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(Codex, 2013)

« The objective of a national food 
control system is to protect the health 
of consumers and ensure fair practices 

in the food trade »

Protection des 
consommateurs 
PROTECTION OF 

CONSUMERS

L’approche fondée sur 
l’ensemble de la chaîne 

alimentaire 

THE WHOLE FOOD 
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BASED AND EVIDENCE 
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MAKING

COOPERATION AND 
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COMPETENT 
AUTHORITIES

PREVENTIVE 
MEASURES

SELF ASSESSMENT AND 
REVIEW PROCEDURES

RECOGNITION OF 
OTHER SYSTEMS 

(INCLUDING 
EQUIVALENCE)

LEGAL FOUNDATION HARMONISATION RESOURCES

Policy 
Setting

System 
Design

Implement
ation

Monitoring 
& System 

Review

Continuous
Improvement

PRINCIPLES OF A NATIONAL FOOD CONTROL SYSTEM (13)

Effective Food Control System
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• Comprehensive with 162 criteria covering the entire FCS

• Availability of Guidance, including Suggested Outcomes and Indicators

• Evidence-Driven (Documents, web postings, certificates, minutes terms 
of reference, etc.) to demonstrate achievement of a given competency

Assessment Tool by FAO/WHO

FAO/WHO Food Control System Assessment Tool (2019) 

Dimensions
(4)

Sub-Dimensions
(9)

Competencies
(25)



PRINCIPLE – Food are inherently Safe Products 4

Post-market Rules
q General provisions against 

adulteration and other 
unsanitary practices

q Limits for selected 
contaminants in food

q Nutrition and other labelling 
provisions

Pre-market Oversight
q Pre-approval of added 

substances, e.g. additives
q Pre-approval of novel 

processes, e.g. GMOs
q Pre-approval of foods 
destined to specific subsets 

of the population, e.g. infant 
formula 

Regulatory Requirements 
Set Rules related to 
Safety and Quality

R I S K



Proposed Food Regulatory Functions 5

C o m m o d i t y F o o d
Re g u l a t o r y P ro g ra m

D
airy

Fresh Fruit and Vegetables

M
eat Value Chain 

Processed Food Sector 
(w

ith subdivisions as needed)

Aquaculture  Value Chain

Street Vendors / W
et M

arkets, etc.



Review and Enhance Food Legislation and Regulations
The review of food safety legislation & regulations aims to conform with principles 11 & 12 of CAC/GL 82-2013. 

Capacity building interventions will aim to:
qReview current statutes, laws and regulations that require consolidation and/or modernization.
qDevelop drafting instructions in support of a legislative and regulatory policy that:

§ Aligns with modernized food safety statutes internationally.
§ Focuses on prevention and emphasizes the responsibility of food business operators.
§ Enshrines risk analysis at the core of food regulatory decision-making.

qIdentify the necessary regulation-making authorities and recommend a structure for a food regulatory system that 
is:
§ Risk-based.
§ Adaptable to changes in the food supply chain and the evolution of the scientific evidence.
§ Supportive of the operationalization of the regulatory mandate of the competent authority / authorities:

o Premarket review and approval mandate.

o Promulgation of regulatory / food safety interventions, for example Microbiological criteria, Maximum levels of contaminants, Inspection 
and certification functions domestically and for imports.
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Example of Indicators of Performance 7



1 – Food Safety Legal and Institutional Structure 8

MAPPING OF INDICATORS OF PERFORMANCE
1. Competent Authority(ies) and Legal Framework(s)

Indicator Demonstration of Achievement
Roles and Responsibilities and 
mandates of competent authorities 
responsible for food of animal origin 

Texts: laws, regulations, decrees describing the mandate of the organisations / competent authorities 

Legal framework providing 
empowerment and enabling 
interventions of competent 
authorities

Demonstration of “recent” nature of legal framework (laws and regulations)

Legal framework encompasses the powers / authorities needed for intervention by competent authorities and is based on international guidance and best practices: 

Ø Defines relationship between regulators and regulated parties 

Ø Defines penalties and sanctions 

Ø Supports Preventive approach in risk management 

Ø Supports anchoring decisions in risk analysis 

Ø Supports harmonization with international standards (references international standards)

Ø Offers enforceability of decisions made by competent authorities 

Demonstration of existence of Regulation-making Authorities that allows to exercise the mandate of each competent authority

Coverage of the Supply Chain with 
food regulatory competencies from 
primary production to final products 

Mandates / Competencies provided by the legal texts (laws / regulations and decrees) empowering competent authorities attest to the coverage of the oversight on 
productions: 

Ø From the primary production sector (and its inputs), up to final (processed) products 

Ø From primary producers to retailers, importers and exporters

Identification of coverage gaps or overlap where relevant 

Indicator of implementation of 
mandate is shared between various 
competent authorities: Required 
coordination and collaboration

Legal requirements defining relationships between competent authorities 

Practical considerations of collaboration and coordination: Committee structure, agendas of meetings and minutes 

Identification of gaps in collaboration between regulators / competent authorities with overlap or adjacent oversight on the production supply chain



2 – Enact a Food Safety Standard Setting Function 9

Premarket : 
� Food additives.
� Irradiation processes.
� Infant formula.
� Other food for special dietary purposes.
� Novel foods (including GMOs).

Operations of Premarket Program: 
� Processing of applications from the industry 

sector 
� Handling of preliminary risk assessments, along 

with international comparisons.
� Consolidation of existing approvals supported by 

international benchmarking and aligned with 
Codex approaches.

� Formulation of requirements for applicants.



2 – Enact a Food Safety Standard Setting Function (2)10

Post-market: 
q Maximum levels of contaminants.
q Microbiological criteria.
q Labelling requirements, for example:
q Nutrition labelling.
q Allergen labelling, etc.

Operations of Standard Setting  Program: 
q Review of existing provisions in each category of post-

market standards.
q Update of provisions in accordance with Codex 

standards and / or other international benchmarks, 
such as (US FDA provisions, EU provisions, etc.)

q Establishment of processes, as well as scientific and 
regulatory policy foundations, for the long-term 
development of  such requirements anchored in the 
the national food regulatory structure.



Indicators of Standard Setting  Regulatory Functions 11

MAPPING OF INDICATORS OF PERFORMANCE
2.1- Standard Setting

Indicator Demonstration of Achievement
Standards of Food Safety and Quality Accessible to All Stakeholders and Partners, with emphasis on standards 
related to: 

A. Substances Used in Food Production (Direct Use)

a. Use of Additives 

b. Processing aids, food contact Material, Incidental Additives Use of pesticides in conjunction with 
food production (e.g., fungicides and other pesticides authorized for use in animal husbandry 
practices)*

B. Substances Indirectly in Food Production : Pesticides, Veterinary Substances 

C. Microbiological criteria, Chemical Contaminant requirements 

D. Labelling Requirements – Health Driven / Nutrition Driven 

E. Quality standards related to methods of production such as “Halal”, “organic”, “local” etc.

*these functions may be related to horizontal standard development and therefore not specific to the value 
chain 

(Web-enabled) documents provided upon request describing the relevant food safety and 
quality standards.

Standards of Food Safety and Quality Benchmarked Against Codex Standards and Where Differences Exist, Such 
Differences are Justified by a Risk Rationale or a Clear Rationale

Documents / publications referring to food safety and quality standards identifying references to 
Codex.

Risk Assessments Supporting Standards / Technical Requirements Developed and Accessible such as risk 
assessment validating the adoption of a MRL for a Veterinary Drug Reside

Risk Assessments published or made available for food safety and nutrition standards, in 
particular for those differing from Codex.

Processes and Protocols to Develop Food Safety and Quality Standards are Clear / Accessible to All Stakeholders 
including 

Decision-making Process / Governance for Food Standards Discussion and Adoption Available to All 
Stakeholders (aspect that will be assessed in other areas of performance)

Documents / Notes / Minutes corroborating the existence of food standards decision-making 
processes / procedures – for example: minutes of Committee meetings.

WTO notifications for standards



3 – Horizontal Standard Setting 12

Conditions of Operations of Food Business Operators in 
Accordance with the  Preventive Approach
q Regulatory Requirements for Pre-Requisite Programs
q Preventive Controls : GHP, GAP, GMP
q Traceability Requirements

Application of These Requirements Incrementally
q Sector-Driven Approach
q Conditions underpinning Licensing Operations

Rules allowing the Identification of FBOs
q Supports the identification of Who Does What ? 
q Supports Inspection Systems
q Supports Incident Management 

Traceability

Preventive Controls 
e.g. HACCP, TACCP

Pre-Requisite 
Programs (PRPs)



4 – Compliance Verification and Enforcement
Enhance Food Inspection Capacity for Domestic Establishments, Imported and 
Exported Goods
qReview the current food inspection model, as part of the compliance and enforcement policy of 

the Competent Authority 
qApply a risk-based approach: measure commensurate with the risk – incremental approach

§ E.g. VADE approach (Voluntary compliance, Assisted compliance, Directed compliance and Enforced 
Compliance)

Enhance Food Safety Incident and Foodborne Illness Management
qDevelop and adopt procedures for (food safety) incident management (including measures to 

collect data, coordinate actions, assess results and formulate options for decision-making in the 
context of food safety incident management)  

qDevelop and Adopt Relevant procedures and protocols in a manner that is adapted to the 
structure of the food control system and involved partners (e.g. multiagency system versus 
single agency jurisdictions) – e.g. recall procedure, emergency response protocols

qTrain Personnel to address food safety incidents and emergencies, including the simulation of 
foodborne illness outbreaks
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Inspection / Conformity Assessment Model

qChoose your Inspection Model : 

§ Competent Authority Driven 

§ Third Party Driven 

§ Hybrid: With Space to Both Options 

14



Paradigm Shift: Promote Compliance – VADE Approach

A primary vehicle for introducing new legislation and achieving behaviour change

1. Voluntary compliance
§ Achieved through education, engagement, communication

2. Assisted compliance
§ interventions heavily reliant on monitoring, support to compliance

3. Directed compliance
§ range of tools to direct a desired behaviour change : Corrective Action

4. Enforced compliance

§ “iron fist” / application of full extent of the law

15



Integrated Food Regulatory Program Operationalization

Regulatory 
Requirements

•Industry Develops Food Safety Management Plans in Accordance with Projected 
Regulatory Requirements

•Development of Minimum Requirements (conditions of licensing) and “higher 
requirements” that can create incentives for the sector

Procedures and 
Protocols of 

Implementation 

•Internal Procedures and Protocols of Assessment. 

Compliance 
Promotion / 
Enforcement

•Compliance Promotion: Promote adoption of enhanced safety practices - Training of 
Industry.

•Develop compliance policy (what happens if not compliant with certain provisions).
•Training of Inspectors / Enforcement Officers

Regulatory 
requirements: 

Support Enhanced 
Industry Practices

Internal 
Procedures of 

Implementation

Deployment of 
Food Regulatory 

Measures 



New Zealand Example: Risk-based Programs Under the Food Act

qRegulatory reform strives for risk-
based / outcome-based standards 
with rewards for performance

qThe business operator has primary 
responsibility for demonstrating
safe and suitable food

qHACCP principles / Preventive 
Control Principles are paramount

qThe operator pays for 
performance-based verification
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Custom food control plan
High risk, individualised management
E.g. manufacturers of higher risk food

Flexible, supports innovation
Subject to evaluation

Template food control plan
High risk, common processes
E.g. restaurants, cafes, caterers, supermarkets, 
butchers

Written plan – but focus on ‘tell me what

National programmes
3 levels, moderate to low risk 
E.g. manufacturers of lower risk food, 
horticulture, retailers of prepacked food

‘Just tell me what to do’



Indicators of Success of a Food Regulatory Program

q Compliant Sector: Minimum Use of Enforcement 
Measures 

qMost Interventions are Preventive in Nature not Reactive 
qDegree of Collaborative Approaches between Food 

Regulators and Regulated Parties 
qAll Parties Operate in an Environment that is : 

§ Predictable : outcomes of decision-making driven by 
evidence – and can be reached by either party of the 
regulatory  system

§ Risk-Based: Actions / Interventions are guided by risk for 
prioritization and implementation
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What is a Compliance and Enforcement Policy?

Document that Specifies and Describes

Principles of Interventions

Steps in Implementing New Rules

Resources and Guidance 
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Always Observing the VADE Approach
1. Voluntary compliance

qAchieved through education, 
engagement, communication

1. Assisted compliance

qinterventions heavily reliant on 
monitoring, support to 
compliance

1. Directed compliance

qrange of tools to direct a desired 
behaviour change : Corrective 
Action

1. Enforced compliance

q “iron fist” / application of full 
extent of the law

20

• Use of the Full Force of the Law  Enforced 
Compliance

• Deter Deviations through Directed 
Action: Formal warnings, conditional 
operations etc..

Directed 
Compliance 

• Assistance provided to comply, 
with enhanced monitoring and 
assessment ; corrective action, 
education and support 

Assisted Compliance 

• Inform, provide 
education and 
awareness, guidance, 
promote best practices 

Voluntary Compliance 
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Structuring Incident Management and Enforcement Approach 

Inspection

• Inspection Protocols Established and 
Executed 

Investigation 

• Non-Compliance Incidents are Identified, 
Investigated and Documented 

Management 
Decision

• Risk-Based Management Decisions In
te
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e 
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5 – Food (Safety) incident Management 22

Source: FAO-WHO Framework for Developing National Food Safety 
Emergency Response Plans

Incident management:
refers to a series of measures 
enacted to manage the risk to 

consumers from unsafe / 
unsuitable food in a timely 

and effective manner.



Development of an Incident Management Framework 23

INCIDENT
Ongoing Basis

Foodborne Illness related 
or not 

EMERGENCY
Exceptional Approach

Set measures to 
manage the risks to 

consumers from 
unsafe / unsuitable 
food in a timely and 

effective manner



C o m m o d i t y F o o d
Re g u l a t o r y P ro g ra m

Dairy

Fresh Fruit and Vegetables

M
eat  Value Chain 

Processed Food Sector 
(w

ith subdivisions as needed)

Aquaculture  Value Chain

Street Vendors / W
et M

arkets, etc.

F O O D L E G I S L A T I O N & R E G U L A T I O N S

Building a Robust & Integrated Food Regulatory Operation



Operations of the Food Competent Authority 
An Effective Food Safety Competent Authority: 

qAnchors its actions and operations in a robust legislative and regulatory framework 
that enables it to “develop, establish, implement, maintain and enforce a national 
food control system”. 

qBases its food safety decisions un the application of 
the Risk Analysis Principles. 

qEnsures effective food regulatory operations both for 
standard setting and compliance and enforcement

qIs supported by a focused: 
§ Scientific capacity for risk assessment and 
§ Laboratory operations.
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