situations
and consideration will need to be given by the FBO on the appropriateness of the
measures to be taken.

8.1 Environmental control

Potential sources of contamination from the environment should be identified. In
particular, primary production should not be carried out in areas where the presence of
contaminants would lead to an unacceptable level of such contaminants in food, e.qg.
using polluted areas,? locating near facilities emitting toxic or offensive odours which
could taint foodstuffs or near sources of contaminated water such as discharge of
waste water from industrial production or runoff from agricultural land with high faecal
material or chemical residues, unless there is a measure to reduce or prevent the
contamination of food.

8.2  Hygienic production
The potential effects of primary production activities on the safety and suitability of food
should be considered at all times. In particular, this includes identifying any specific
points in such activities where a high probability of contamination may exist and taking
specific measures to minimise and, if possible, eliminate that probability.
Producers should as far as practicable, implement measures to:
(@) control contamination from soil, water, feedstuffs, fertilisers ( including
natural fertilisers), pesticides, veterinary drugs or any other agent used in
primary production;

(b) protect food sources from faecal and other contamination (e.g. zoonotic
foodborne agents);

(c) control plant and animal health so that it does not pose a threat to human
health through food consumption, or adversely affect the suitability of the
product (e.g. observe the withdrawal period of veterinary drugs and
pesticides, keeping records where applicable); and

(d) manage waste and store harmful substances appropriately.

8.3 Handling, storage and transport

Procedures should be in place to:

(@) sort food to remove material which should not be used for human
consumption;

12
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dispose of any rejected material in a hygienic manner; and

protect food from contamination by pests, or by chemical, physical or
microbiological contaminants or other objectionable substances during
handling (e.g. sorting, grading, washing), storage and transport. Care should
be taken to prevent deterioration and spoilage through appropriate measures
which may include controlling temperature, humidity, and/or other controls.

8.4  Cleaning, maintenance and personnel hygiene

Appropriate facilities and procedures should be in place to ensure that:

(@)

(b)

cleaning and maintenance are carried out effectively and do not compromise
food safety (e.g. ensuring equipment used in harvest is not a source of
contamination); and

an appropriate degree of personal hygiene is maintained to ensure
personnel are not a source of contamination (e.g. by human faeces).

9. ESTABLISHMENT - DESIGN OF FACILITIES AND EQUIPMENT

OBJECTIVES:
Depending on the nature of the operations and the associated risks, premises,
equipment, and facilities should be located, designed and constructed to ensure
that:
(@) contamination is minimised;
(b) design and layout permit appropriate maintenance, cleaning and
disinfection and minimise airborne contamination;
(c) surfaces and materials, in particular those in contact with food, are non-
toxic for their intended use;
(d) where appropriate, suitable facilities are available for temperature,
humidity, and other controls;
(e) there is effective protection against pest access and harbourage; and
() there are sufficient and appropriate washroom facilities for personnel.
RATIONALE:

13
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Attention to good hygienic design and construction, appropriate location, and the
provision of adequate facilities is necessary to enable contaminants to be
effectively controlled.

9.1 Location and structure
9.1.1 Location of establishment

Food establishments should not be located where there is a threat to food safety or
suitability and hazards cannot be controlled by reasonable measures. The location of
an establishment, including temporary/mobile establishments, should not introduce any
hazards from the environment that cannot be controlled. In particular, unless sufficient
safeguards are provided, establishments should normally be located away from:

(@) environmentally polluted areas and industrial activities which are reasonably
likely to contaminate food,;

(b) areas subject to flooding;

(c) areas prone to infestations of pests; and

(d) areas where waste, either solid or liquid, cannot be removed effectively.
9.1.2 Design and layout of food establishment
The design and layout of food establishments should permit adequate maintenance
and cleaning. The layout of premises and the flow of operations, including the
movements of personnel and material within the buildings, should be such that cross-
contamination is minimised or prevented.
Areas having different levels of hygiene control (e.g. the raw material and finished
product areas) should be separated to minimise cross contamination through
measures such as physical separation (e.g. walls, partitions) and/or location (e.g.
distance), traffic flow (e.g. one-directional production flow), airflow, or separation in
time, with suitable cleaning and disinfection between uses.
9.1.3 Internal structures and fittings
Structures within food establishments should be soundly built of durable materials,

which are easy to maintain, clean and, where appropriate, easy to disinfect. They
should be constructed of non-toxic and inert materials according to intended use and

14
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normal operating conditions. In particular, the following specific conditions should be
satisfied, where necessary, to protect the safety and suitability of food:

(@) the surfaces of walls, partitions and floors should be made of impervious
materials that are easy to clean and, where necessary, disinfect;

(b) walls and partitions should have a smooth surface up to a height appropriate
to the operation;

(c) floors should be constructed to allow adequate drainage and cleaning;

(d) ceilings and overhead fixtures (e.g. lighting) should be constructed to be
shatterproof where appropriate, and finished to minimise the build-up of dirt
and condensation and the shedding of patrticles;

(e) windows should be easy to clean, be constructed to minimise the build-up
of dirt and, where necessary, be fitted with removable and cleanable insect-
proof screens; and

() doors should have smooth, non-absorbent surfaces, be easy to clean and,
where necessary, disinfect.

Work surfaces that come into direct contact with food should be in sound condition,
durable, and easy to clean, maintain and disinfect. They should be made of smooth,
non-absorbent materials, and inert to the food, to detergents and to disinfectants under
normal operating conditions.

9.1.4 Temporary/Mobile food establishments and vending machines

Establishments and structures covered here include market stalls, street vending
vehicles, vending machines and temporary premises such as tents and marquees.

Such premises and structures should be located, designed, and constructed to avoid,
as far as reasonably practicable, the contamination of food and the harbouring of pests.
Adequate facilities for toileting and washing hands should be provided, where
appropriate.

9.2 Facilities

9.2.1 Drainage and waste disposal facilities

Adequate drainage and waste disposal systems and facilities should be provided and

well maintained. They should be designed and constructed so that the likelihood of
contaminating food or the water supply is avoided. For plumbing, steps should be taken
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to prevent backflow, cross-connections, and backup of sewer gases. It is important that
drainage does not flow from highly contaminated areas (such as toilets or raw
production areas) to areas where finished food is exposed to the environment.

Waste should be collected, disposed of by trained personnel and, where appropriate,
disposal records maintained. The waste disposal site should be located away from the
food establishment to prevent pest infestation. Containers for waste, by-products and
inedible or hazardous substances should be specifically identifiable, suitably
constructed and, where appropriate, made of impervious material.

Containers used to hold hazardous substances prior to disposal should be identified
and, where appropriate, be lockable to prevent intentional or accidental contamination
of food.

9.2.2 Cleaning facilities

Adequate, suitably designated facilities should be provided for cleaning utensils and
equipment. Such facilities should have an adequate supply of hot and/or cold water,
where required. A separate cleaning area should be provided for tools and equipment
from highly contaminated areas like toilets, drainage and waste disposal areas. Where
appropriate, facilities for washing food should be separate from facilities for cleaning
utensils and equipment, and separate sinks should be available for hand washing and
food washing.

9.2.3 Personnel hygiene facilities and toilets

Adequate washing and toilet facilities should be available so that an appropriate degree
of personal hygiene can be maintained and to avoid personnel contaminating food.
Such facilities should be suitably located and should not be used for other purposes
such as storage of food or items that contact food. They should include:

(@) adequate means of washing and drying hands, including soap (preferably
liquid soap), wash basins and, where appropriate, a supply of hot and cold
(or suitably temperature controlled) water;

(b) hand washing basins of an appropriate hygienic design, ideally with taps not
operated by hands; where this is not possible, appropriate measures to
minimise contamination from the taps should be in place; and

(c) suitable changing facilities for personnel, if needed.

Handwashing basins should not be used for washing food or utensils.
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9.2.4 Temperature

Depending on the nature of the food operations undertaken, adequate facilities should
be available for heating, cooling, cooking, refrigerating and freezing food, for storing
refrigerated or frozen foods, and, when necessary, controlling ambient temperatures to
ensure the safety and suitability of food.

9.2.5 Air quality and ventilation

Adequate means of natural or mechanical ventilation should be provided, in particular
to:

(@) minimise airborne contamination of food, for example, from aerosols and
condensation droplets;

(b) help control ambient temperatures;
(c) control odours which might affect the suitability of food; and

(d) control humidity to ensure the safety and suitability of food (e.g. to prevent
an increase in moisture of dried foods that would allow growth of
microorganisms and production of toxic metabolites).

Ventilation systems should be designed and constructed so that air does not flow from
contaminated areas to clean areas; the systems should be easy to maintain and clean.

9.2.6 Lighting

Adequate natural or artificial lighting should be provided to enable the food business to
operate in a hygienic manner. Lighting should be such that it does not adversely impact
the ability to detect defects of, or contaminants in, food or the examination of facilities
and equipment for cleanliness. The intensity should be adequate to the nature of the
operation. Light fittings should, where appropriate, be protected to ensure that food is
not contaminated by breakages of lighting elements.

9.2.7 Storage

Adequate and, where necessary, separate facilities for the safe and hygienic storage
of food products, food ingredients, food packaging materials and non-food chemicals
(including cleaning materials, lubricants, fuels), should be provided. Storage should
allow for segregation of raw and cooked foods or allergenic and non-allergenic food.

Food storage facilities should be designed and constructed to:
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(a) facilitate adequate maintenance and cleaning;
(b) avoid pest access and harbourage;

(c) enable food to be effectively protected from contamination, including
allergen cross-contact, during storage; and

(d) where necessary, provide an environment which minimizes the deterioration
of food (such as by temperature and humidity control).

The type of storage facilities required will depend on the nature of the food. Separate,
secure, storage facilities for cleaning materials and hazardous substances should be
provided.

9.3 Equipment
9.3.1 General

Equipment and containers coming into contact with food should be suitable for food
contact; designed, constructed and located to ensure that they can be adequately
cleaned ( other than containers which are single use only); disinfected ( where
necessary); and maintained or discarded as necessary to avoid the contamination of
food, according to hygienic design principles. Equipment and containers should be
made of materials that are non-toxic according to intended use. Where necessary,
equipment should be durable and movable or capable of being disassembled to allow
for maintenance, cleaning, disinfection and to facilitate inspection for pests.

9.3.2 Food control and monitoring equipment

Equipment used to cook, heat, cool, store or freeze food should be designed to achieve
the required food temperatures as rapidly as necessary in the interests of food safety
and suitability, and to maintain food temperatures effectively.

Such equipment should also be designed to allow temperatures to be monitored, where
necessary, and controlled. Where appropriate, monitoring equipment should be
calibrated to ensure that temperatures of food processes are accurate.

Where necessary, such equipment should have effective means of controlling and
monitoring humidity, airflow and any other characteristics likely to have an effect on the
safety or suitability of food.

10. TRAINING AND COMPETENCE
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OBJECTIVE:

All those engaged in food operations who come directly or indirectly into contact
with food should have sufficient understanding of food hygiene to ensure they have
competence appropriate to the operations they are to perform.

RATIONALE:

Training is fundamentally important to any food hygiene system and the
competence of personnel.

Adequate hygiene training, and/or instruction and supervision of all personnel
involved in food-related activities contribute to ensuring the safety of food and its
suitability for consumption.

10.1 Awareness and responsibilities

Food hygiene training is fundamentally important to the food business. All personnel
should be aware of their role and responsibility in protecting food from contamination
or deterioration. Personnel should have the knowledge and skills necessary to enable
them to handle food hygienically. Those who handle cleaning chemicals or other
potentially hazardous chemicals should be instructed in proper use to prevent
contamination of food.

10.2 Training programmes

Elements to take into account in determining the extent of training required include:

(@)

(b)

(€)

(d)
(€)

the nature of hazards associated with the food, e.g. its ability to sustain
growth of pathogenic or spoilage microorganisms, the existence of potential
physical contaminants or known allergens;

the manner in which the food is produced, processed, handled and packed,
including the likelihood of contamination;

the extent and nature of processing or further preparation before
consumption of the food;

the conditions under which the food will be stored;

the expected length of time before consumption of the food; and
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() the use and maintenance of instruments and equipment associated with
food.

Training programmes should also consider the knowledge and skill levels of the
personnel being trained. Topics to be considered for training programmes could include
the following as appropriate to a person’s duties:

(a) the principles of food hygiene applicable to the food business;

(b) the measures relevant to the food business that are used to prevent
contaminants in food;

(c) the importance of good personal hygiene, including proper hand washing
and wearing, when needed, appropriate clothing, for food safety;

(d) the GHPs applicable to the food business; and
(e) appropriate actions to take when food hygiene problems are observed.

In addition, for retail and food service operations, whether personnel have direct
customer interaction is a factor in training, since it may be necessary to convey certain
information about products (such as allergens) to customers.

10.3 Instruction and supervision

The type of instruction and supervision needed will depend on the size of the business,
the nature of its activities and the types of food involved. Managers, supervisors and/or
operators/workers should have sufficient knowledge of food hygiene principles and
practices to be able to identify deviations and take necessary action as appropriate to
their duties.

Periodic assessments of the effectiveness of training and instruction programmes
should be made, as well as routine supervision and verification to ensure that
procedures are being carried out effectively. Personnel tasked to perform any activities
used in food control should be trained adequately to ensure that they are competent to
perform their tasks and are aware of the impact of their tasks on the safety and
suitability of the food.

10.4 Refresher training
Training programmes should be routinely reviewed and updated where necessary.

Systems should be in place to ensure that food handlers and personnel associated
with the food business, such as maintenance staff, remain aware of all procedures
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necessary to maintain the safety and suitability of food. Records should be kept of
training activities.

11. ESTABLISHMENT MAINTENANCE, CLEANING AND DISINFECTION, AND
PEST CONTROL

OBJECTIVES:

To establish effective systems that:

(@) ensure appropriate establishment maintenance;
(b) ensure cleanliness and, when necessary, adequate disinfection;
(c) ensure pest control;
(d) ensure waste management; and
(e) monitor effectiveness of cleaning and disinfection, pest control and
waste management procedures.
RATIONALE:

To facilitate the continuing effective control of food contaminants, pests, and other
agents likely to compromise food safety and suitability.

11.1 Maintenance and cleaning

11.1.1 General

Establishments and equipment should be maintained in an appropriate condition to:

(a)
(b)
(c)

Cleaning

facilitate all cleaning and disinfection procedures;
function as intended; and

prevent contamination of food, such as from pests, metal shards, flaking
plaster, debris, chemicals, wood, plastic, glass, paper.

should remove food residues and dirt which may be a source of

contamination, including allergens. The cleaning methods and materials necessary will
depend on the nature of the food business, the food type and the surface to be cleaned.
Disinfection may be necessary after cleaning, especially for food contact surfaces.
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Attention should be paid to hygiene during cleaning and maintenance operations so as
not to compromise food safety and suitability. Cleaning products suitable for food
contact surfaces should be used in food preparation and storage areas.

Cleaning and disinfection chemicals should be handled and used carefully and in
accordance with manufacturers’ instructions, for example, using the correct dilutions
and contact times, and stored, where necessary, separate from food, in clearly
identified containers to avoid contamination of food.

Separate cleaning equipment and utensils, suitably designated, should be used for
different hygiene zones e.g. food and non-food contact surfaces.

Cleaning equipment should be stored in an appropriate place and in such a manner to
prevent contamination. Cleaning equipment should be kept clean, maintained, and
replaced periodically so as not to become a source for cross-contamination of surfaces
or food.

11.1.2 Cleaning and disinfection methods and procedures

Cleaning can be carried out by the separate or the combined use of physical methods,
such as heat, scrubbing, turbulent flow, and vacuum cleaning (or other methods that
avoid the use of water), and chemical methods using solutions of detergents, alkalis,
or acids. Dry cleaning or other appropriate methods for removing and collecting
residues and debris may be needed in some operations and/or food processing areas
where water increases the likelihood of microbiological contamination. Care should be
taken to ensure cleaning procedures do not lead to contamination of food, e.g. spray
from pressure washing can spread contamination from dirty areas, such as floors and
drains, over a wide area and contaminate food contact surfaces or exposed food.

Wet cleaning procedures will involve, where appropriate:
(@) removing gross visible debris from surfaces;
(b) applying an appropriate detergent solution to loosen soil; and

(c) rinsing with water ( hot water where appropriate) to remove loosened
material and residues of detergent.

Where necessary, cleaning should be followed by chemical disinfection with
subsequent rinsing unless the manufacturer’s instructions indicate that, on a scientific
basis, rinsing is not required. Concentrations and application time of chemicals used
for disinfection should be appropriate for use and applied according to manufacturers’
instructions for optimal effectiveness. If cleaning is not done effectively to remove soll
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to permit the disinfectant to contact microorganisms or if sub-lethal concentrations of
the disinfectant are used, the microorganisms may persist.

Cleaning and disinfection procedures should ensure that all parts of the establishment
are appropriately clean. Where appropriate, programmes should be drawn up in
consultation with relevant experts.

Written cleaning and disinfection procedures should be used, where appropriate. They
should specify:

(@) areas, items of equipment and utensils to be cleaned, and, where
appropriate, disinfected;

(b) responsibility for particular tasks;
(c) method and frequency of cleaning and, where appropriate, disinfection; and
(d) monitoring and verification activities.

11.1.3 Monitoring of effectiveness

Application of cleaning and disinfection procedures should be monitored for
effectiveness and periodically verified by means such as visual inspections and audits
to ensure the procedures have been applied properly. The type of monitoring will
depend on the nature of the procedures, but could include pH, water temperature,
conductivity, cleaning agent concentration, disinfectant concentration, and other
parameters important to ensure the cleaning and disinfection programme is being
implemented as designed and verify its effectiveness.

Microorganisms can sometimes become tolerant to disinfecting agents over time.
Cleaning and disinfection procedures should follow the manufacturers’ instructions.
Periodic review with disinfectant manufacturers/suppliers, where feasible, should be
conducted to help ensure the disinfectants used are effective and appropriate. Rotation
of the disinfectants could be considered to ensure inactivation of different types of
microorganisms (e.g. bacteria and fungi).

While effectiveness of cleaning and disinfecting agents and instructions for use are
validated by their manufacturers, measures should be taken for sampling and testing
the environment and food contact surfaces (e.g. protein and allergen test swabs, or
microbiological testing for indicator organisms) to help verify that cleaning and
disinfection programmes are effective and being applied properly. Microbiological
sampling and testing may not be appropriate in all cases and an alternative approach
might include observation of cleaning and disinfection procedures, including the correct
disinfectant concentration, to achieve the necessary results and to make sure protocols
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are being followed. Cleaning and disinfection and maintenance procedures should be
regularly reviewed and adapted to reflect any changes in circumstances and
documented as appropriate.

11.2 Pest control systems
11.2.1 General

Pests (e.g. birds, rodents, insects, etc.) pose a major threat to the safety and suitability
of food. Pest infestations can occur where there are breeding sites and a supply of
food. GHPs should be employed to avoid creating an environment conducive to pests.
Good building design, layout, maintenance, and location, along with cleaning,
inspection of incoming materials and effective monitoring, can minimise the likelihood
of infestation and thereby limit the need for pesticides.

11.2.2 Prevention

Establishments should be kept in good repair and condition to prevent pest access and
to eliminate potential breeding sites. Holes, drains and other places where pests are
likely to gain access should be covered. Roll up doors should close tightly against the
floor. Wire mesh screens, for example on open windows, doors, and ventilators, will
reduce the problem of pest entry. Animals should, wherever possible, be excluded from
the grounds of food-processing establishments.

11.2.3 Harbourage and infestation

The availability of food and water encourages pest harbourage and infestation.
Potential food sources should be stored in pest-proof containers and/or stacked above
the ground and preferably away from walls. Areas both inside and outside food
premises should be kept clean and free of waste. Where appropriate, refuse should be
stored in covered, pest-proof containers. Any potential harbourage, such as old and
unused equipment, should be removed.

Landscaping surrounding a food establishment should be designed to minimise
attracting and harbouring pests.

11.2.4 Monitoring and detection

Establishments and surrounding areas should be regularly examined for evidence of
infestation. Detectors and traps (e.g. insect light traps, bait stations) should be
designed and located so as to prevent potential contamination of raw materials,
products or facilities. Even if monitoring and detection are outsourced, FBOs should
review monitoring reports and, if necessary, ensure they or their designated pest
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control operators take corrective action (e.g. eradication of pests, elimination of
harbourage sites or invasion routes).

11.2.5 Control of pest infestation

Pest infestations should be addressed immediately by a qualified person or company
and appropriate corrective action taken. Treatment with chemical, physical, or
biological agents should be carried out without posing a threat to the safety or suitability
of food. The cause of infestation should be identified, and corrective action taken to
prevent a problem from reoccurring. Records should be kept of infestation, monitoring
and eradication.

11.3 Waste management
11.3.1 General

Suitable provision should be made for the removal and storage of waste. Waste should,
as far as possible, be collected and stored in covered containers and should not be
allowed to accumulate and overflow in food handling, food storage, and other working
areas or the adjoining environment in a manner that compromises food safety and
suitability. Personnel responsible for waste removal (including hazardous waste)
should be properly trained so they do not become a source of cross-contamination.

Waste storage areas should be easily identifiable, be kept appropriately clean, and be
resistant to pest infestation. They should also be located away from processing areas.

12. PERSONAL HYGIENE

OBJECTIVES:

To ensure that those who come directly or indirectly into contact with food:

(@) maintain appropriate personal health;

(b) maintain an appropriate degree of personal cleanliness; and

(©) behave and operate in an appropriate manner.
RATIONALE:

Personnel who do not maintain an appropriate degree of personal cleanliness,
who have certain illnesses or conditions or who behave inappropriately, can
contaminate food and transmit illness to consumers through food.
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Food businesses should establish policies and procedures for personal hygiene. FBOs
should ensure all personnel are aware of the importance of good personal hygiene and
understand and comply with practices that ensure food safety and suitability.

12.1 Health status

Personnel known or suspected to be ill or carrying a disease likely to be transmitted
through food should not enter any food handling area if there is a likelihood of them
contaminating food. Any person so affected should immediately report illness or
symptoms of iliness to the management.

It may be appropriate for personnel to be excluded for a specific time after symptoms
resolve or, for some illnesses, to get medical clearance before returning to work.

12.2 lllness and injuries
Some symptoms of illnesses that should be reported to management so that the need
for possible exclusion from food handling and/ or medical examination can be
considered include:

(&) jaundice;

(b) diarrhoea;

(c) vomiting;

(d) fever;

(e) sore throat with fever;

() visibly infected skin lesions (boils, cuts, etc.); and

(g) discharges from the ear, eye, or nose.
Personnel with cuts and wounds should, where necessary, be assigned to work in
areas where they will have no direct contact with food. Where personnel are permitted
to continue working, cuts and wounds should be covered by suitable waterproof
plasters and, where appropriate, gloves. Appropriate measures should be applied to
ensure plasters do not become a source of contamination (e.g. plasters of contrasting

colour compared to the food and/ or detectable using a metal detector or X-ray
detector).
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12.3 Personal cleanliness
Personnel should maintain a high degree of personal cleanliness and, where
appropriate, wear suitable protective clothing, head and beard covering, and footwear.
Measures should be implemented to prevent cross- contamination by personnel
through adequate hand washing and, where necessary, the wearing of gloves. If gloves
are worn, appropriate measures should be applied to ensure the gloves do not become
a source of contamination.
Personnel, including those wearing gloves, should clean their hands regularly,
especially when personal cleanliness may affect food safety. In particular, they should
wash hands:

(a) atthe start of food handling activities;

(b) when returning to work after breaks;

(c) immediately after using the toilet; and

(d) after handling any contaminated material, such as waste or raw and

unprocessed foods where this could result in contamination of other food
items.

In order not to contaminate food, personnel should wash hands with soap and water
and rinse and dry them in a manner that does not recontaminate the hands. Hand
sanitizers should not replace hand washing and should be used only after hands have
been washed.
12.4 Personal behaviour

When engaged in food handling activities personnel should refrain from behaviour
which could result in contamination of food, for example:

(a) smoking or vaping;

(b) spitting;

(c) chewing, eating, or drinking;

(d) touching the mouth, nose, or other places of possible contamination; and

(e) sneezing or coughing over unprotected food.
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Personal effects such as jewellery, watches, pins, or other items such as false nails/eye
lashes should not be worn or brought into food handling areas if they pose a threat to the
safety and suitability of food.

12.5 Visitors and other persons from outside the establishment

Visitors to food businesses, including maintenance workers, in particular to food
manufacturing, processing or handling areas, should, where appropriate, be instructed
and supervised, wear protective clothing and adhere to the other personal hygiene
provisions for personnel. Visitors should be guided through a hygiene policy of the
business prior to visits and encouraged to report any type of illness/injury that may
pose cross-contamination issues.

13. CONTROL OF OPERATION

OBJECTIVES:
To produce food that is safe and suitable for human consumption by:

(@) formulating design requirements with respect to raw materials and
other ingredients, composition/ formulation, production, processing,
distribution, and consumer use to be met as appropriate to the food
business; and

(b) designing, implementing, monitoring and reviewing effective control
systems as appropriate to the food business.

RATIONALE:

If operations are not controlled appropriately, food may become unsafe or
unsuitable for consumption.

Control of operation is achieved by having an appropriate food hygiene system in place.
The following section describes practices that can assist in the identification and
application of appropriate controls, as well as activities that should take place to ensure
the operation is under control.

13.1 Description of products and processes
After consideration of the conditions and activities of the food business it may be

necessary to pay greater attention to some GHPs that are particularly important for
food safety. In this case, the following provisions could be considered.
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13.1.1 Product description

An FBO that is producing, storing, or otherwise handling food should have a description
of the food. Products may be described individually or in groups in a manner that does
not compromise the awareness of hazards or other factors such as suitability of the
products for the purpose intended. Any grouping of food products should be based on
them having similar inputs and ingredients, product characteristics (such as pH, water
activity (aw)), process steps and/or intended purpose.

The description could include, as appropriate:

(&) theintended use of the food, e.g. whether it is ready-to-eat or whether it is
intended for further processing either by consumers or another business, for
example raw seafood to be cooked;

(b) products intended for specific vulnerable consumer groups, e.g. infant
formula or food for special medical purposes;

(c) any relevant specifications, e.g. ingredient composition, aw, pH, type of
preservation method used (if any), or important characteristics associated
with the food, such as any allergens present;

(d) any relevant limits established for the food by the competent authority or, in
the absence thereof, set by the FBO;

(e) instructions provided for further use, for example keep frozen until cooking,
cook to a specified temperature for a specified length of time, product shelf-
life (use-by date);

() storage of product (e.g. refrigerated/frozen/ shelf stable) and transport
conditions required; and

(g) food packaging material used.
13.1.2 Process description

The FBO should consider all steps in the operation for a specific product. It may be
helpful to develop a flow diagram, which shows the sequence and interaction of all
processing steps in the operation, including where raw materials, ingredients and
intermediate products enter the flow and where intermediate products, by-products and
waste are released or removed. The flow diagram could be used for a number of similar
food products that are produced using similar production or processing steps, to ensure
all steps are captured. The steps should be confirmed as accurate by an onsite review
of the operation or process. For example, for restaurants, the flow diagram could be
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based on the general activities from the receipt of ingredients/raw material, storage
(refrigerated, frozen, room temperature), preparation before use (washing, defrosting),
and cooking or preparation of food.

13.1.3 Consideration of the effectiveness of GHPs

Having considered the product and process descriptions, an FBO should determine
( using information relevant to hazards and controls from various sources as
appropriate) whether the GHPs and other programmes they have in place are sufficient
to address food safety and suitability or if some GHPs need greater attention. For
example, a cooked meat slicer may require specific and more frequent cleaning to
prevent the build-up of Listeria spp. on its meat contact surfaces, or a conveyor belt
used in direct contact with the food, such as in sandwich production, may require an
increased frequency of cleaning or a specific cleaning programme. When such
increased attention on GHPs is insufficient to ensure food safety, it will be necessary
to implement a HACCP system (see Hazard Analysis and Critical Control Point
[HACCP] System and Guidelines for its Application).

13.1.4 Monitoring and corrective action

The FBO should monitor the hygienic procedures and practices as relevant to the
business and as applicable to the hazard being controlled. Procedures could include
defining methods of monitoring (including defining responsible personnel, frequency,
and sampling regime if applicable) and monitoring records to be kept. The frequency
of monitoring should be appropriate to ensure consistent process control.

When monitoring results indicate a deviation, the FBO should undertake corrective
action. Corrective action should consist of the following actions, as appropriate:

(@) bringing the process back into control by, for example, altering temperature
or timing, or concentration of disinfectant;

(b) isolating any affected product and evaluating its safety and/or suitability;

(c) determining proper disposition of affected product that is not acceptable to
market;

(d) identifying the cause that resulted in the deviation; and
(e) taking steps to prevent reoccurrence.

Records of corrective actions should be retained.
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13.1.5 Verification
The FBO should undertake verification activities as relevant to the business, to check
that GHP procedures have been implemented effectively, monitoring is occurring,
where planned, and that appropriate corrective actions are taken when requirements
are not met. Examples of verification activities could include the following, as
appropriate:

(@) review of GHP procedures, monitoring, corrective actions, and records;

(b) review when any changes occur to the product, process and other
operations associated with the business; and

(c) assessment of the efficacy of cleaning.
Records of GHP verification activities should be kept, where appropriate.
13.2 Key aspects of GHPs

Some key aspects of GHPs, such as those described in Sections 13.2.1. and 13.2.2,
could be considered as control measures applied at CCPs in the HACCP system.

13.2.1 Time and temperature control

Inadequate time and temperature control, e.g. during cooking, cooling, processing and
storage, are among the most common failures of operational control. These allow
survival or growth of microorganisms that may cause foodborne illness or food
spoilage. Systems should be in place to ensure that temperature is controlled
effectively where it impacts the safety and suitability of food.

Time and temperature control systems should take into account:

(@) the nature of the food, e.g. its aw, pH, and likely initial level and types of
microorganisms, such as pathogenic and spoilage microflora;

(b) the impact on the microorganisms, e. g. time in growth/ dangerous
temperature zone;

(c) the intended shelf-life of the product;
(d) the method of packaging and processing; and

(e) how the product is intended to be used, e.g. further cooking/ processing or
ready-to-eat.
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Such systems should also specify tolerable limits for time and temperature variations.
Temperature control systems that impact safety and suitability of food should be
validated, and as appropriate, monitored and recorded. Temperature monitoring and
recording devices should be checked for accuracy and calibrated at regular intervals
or as needed.

13.2.2 Specific process steps
There are many individual processing steps for specific foods which contribute to the
production of safe and suitable food products. These vary depending on the product
and can include key steps such as cooking, chilling, freezing, drying, and packaging.
The composition of a food can be important in preventing microbial growth and toxin
production, e.g. in its formulation by adding preservatives, including acids, salts, food
additives or other compounds. When formulation is used to control foodborne
pathogens (e.g. adjusting the pH or aw to a level that prevents growth), systems should
be in place to ensure that the product is formulated correctly and that the controlling
parameters are monitored.
13.2.3 Microbiological,* physical, chemical and allergen specifications
Where microbiological, physical, chemical and allergen specifications are used for food
safety or suitability, such specifications should be based on sound scientific principles
and state, where appropriate, sampling parameters, analytical methods, acceptable
limits, and monitoring procedures. Specifications can help ensure that raw materials
and other ingredients are fit for purpose and contaminants have been minimised.
13.2.4 Microbiological contamination
Systems should be in place to prevent or minimise contamination of foods by
microorganisms.  Microbiological contamination occurs through a number of
mechanisms, including the transfer of microorganisms from one food to another, e.g.:

(@) by direct contact or indirectly by food handlers;

(b) by contact with surfaces;

(c) from cleaning equipment;

(d) by splashing; or

(e) by airborne particles.
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Raw, unprocessed food, where not considered ready-to- eat, which could be a source
of contamination, should be separated from ready-to-eat foods, either physically or by
time, with effective intermediate cleaning and, where appropriate, effective disinfection.
Surfaces, utensils, equipment, fixtures and fittings should be thoroughly cleaned and
where necessary disinfected after raw food preparation, particularly when raw
materials with a potentially high microbiological load such as meat, poultry, and fish
have been handled or processed.

In some food operations, access to processing areas may need to be restricted or
controlled for food safety purposes. For example, where the likelihood of product
contamination is high, access to processing areas should be via a properly designed
changing facility. Personnel may be required to put on clean protective clothing (which
may be of a differentiating colour from that worn in other parts of the facility), including
head and beard covering, footwear, and to wash their hands and where necessary
sanitize them.

13.2.5 Physical contamination

Systems should be in place throughout the food chain to prevent contamination of
foods by extraneous materials, such as personnel belongings, especially any hard or
sharp object(s), e.g. jewellery, glass, metal shards, bone(s), plastic, wood fragments,
that could cause injury or present a choking hazard. In manufacturing and processing,
suitable prevention strategies such as maintenance and regular inspection of
equipment, should be undertaken. Detection or screening devices which are
appropriately calibrated should be used where necessary (e.g. metal detectors, X-ray
detectors). Procedures should be in place for personnel to follow in the case of
breakages (e.g. breakage of glass or plastic containers).

13.2.6 Chemical contamination

Systems should be in place to prevent or minimise contamination of foods by harmful
chemicals, e.g. cleaning materials, non-food grade lubricants, chemical residues from
pesticides and veterinary drugs such as antibiotics. Toxic cleaning compounds,
disinfectants, and pesticide chemicals should be identified, safely stored and used in a
manner that protects against contamination of food, food contact surfaces, and food
packaging materials. Food additives and food processing aids that may be harmful if
used improperly should be controlled so they are only used as intended.

13.2.7 Allergen management®
Systems should be in place to take into account the allergenic nature of some foods,
as appropriate to the food business. Presence of allergens, e.g. tree nuts, milk, eggs,

crustacea, fish, peanuts, soybeans and wheat and other cereals containing gluten and
their derivatives (not an inclusive list; allergens of concern differ among countries and
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populations), should be identified in raw materials, other ingredients and products. A
system of allergen management should be in place at receipt, during processing and
storage to address the known allergens. This management system should include
controls put in place to prevent the presence of allergens in foods where they are not
labelled. Controls to prevent cross-contact from foods containing allergens to other
foods should be implemented, e.g. separation either physically or by time (with effective
cleaning between foods with different allergen profiles). Food should be protected from
unintended allergen cross-contact by cleaning and line change-over practice and/or
product sequencing. Where cross- contact cannot be prevented despite well-

implemented controls, consumers should be informed. Where necessary, food
handlers should receive specific training on allergen awareness and associated food
manufacturing/ processing practices and preventive measures to reduce the risk to
allergic consumers.

13.2.8 Incoming materials

Only raw materials and other ingredients that are fit for purpose should be used.
Incoming materials including food ingredients should be procured according to
specifications, and their compliance with food safety and suitability specifications
should be verified, where necessary. Supplier quality assurance activities, such as
audits, may be appropriate for some ingredients. Raw materials or other ingredients
should, where appropriate, be inspected (e.g. visual examination for packages
damaged during transportation, use-by-date and declared allergens, or temperature
measurement for refrigerated and frozen foods) for appropriate action before

processing. Where appropriate, laboratory tests could be conducted to check food
safety and suitability of raw materials or ingredients. These tests may be conducted by
a supplier that provides a certificate of analysis, the purchaser, or both. No incoming
material should be accepted by an establishment if it is known to contain chemical,
physical, or microbiological contaminants which would not be reduced to an acceptable
level by controls applied during sorting and/or processing where appropriate. Stocks of
raw materials and other ingredients should be subject to effective stock rotation.
Documentation of key information for incoming materials (e.g. supplier details, date of
receipt, quantity etc.) should be maintained.

13.2.9 Packaging

Packaging design and materials should be safe and suitable for food use, provide
adequate protection for products to minimise contamination, prevent damage, and
accommodate proper labelling. Packaging materials or gases, where used, should not
contain toxic contaminants, and not pose a threat to the safety and suitability of food
under the specified conditions of storage and use. Any reusable packaging should be
suitably durable, easy to clean and, where necessary, to disinfect.
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13.3 Water

Water, as well as ice and steam made from water, should be fit for its intended purpose
based on a risk-based approach.® They should not cause contamination of food. Water
and ice should be stored and handled in a manner that does not result in their becoming
contaminated, and the generation of steam that will contact food should not result in its
contamination. Water that is not fit for use in contact with food (e.g. some water used
for fire control and for steam that will not directly contact food) should have a separate
system that does not connect with or allow reflux into the system for water that will
contact food. Water recirculated for reuse and water recovered from e.g. food
processing operations, by evaporation and,or filtration should be treated, where

necessary, to ensure that the water does not compromise the safety and suitability of
food.

13.4 Documentation and records

Appropriate records for the food business operation should be retained for a period that
exceeds the shelf-life of the product or as determined by the competent authority.

13.5 Recall procedures -removal from the market of unsafe food

FBOs should ensure effective procedures are in place to respond to failures in the food
hygiene system. Deviations should be assessed for the impact on food safety or
suitability. Procedures should enable the comprehensive, rapid, and effective

identification, and removal from the market by the involved FBO(s) and/or return to the
FBO by the consumers of any food that may pose a risk to public health. Where a
product has been recalled because of the likely presence of hazards that may represent
an immediate health risk, other products which are produced under similar conditions
which may also present a hazard to public health, should be evaluated for safety and
may need to be recalled. Reporting to the relevant competent authority should be
required and public warnings considered where a product may have reached
consumers and when return of the product to the FBO or removal from the market is
appropriate. Recall procedures should be documented, maintained, and modified
where necessary based on the findings of periodic field trials.

Provision should be made for removed or returned products to be held under secure
conditions until they are destroyed, used for purposes other than human consumption,
determined to be safe for human consumption, or reprocessed in a manner to reduce
the hazard to acceptable levels, where permitted by the competent authority. The
cause and extent of a recall and the corrective actions taken should be retained by the
FBO as documented information.
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14. PRODUCT INFORMATION AND CONSUMER AWARENESS

OBJECTIVES:
Appropriate information about food should ensure that:
@) adequate and accessible information is available to the next FBO in the

food chain or the consumer to enable them to handle, store, process,
prepare and display the product safely and correctly;

(b) consumers can identify allergens present in foods; and
(c) the lot or batch can be easily identified and removed/ returned if
necessary.

Consumers should be given enough information on food hygiene to enable them
to:

(@) be aware of the importance of reading and understanding the label;

(b) make informed choices appropriate to the individual, including about
allergens; and

(c) prevent contamination and growth or survival of foodborne pathogens
by storing, preparing and using food correctly.

RATIONALE:

Insufficient product information, and/or inadequate knowledge of general food
hygiene, can lead to products being mishandled at later stages in the food chain.
Such mishandling can result in illness, or products becoming unsuitable for
consumption, even where adequate hygiene control measures have been
implemented earlier in the food chain. Insufficient product information about the
allergens in food can also result in illness or potentially death for allergic
consumers.

14.1 Lot identification and traceability

Lot identification or other identification strategies are essential in product recall and
also help effective stock rotation. Each container of food should be permanently marked
to identify the producer and the lot. The General Standard for the Labelling of Pre-
packaged Foods (CXS 1-1985) ’ applies.
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A traceability/ product tracing system should be designed and implemented according
to the Principles for Traceability/Product Tracing as a Tool within a Food Inspection
and Certification System (CXG 60-2006),® specifically to enable the recall of the
products, where necessary.

14.2 Product information

All food products should be accompanied by or bear adequate information to enable
the next FBO in the food chain or the consumer to handle, prepare, display, store,
and/or use the product safely and correctly.

14.3 Product labelling

Pre-packaged foods should be labelled with clear instructions to enable the next person
in the food chain to handle, display, store and use the product safely. This should also
include information that identifies food allergens in the product as ingredients or where
cross-contact cannot be excluded. The General Standard for the Labelling of Pre-
packaged Foods (CXS 1-1985) applies.

14.4 Consumer education

Consumer education programmes should cover general food hygiene. Such
programmes should enable consumers to understand the importance of any product
label information and following any instructions accompanying products, and to make
informed choices. In particular, consumers should be informed of the relationship
between time/temperature control, cross contamination and foodborne illness, and of
the presence of allergens. Consumers should also be informed of the WHO five keys
to safer food* and educated to apply appropriate food hygiene measures (e.g. proper
hand washing, adequate storage and cooking and avoiding cross contamination) to
ensure that their food is safe and suitable for consumption.

15. TRANSPORTATION

OBJECTIVES:
During transportation, measures should be taken where necessary to:

(@) protect food from potential sources of contamination, including allergen
cross- contact;

(b) protect food from damage likely to render the food unsuitable for
consumption; and

(c) provide an environment which effectively controls the growth of
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RATIONALE:

Food may become contaminated or may not reach its destination in a suitable
condition for consumption, unless effective hygiene practices are taken prior to
and during transport, even where adequate hygiene practices have been taken
earlier in the food chain.

pathogenic or spoilage microorganisms and the production of toxins in
food.

15.1 General

Food should be adequately protected during transport.® The type of conveyances or
containers required depends on the nature of the food and the most appropriate
conditions under which it should be transported.

15.2 Requirements

Where necessary, conveyances and bulk containers should be designed and constructed
so that they:

(@)
(b)
(©)

(d)
(€)

(f)

do not contaminate foods or packaging;
can be effectively cleaned and, where necessary, disinfected and dried;

permit effective separation of different foods or foods from non-food items
that could cause contamination where necessary during transport;

provide effective protection from contamination, including dust and fumes;

can effectively maintain the temperature, humidity, atmosphere, and other
conditions necessary to protect food from harmful or undesirable microbial
growth and deterioration likely to render it unsafe or unsuitable for
consumption; and

allow any necessary temperature, humidity, and other environmental
conditions to be checked.

15.3 Use and maintenance

Conveyances and containers for transporting food should be kept in an appropriate
state of cleanliness, repair and condition. Containers and conveyances for bulk food
transport should be designated and marked for food use and used only for that purpose
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unless controls are taken to ensure that the safety and suitability of the food are not
compromised.

Where the same conveyance or container is used for transporting different foods, or
non-foods, effective cleaning and, where necessary, disinfection, and drying should
take place between loads.
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HAZARD ANALYSIS AND CRITICAL CONTROL POINT (HACCP) SYSTEM AND
GUIDELINES FOR ITS APPLICATION

16. INTRODUCTION TO HACCP

In the second part of this document, section 17 sets out the seven principles of the
HACCP system. Section 18 provides general guidance for the application of the
HACCP system and section 19 describes its application in 12 successive steps (Annex
II, Figure 1), while recognising that the details of application may vary and a more
flexible approach to application may be appropriate depending on the circumstances
and the capabilities of the food business operation. The HACCP system, which is
science-based and systematic, identifies specific hazards and measures for their
control to ensure the safety of food. HACCP is a tool to assess hazards and establish
control systems that focus on control measures for significant hazards along the food
chain, rather than relying mainly on end- product testing. Development of a HACCP
system may identify the need for changes in processing parameters, in processing
steps, in manufacturing technology, in end product characteristics, in method of
distribution, in the intended use or in the GHPs applied. Any HACCP system should be
capable of accommodating change, such as advances in equipment design,
processing procedures or technological developments.

HACCP principles can be considered throughout the food chain from primary
production to final consumption, and their implementation should be guided by
scientific evidence of risks to human health. Although it is not always feasible to apply
HACCP at primary production, some of the principles can be applied and may be
incorporated into good practices programmes (e.g. GAPSs, etc.). Itis recognised that
implementation of HACCP may be challenging for some businesses. However, HACCP
principles can be applied flexibly in individual operations, and businesses may use
external resources (e.g. consultants) or adapt a generic HACCP plan provided by the
competent authority, academia or other competent bodies (e.g. trade or industry
associations) to the specific site circumstances. As well as enhancing food safety,
implementation of HACCP can provide other significant benefits, such as more efficient
processes based on a thorough analysis of capability, more effective use of resources
by focusing on critical areas, and fewer recalls through identification of problems before
product is released. In addition, the application of HACCP systems can aid review by
competent authorities and promote international trade by increasing confidence in food
safety.

The successful application of HACCP requires the commitment and involvement of
management and personnel and the knowledge and/or training in its application for the
particular type of food business. A multi- disciplinary approach is strongly
recommended; this multi- disciplinary approach should be appropriate to the food
business operation and may include, for example, expertise in primary production,
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microbiology, public health, food technology, environmental health, chemistry, and
engineering, according to the particular application.

17.  Principles of the HACCP system

The HACCP system is designed, validated and implemented in accordance with the
following seven principles:

PRINCIPLE 1

Conduct a hazard analysis and identify control measures.
PRINCIPLE 2

Determine the critical control points (CCPs).

PRINCIPLE 3

Establish validated critical limits.

PRINCIPLE 4

Establish a system to monitor control of CCPs.
PRINCIPLE 5

Establish the corrective actions to be taken when monitoring indicates a deviation from
a critical limit at a CCP has occurred.

PRINCIPLE 6

Validate the HACCP plan and then establish procedures for verification to confirm that
the HACCP system is working as intended.

PRINCIPLE 7

Establish documentation concerning all procedures and records appropriate to these
principles and their application.
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18. GENERAL GUIDELINES FOR THE APPLICATION OF THE HACCP SYSTEM
18.1 Introduction

Prior to application of a HACCP system by any FBO in the food chain, that FBO should
have in place prerequisite programmes, including GHPs established in accordance
with part one, Good Hygiene Practices, of this document (section 7), the appropriate
product and sector-specific Codex codes of practice, and in accordance with relevant
food safety requirements set by competent authorities. Prerequisite programmes
should be well-established, fully operational and verified, where possible, in order to
facilitate the successful application and implementation of the HACCP system. HACCP
application will not be effective without prior implementation of prerequisite
programmes including GHPs.

For all types of food businesses, management awareness and commitment to food
safety are necessary for implementation of an effective HACCP system. The
effectiveness will also rely upon management and personnel having the appropriate
HACCP training and competency. Therefore, ongoing training is necessary for all levels
of personnel, including managers, as appropriate to the food business.

A HACCP system identifies and enhances control of significant hazards, where
necessary, over that achieved by the GHPs that have been applied by the
establishment. The intent of the HACCP system is to focus control at CCPs. By
specifying critical limits for control measures at CCPs and corrective actions when limits
are not met, and by producing records that are reviewed before product release,
HACCP provides consistent and verifiable control beyond that achieved by GHPs.

A HACCP approach should be customised to each food business. Hazards, control
measures at CCPs and their critical limits, CCP monitoring, CCP corrective actions and
verification activities can be distinctive for a particular situation, and those identified in
a Codex code of practice or other appropriate guidelines might not be the only ones
identified for a specific application or might be of a different nature.

The HACCP system should be reviewed periodically and whenever there is a
significant change that could impact the potential hazards and/or the control measures
(e.g. new process, new ingredient, new product, new equipment) associated with the
food business. Periodic review should also be conducted when the application of the
HACCP principles has resulted in a determination that no CCPs are needed, in order
to assess whether the need for CCPs has changed.

18.2 Flexibility for small and/or less developed food businesses??

The application of the HACCP principles to develop an effective HACCP system should
be the responsibility of each individual business. However, it is recognised by
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competent authorities and FBOs that there may be obstacles that hinder the effective
application of the HACCP principles by individual food businesses. This is particularly
relevant in small and/or less developed food businesses. Barriers to the application of
HACCP in small and less developed businesses (SLDBs) have been acknowledged,
and flexible approaches to the implementation of HACCP in such businesses are
available and encouraged. Some approaches may provide ways to adapt the HACCP
approach to assist competent authorities in supporting SLDBs, for example,
development of a HACCP-based system which is consistent with the seven principles
of HACCP but does not conform to the layout or steps described in this section. While
it is recognised that flexibility appropriate to the business is important when applying
HACCP, all seven principles should be considered in developing the HACCP system.
This flexibility should take into account the nature of the operation, including the human
and financial resources, infrastructure, processes, knowledge and practical constraints,
as well as the risk associated with the produced food. Applying such flexibility, i.e.
recording only monitoring results when there is a deviation instead of every monitoring
result to reduce unnecessary burden of record keeping for certain types of FBOs, is
not intended to impact negatively on the efficacy of the HACCP system and should not
endanger food safety.

Small and/or less developed food businesses do not always have the resources and
the necessary expertise onsite for the development and implementation of an effective
HACCP system. In such situations, expert advice should be obtained from other
sources, which may include trade and industry associations, independent experts and
competent authorities. HACCP literature and especially sector-specific HACCP guides
can be valuable. HACCP guidance developed by experts relevant to the process or
type of operation may provide a useful tool for businesses in designing and
implementing a HACCP plan. Where businesses are using expertly developed HACCP
guidance, it is essential that it is specific to the foods and/ or processes under
consideration. A comprehensive explanation of the basis for the HACCP plan should
be provided to the FBO. The FBO is ultimately responsible for elaboration and
implementation of the HACCP system and the production of safe food.

The efficacy of any HACCP system will nevertheless rely on management and
personnel having the appropriate HACCP knowledge and skills, therefore ongoing
training is necessary for all levels of personnel, including managers, as appropriate to
the food business.

19. APPLICATION

19.1 Assemble HACCP team and identify scope (Step 1)

The FBO should ensure that the appropriate knowledge and expertise are available for

the development of an effective HACCP system. This may be achieved by assembling
a multidisciplinary team responsible for different activities within the operation, e.qg.
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production, maintenance, quality control, cleaning, and disinfection. The HACCP team
Is responsible for developing the HACCP plan.

Where relevant expertise is not available in house, expert advice should be obtained
from other sources, such as trade and industry associations, independent experts,
competent authorities, HACCP literature and HACCP guides (including sector-specific
HACCP guides). It may be possible that a well-trained individual with access to such
guidance is able to implement a HACCP system in house. A generic HACCP plan
developed externally may be used by FBOs where appropriate but should be tailored
to the food operation.

The HACCP team should identify the scope of the HACCP system and applicable
prerequisite programmes. The scope should describe which food products and
processes are covered.

19.2 Describe product (Step 2)

A full description of the product should be developed, including relevant safety
information such as composition (i.e. ingredients), physical/ chemical characteristics
(i.e. aw, pH, preservatives, allergens), processing methods/technologies (i.e. heat-
treatment, freezing, drying, brining, smoking, etc.), packaging, durability/ shelf life,
storage conditions and method of distribution. Within businesses with multiple
products, it may be effective to group products with similar characteristics and
processing steps for the purpose of development of the HACCP plan. Any limits
relevant to the food product already established for hazards should be considered and
accounted for in the HACCP plan, e. g. limits for food additives, regulatory
microbiological criteria, maximum allowed veterinary medicines residues, and times
and temperatures for heat treatments prescribed by competent authorities.

19.3 Identify intended use and users (Step 3)

Describe the use intended by the FBO and the expected uses of the product by the
next FBO in the food chain or the consumer. The description may be influenced by
external information, e.g. from the competent authority or other sources on ways in
which consumers are known to use the product other than those intended by the FBO.
In specific cases (e.g. hospitals), vulnerable groups of the population may have to be
considered. Where foods are being produced specifically for a vulnerable population,
it may be necessary to enhance process controls, monitor control measures more
frequently, verify controls are effective by testing products, or conduct other activities
to provide a high level of assurance that the food is safe for the vulnerable population.
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19.4 Construct flow diagram (Step 4)

A flow diagram that covers all steps in the production of a specific product, including
any applicable rework, should be constructed. The same flow diagram may be used
for a number of products that are manufactured using similar processing steps. The
flow diagram should indicate all inputs, including those of ingredients and food contact
materials, water, and air, if relevant. Complex manufacturing operations can be broken
down into smaller, more manageable modules and multiple flow diagrams that link
together can be developed. The flow diagrams should be used when conducting the
hazard analysis as a basis for evaluating the possible occurrence, increase, decrease
or introduction of hazards. Flow diagrams should be clear, accurate and sufficiently
detailed to the extent needed to conduct the hazard analysis. Flow diagrams should,
as appropriate, include but not be limited to the following:

(@) the sequence and interaction of the steps in the operation;

(b) where raw materials, ingredients, processing aids, packaging materials,
utilities and intermediate products enter the flow;

(c) any outsourced processes;
(d) where applicable reworking and recycling take place; and

(e) where end products, intermediate products, waste, and by-products are
released or removed.

19.5 On-site confirmation of flow diagram (Step 5)

Steps should be taken to confirm the processing activities against the flow diagram
during all stages and hours of operation and amend the flow diagram, where
appropriate. The confirmation of the flow diagram should be performed by a person or
persons with sufficient knowledge of the processing operation.

19.6 List all potential hazards that are likely to occur and associated with each
step, conduct a hazard analysis to identify the significant hazards, and consider
any measures to control identified hazards (Step 6/ Principle 1)

Hazard analysis consists of identifying potential hazards and evaluating these hazards
to determine which of them are significant for the specific food business operation. An
example of a hazard analysis worksheet is provided in Annex Ill, Table 1. The HACCP
team should list all potential hazards. The HACCP team should then identify where
these hazards are reasonably likely to occur at each step (including all inputs into that
step) according to the scope of the food business operation. Hazards should be
specific, e.g. metal fragments, and the source or reason for presence should be
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described, e.g. metal from broken blades after chopping. The hazard analysis can be
simplified by breaking down complex manufacturing operations and analysing steps in
the multiple flow diagrams described in Step 4.

The HACCP team should next evaluate the hazards to identify which of these hazards
are such that their prevention, elimination, or reduction to acceptable levels is essential
to the production of safe food (i.e. determine the significant hazards that have to be
addressed in the HACCP plan).

In conducting the hazard analysis to determine whether there are significant hazards,
wherever possible, the following should be considered:

(@) hazards associated with producing or processing the type of food, including
its ingredients and process steps (e.g. from surveys or sampling and testing
of hazards in the food chain, from recalls, from information in the scientific
literature or from epidemiological data);

(b) the likelihood of occurrence of hazards, taking into consideration
prerequisite programmes, in the absence of additional control;

(c) the likelihood and severity of adverse health effects associated with the
hazards in the food in the absence of control;’

(d) identified acceptable levels of the hazards in the food e.g. based on
regulation, intended use, and scientific information;

(e) the nature of the facility and the equipment used in making the food product;

(f)  survival or multiplication of pathogenic microorganisms;

(g) production or persistence in foods of toxins (e.g. mycotoxins), chemicals
(e.g. pesticides, drug residues, allergens) or physical agents (e.g. glass,

metal);

(h) the intended use and/or probability of product mishandling by potential
consumers that could render the food unsafe; and

() conditions leading to the above.
The hazard analysis should consider not only the intended use, but also any known

unintended use (e.g. a soup mix intended to be mixed with water and cooked but known
to commonly be used without a heat treatment in flavouring a dip for chips) to determine

i FBOs may take advantage of risk assessments and risk management matrices established by a competent
authority or by international expert groups such as JEMRA
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the significant hazards to be addressed in the HACCP plan. (see Annex |, Table 2 for
an example of a hazard analysis worksheet.)

In some cases, it may be acceptable for a simplified hazard analysis to be carried out
by FBOs. This simplified process identifies groups of hazards (biological, physical,
chemical) in order to control the sources of these hazards without the need for a
comprehensive hazard analysis that identifies the specific hazards of concern. There
can be drawbacks to such an approach, as the controls can differ for hazards within a
group, e.g. controls for pathogenic spore-formers versus vegetative cells of microbial
pathogens. Generic HACCP- based tools and guidance documents provided by
external sources, for example, by industry or competent authorities, are designed to
assist with this step and mitigate concerns about different controls needed for hazards
within a group.

Hazards which are such that their prevention, elimination or reduction to acceptable
levels is essential to the production of safe food (because they are reasonably likely to
occur in the absence of control and reasonably likely to cause illness or injury if present)
should be identified and controlled by measures designed to prevent or eliminate these
hazards or reduce them to an acceptable level. In some cases, this may be achieved
with the application of GHPs, some of which may target a specific hazard (for example,
cleaning equipment to control contamination of ready- to- eat foods with Listeria
monocytogenes or to prevent food allergens being transferred from one food to another
food that does not contain that allergen). In other instances, control measures will need
to be applied within the process, for example at CCPs.

Consideration should be given to which control measures, if any exist, can be applied
to each hazard. More than one control measure may be required to control a specific
hazard. For example, to control L. monocytogenes, a heat treatment may be needed
to kill the organism in the food and cleaning and disinfection may be needed to prevent
transfer from the processing environment. More than one hazard may be controlled by
a specified control measure. For example, a heat treatment can control both
Salmonella and E. coli O157:H7 when they are present as hazards in the food.

19.7 Determine the critical control points (CCPs) (Step 7/ Principle 2)

The FBO should consider which among the available control measures listed during
Step 6, Principle 1 should be applied at a CCP. CCPs are to be determined only for
hazards identified as significant as the result of a hazard analysis. CCPs are
established at steps where control is essential and where a deviation could result in
the production of a potentially unsafe food. The control measures at CCPs should result
in an acceptable level of the hazard being controlled. There may be more than one
CCP in a process at which control is applied to address the same hazard (e.g. the cook
step may be the CCP for killing the vegetative cells of a pathogenic spore-former, but
the cooling step may be a CCP to prevent germination and growth of the spores).

47



ANNEX 2

Similarly, a CCP may control more than one hazard (e.g. cooking can be a CCP that
addresses several microbial pathogens). Determining whether or not the step at which
a control measure is applied is a CCP in the HACCP system can be helped by using a
decision tree or a CCP determination worksheet (see Annex IV, Figure 1 and Table 1,).
A decision tree should be flexible, given whether it is for use in production, slaughter,
processing, storage, distribution, or other processes. Other approaches such as expert
consultation may be used.

To identify a CCP, whether using a decision tree or other approach, the following should
be considered:

(&) Assess whether the control measure can be used at the process step being
analysed:

(i) Ifthe control measure cannot be used at this step, then this step should
not be considered as a CCP for the significant hazard.

(i)  If the control measure can be used at the step being analysed, but can
also be used later in the process, or there is another control measure
for the hazard at another step, the step being analysed should not be
considered as a CCP.

(b) Determine whether a control measure at a step is used in combination with
a control measure at another step to control the same hazard; if so, both
steps should be considered as CCPs.

The CCPs identified could be summarised in tabular format, e.g. the HACCP worksheet
presented in Annex IV, Table 2, as well as highlighted at the appropriate step on the
flow diagram.

If no control measures exist at any step for an identified significant hazard, then the
product or process should be modified.

19.8 Establish validated critical limits for each CCP (Step 8/ Principle 3)

Critical limits establish whether a CCP is in control, and in doing so they can be used
to separate acceptable products from unacceptable ones. These critical limits should
be measurable or observable. In some cases, more than one parameter could have a
critical limit designated at a particular step (e.g. heat treatments commonly include
critical limits for both time and temperature). Criteria often used include minimum
and/or maximum values for critical parameters associated with the control measure
such as measurements of temperature, time, moisture level, pH, aw, available chlorine,
contact time, conveyor belt speed, viscosity, conductance, flow rate, or, where
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appropriate, parameters that can be observed, such as a pump setting. A deviation
from the critical limit indicates that it is likely that unsafe food has been produced.

Critical limits for control measures at each CCP should be specified and scientifically
validated to obtain evidence that they are capable of controlling hazards to an
acceptable level if properly implemented. Validation of critical limits may include
conducting studies (i.e. microbiological inactivation studies). FBOs may not always
need to conduct or commission studies themselves to validate critical limits. Critical
limits could be based on existing literature, regulations or guidance from competent
authorities, or studies carried out by a third party, e.g. studies conducted by an
equipment manufacturer to determine the appropriate time, temperature and bed depth
for dry roasting tree nuts. Validation of control measures is further described more fully
in the Guidelines for the Validation of Food Safety Control Measures (CXG 69 — 2008).2

19.9 Establish a monitoring system for each CCP (Step 9/ Principle 4)

Monitoring of CCPs is the scheduled measurement or observation at a CCP relative to
its critical limits. The monitoring procedures should be able to detect a deviation at the
CCP. Further, the monitoring method and frequency should be capable of timely
detection of any failure to remain within critical limits, to allow timely isolation and
evaluation of the product. Where possible, process adjustments should be made when
monitoring results indicate a trend towards a deviation at a CCP. The adjustments
should be taken before a deviation occurs.

Monitoring procedures for CCPs should be capable of timely detection of a deviation
from the critical limit to allow isolation of the affected products. The method and
frequency of monitoring should take into account the nature of the deviation (e.g. a
drop in temperature or a broken sieve, rapid drop in temperature during pasteurisation,
or a gradual increase in temperature in cold storage). Where possible, monitoring of
CCPs should be continuous. Monitoring of measurable critical limits such as
processing time and temperature can often be monitored continuously. Other
measurable critical limits such as moisture level and preservative concentration cannot
be monitored continuously. Critical limits that are observable, such as a pump setting
or applying the correct label with appropriate allergen information are rarely monitored
continuously. If monitoring is not continuous, then the frequency of monitoring should
be sufficient to ensure to the extent possible the critical limit has been met and limit the
amount of product impacted by a deviation. Physical and chemical measurements are
usually preferred to microbiological testing because physical and chemical tests can
be done rapidly and can often indicate the control of microbial hazards associated with
the product and/or the process.

The personnel doing the monitoring should be instructed on appropriate steps to take
when monitoring indicates the need to take action. Data derived from monitoring should
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be evaluated by a designated person with knowledge and authority to carry out
corrective actions when indicated.

All records and documents associated with monitoring CCPs should be signed or
initialled by the person performing the monitoring and should also report the results
and timing of the performed activity.

19.10 Establish corrective actions (Step 10/ Principle 5)

Specific written corrective actions should be developed for each CCP in the HACCP
system in order to effectively respond to deviations when they occur. When critical
limits at CCPs are monitored continuously and a deviation occurs, any product being
produced at the time the deviation occurs is potentially unsafe. When a deviation in
meeting a critical limit occurs and monitoring was not continuous, then the FBO should
determine what product may have been impacted by the deviation.

The corrective actions taken when a deviation occurs should ensure that the CCP has
been brought under control and food that is potentially unsafe is handled appropriately
and does not reach consumers. Actions taken should include segregating the affected
product and analysing its safety to ensure proper disposition.

External experts may be needed to conduct evaluations regarding the safe use of
products when a deviation occurs. It may be determined that the product could be
reprocessed (e.g. pasteurised) or the product could be diverted to another use. In other
situations, the product may need to be destroyed ( e. g. contamination with
Staphylococcus enterotoxin) . A root cause analysis should be conducted where
possible to identify and correct the source of the deviation in order to minimise the
potential for the deviation to reoccur. A root cause analysis could identify a reason for
the deviation that limits or expands the amount of product impacted by a deviation.

Details of the corrective actions, including the cause of the deviation and product
disposition procedures, should be documented in the HACCP records. Periodic review
of corrective actions should be undertaken to identify trends and to ensure corrective
actions are effective.

19.11 Validation of the HACCP plan and verification procedures ( Step 11/
Principle 6)

19.11.1 Validation of the HACCP plan
Before the HACCP plan can be implemented, its validation is needed; this consists of
making sure that the following elements together are capable of ensuring control of the

significant hazards relevant to the food business: identifying the hazards, critical control
points, critical limits, control measures, frequency and type of monitoring of CCPs,
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corrective actions, frequency and type of verification and the type of information to be
recorded.

Validation of control measures and their critical limits is performed during the
development of the HACCP plan. Validation could include a review of scientific
literature, using mathematical models, conducting validation studies, and/or using
guidance developed by authoritative sources.?

Where HACCP guidance developed by external experts, instead of the HACCP team,
has been used to establish the critical limits, care should be taken to ensure that these
limits fully apply to the specific operation, product, or groups of products under
consideration.

During the initial implementation of the HACCP system and after verification
procedures have been established, evidence should be obtained in operation to
demonstrate that control can be achieved consistently under production conditions.

Any changes having a potential impact on food safety should require a review of the
HACCP system, and when necessary, a revalidation of the HACCP plan.

19.11.2 Verification procedures

After the HACCP system has been implemented, procedures should be established to
confirm that the HACCP system is working effectively. These include procedures to
verify that the HACCP plan is being followed and controlling hazards on an ongoing
basis, as well as procedures that show the control measures are effectively controlling
the hazards as intended. Verification also includes reviewing the adequacy of the
HACCP system periodically and, as appropriate, when changes occur.

Verification activities should be performed on an ongoing basis to ensure the HACCP
system functions as intended and continues to operate effectively. Verification, which
includes observations, auditing (internal and external), calibration, sampling and
testing, and records review, can be used to determine if the HACCP system is working
correctly and as planned. Examples of verification activities include:

(&) reviewing monitoring records to confirm that CCPs are kept under control;

(b) reviewing corrective action records, including specific deviations, product
disposition and any analysis to determine the root cause of the deviation;

(c) calibrating or checking the accuracy of instruments used for monitoring
and/or verification;

51



ANNEX 2

(d) observing that control measures are being conducted in accordance with
the HACCP plan;

(e) sampling and testing, e.g. for microorganisms* (pathogens or their indicators),
chemical hazards such as mycotoxins, or physical hazards such as metal
fragments, to verify product safety;

() sampling and testing the environment for microbial contaminants and their
indicators, such as Listeria; and

(g) reviewing the HACCP system, including the hazard analysis and the
HACCP plan (e.g. internal and/or third-party audits).

Verification should be carried out by someone other than the person who is responsible
for performing the monitoring and corrective actions. Where certain verification
activities cannot be performed in- house, verification should be performed on behalf of
the business by external experts or qualified third parties.

The frequency of verification activities should be sufficient to confirm that the HACCP
system is working effectively. Verification of the implementation of control measures
should be conducted with sufficient frequency to determine that the HACCP plan is
being implemented properly.

Verification should include a comprehensive review (e.g. reanalysis or an audit) of the
HACCP system periodically, as appropriate, or when changes occur, to confirm the
efficacy of all elements of the HACCP system. This review of the HACCP system
should confirm that the appropriate significant hazards have been identified, that
control measures and critical limits are adequate to control the hazards, that
monitoring, and verification activities are occurring in accordance with the plan and are
capable of identifying deviations, and that corrective actions are appropriate for
deviations that have occurred. This review can be carried out by individuals within a
food business or by external experts. The review should include confirmation that
various verification activities have been executed as intended.

19.11.3 Establish documentation and record keeping (Step 12/ Principle 7)

Efficient and accurate record keeping is essential to the application of a HACCP
system. HACCP procedures should be documented. Documentation and record
keeping should be appropriate to the nature and size of the operation and sufficient to
assist the business to verify that the HACCP controls are in place and being
maintained. Expertly developed HACCP guidance materials (e.g. sector- specific
HACCP guides) may be utilised as part of the documentation, provided that those
materials reflect the specific food operations of the business.
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Examples of documentation include:
(@) HACCP team composition;

(b) hazard analysis and the scientific support for the hazards included or
excluded from the plan;

(c) CCP determination;

(d) critical limit determination and the scientific support for the limits set;

(e) validation of control measures; and

() modifications made to the HACCP plan.
Examples of records include:

(@) CCP monitoring activities;

(b) deviations and associated corrective actions; and

(c) verification procedures performed.
A simple record- keeping system can be effective and easily communicated to
personnel. It may be integrated into existing operations and may use existing

paperwork, such as delivery invoices, and checklists to record, for example, product
temperatures. Where appropriate, records can also be maintained electronically.

19.12 Training

Training of personnel in food businesses, government and academia in HACCP
principles and applications is an essential element for the effective implementation of
HACCP. As an aid in developing specific training to support a HACCP plan, working
instructions and procedures should be developed which define the tasks of the
operating personnel in charge of each CCP. Training programmes should be designed
to address the concepts at a level appropriate for the knowledge and skill level of the
personnel being trained. Training programmes should be reviewed periodically and
updated where necessary. Re-training may be needed as part of corrective actions for
some deviations.

Cooperation between food business operations, trade groups, consumer

organisations, and competent authorities is vitally important. Opportunities should be
provided for the joint training of FBOs and competent authorities to encourage and
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maintain a continuous dialogue and create a climate of understanding in the practical
application of HACCP.
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Annex I: HACCP measures, logic sequence and example

Table 1: Comparison of control measures with examples.

ANNEX 2

Control measures applied as good hygiene
practices (GHPs)

Control measures applied at critical control
points (CCPs)

Scope

General conditions and activities for maintaining
hygiene, including creating the environment
(inside and outside the food business) so as to
ensure production of safe and suitable food.

Generally, not specific to any hazard but results
in reduction of likelihood of hazards occurring.
Occasionally a GHP activity may target a
specific hazard, and this may be a GHP that
requires greater attention (e.g. cleaning and
disinfection of food contact surfaces for control
of Listeria monocytogenes in a ready-to-eat
food processing environment).

Specific to production process steps and a product or
group of products, and necessary to prevent
eliminate or reduce to acceptable level a hazard
determined as significant by the hazard analysis.

When
identified?

After consideration of the conditions and
activities necessary to support the production of
safe and suitable food.

After a hazard analysis has been completed, for each
hazard identified as significant, control measures are
established at steps (CCPs) where a deviation would
result in the production of a potentially unsafe food.

Validation of the
control
measures

Where necessary, and generally not carried out
by FBOs themselves (Guidelines for the
Validation of Food Safety Control Measures
CXG 69-2008).? Validation data provided by
competent authorities, published scientific
literature, information provided by
manufacturers of equipment/ food processing

Validation should be carried out (Guidelines for the
Validation of Food Safety Control Measures CXG 69-
2008).2

55




ANNEX 2

technology etc. is adequate e.g. cleaning
compounds/products/equipment  should be
validated by the manufacturer and it is generally
sufficient for the FBO to use cleaning
compounds/products/equipment according to
manufacturers’ instructions. The FBO should be
able to demonstrate it can follow manufacturers’
instructions.

Criteria

GHPs may be observable (e.g. visual checks,
appearance) or measurable (e.g. ATP tests of
equipment  cleaning, concentration of
disinfectant), and deviations may require an
evaluation of the impact on safety of the product
(e.g. whether the cleaning of complex
equipment such as meat slicers is adequate).

Critical limits at CCPs which separate acceptability
from unacceptability of the food:

e measurable (e.g. time, temperature, pH, aw), or

e observable (e.g. visual checks of conveyor belt
speed or pump settings, ice covering product).

Monitoring

When appropriate and necessary, to ensure
procedures and practices are applied properly.
Frequency dependent on the impact on the
product’s safety and suitability.

Necessary to ensure critical limit is met:
e continuously during production; or
e if not continuous, at appropriate frequency that

ensures to the extent possible the critical limit has
been met.

Corrective
actions when
deviation has

occurred

e For procedures and practices: necessary

e For products: wusually not necessary.
Corrective action should be considered on
a case- by-case basis, as failure to apply
some GHPs, such as failure to clean
between products with different allergen

e For products: necessary pre-determined actions.

¢ For procedures and practices: necessary corrective
actions to restore control and prevent
reoccurrence.
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profiles, not rinsing after cleaning and/or
disinfecting (where needed) or post
maintenance equipment checks indicating
missing machinery parts, may result in
action on product.

e Specific written corrective actions should be
developed for each CCP in the HACCP plan in
order to effectively respond to deviations when
they occur.

e The corrective actions should ensure that the CCP
has been brought under control and food that is
potentially unsafe is handled appropriately and
does not reach consumers.

Verification

When appropriate and necessary, usually
scheduled (e.g. visual observation that
equipment is clean before use).

Necessary: scheduled verification of implementation
of control measures, e.g. through record review,
sampling and testing, calibration of measuring
equipment, internal audit.

Record keeping
(e.g. monitoring
records)

When appropriate and necessary, to allow the
FBO to assess whether GHPs are operating as
intended.

Necessary to allow the FBO to demonstrate ongoing
control of significant hazards.

Documentation
(e.g.
documented
procedures)

When appropriate and necessary to ensure
GHPs are properly implemented.

Necessary to ensure the HACCP system is properly
implemented.
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Annex I, Figure 1 — Logic sequence for application of HACCP

10.

11.

12.

‘ Assemble HACCP team ‘

!

‘ Describe product ‘

!

‘ Identify intended use ‘

!

‘ Construct flow diagram ‘

!

‘ On-site confirmation of flow diagram ‘

!

List all potential hazards
Conduct a hazard analysis to identify the significant hazard(s)
Consider control measures

!

‘ Determine CCPs ‘

!

‘ Establish validated critical limits for each CCP ‘

!

‘ Establish a monitoring system for each CCP ‘

!

‘ Establish corrective actions ‘

!

‘ Validate the HACCP plan and establish verification procedures ‘

!

‘ Establish documentation and record keeping ‘
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Annex lll, Table 1 — Example of hazard analysis worksheet

(1) (2) (3) (4) (5)

Step* Identify Does this Justify your What measure(s)
potential potential decision for can be applied to
hazards hazard column 3 prevent or

introduced, | need to be eliminate the
controlled, | addressed hazard or reduce
or enhanced in the it to an
at this step HACCP acceptable level?
B= plan?
biological
C =chemical | Yes | No
P = physical
B
C
P
B
C
P
B
C
P

*A hazard analysis should be conducted on each ingredient used in the food; this is
often done at a “receiving” step for the ingredient. Another approach is to do a
separate hazard analysis on ingredients and one on the processing steps.
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Annex IV — Tools to determine the critical control points (CCPs)

The following are examples of a decision tree and CCP worksheet tools that can be
used in the determination of a CCP. Such examples are not unique and other tools can
be used as long as the general requirements as elaborated in this standard (i.e. Step 7
- Principle 2 - Determine the critical control points (CCPs)) have been met.

Figure 1: Example of a CCP decision tree - apply to each step where a
specified significant hazard is identified

Q1. Can the significant hazard be
co_ntrolled to an accgp_table level at This step is not a CCP
this step by prerequisite programs

(e.g. GHPs)?*

Q2. Do specific control measures for This step is nota CCP.
the identified significant hazard exist Subsequent steps should

at this step? be evaluated fora CCP**

Q3. Will a subsequent step prevent or

TR

eliminate the identified significant That subsequent step
hazard or reduce it to an acceptable should be a CCP
level?

oo

Q4. Can this step specifically prevent
or eliminate the identified significant
hazard or reduce it to an acceptablj

Modify the step, process or
product to implement a
control measure™**

A 4
<Z>
o
h 4

level?***

e

S/

This step is a CCP

h 4

* Consider the significance of the hazard (i.e. the likelihood of occurrence in the
absence of control and the severity of impact of the hazard) and whether it could be
sufficiently controlled by prerequisite programs such as GHPs. GHPs could be
routine GHPs or GHPs that require greater attention to control the hazard (e.g.
monitoring and recording).
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** If a CCP is not identified at questions 2-4, the process or product should be
modified to implement a control measure and a new hazard analysis should be
conducted.

***Consider whether the control measure at this step works in combination with a
control measure at another step to control the same hazard, in which case both steps
should be considered as CCPs.

****Return to the beginning of the decision tree after a new hazard analysis.
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Table 1: Example of a CCP determination worksheet (apply to each step where
a specified significant hazard is identified)

Q1. Can

the Q3. Will a t?““s' g’tae”
significan | Q2.Do | subseque s ecificgl
t hazard specific nt step P |
be control prevent re\)//ent
controlled | measure or P or
Proce | Significa to an s for the | eliminate eliminate
g acceptabl | identified the CCP
Ss nt o . . the
e level at | significa | identified | . . number
step hazards . S identified
this step | nt hazard | significan sianifica
by exist at t hazard nt%azard
prerequisi this or reduce or reduce
te step? it to an it to an
programs acceptabl tab
(e.g. elevel? | 2ccepia
GHPs)?2 le level?¢
If yes, this If yes, If yes, that If yes, this
, subseque .
step isnot | proceed nt step stepisa
a CCP. to Q3. should be CCP. Number
Identif Describe a CCP. the CCP
Y1 hazard If no, this and
proces d : If no, includ
s step an step is modify include
cause not a in
If no CCP. If no threoséesps, HACCP
' Subseque ' b workshe
proceed to nt steps proceed to | or product ot
Q2. should be Q4. im Ite?men
evaluated P
for a t a control
CCP b measure.d

a Consider the significance of the hazard (i.e. the likelihood of occurrence in the
absence of control and the severity of impact of the hazard) and whether it could be
sufficiently controlled by prerequisite programs such as GHPs. GHPs could be
routine GHPs or GHPs that require greater attention to control the hazard (e.g.
monitoring and recording).
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b 1f a CCP is not identified at questions 2-4, the process or product should be
modified to implement a control measure and a new hazard analysis should be
conducted.

¢ Consider whether the control measure at this step works in combination with a
control measure at another step to control the same hazard, in which case both steps
should be considered as CCPs.

d Return to the beginning of the decision tree after a new hazard analysis.
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Table 2 — Example of a HACCP worksheet

ANNEX 2

Critical
control
points
(CCPs)

Significant
hazard(s)

Critical
limits

Monitoring

What

How

When
(frequency)

Who

Corrective
actions

Verification
activities

Records

64




ANNEX 2
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