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We have written this workbook to assist in the implementation of your
BRCGS Packaging Safety and Quality Management System. The
workbook is divided into 8 steps that are designed to assist you in

implementing your packaging safety and quality management system
effectively:

v' Step One: Introduction to the BRCGS Packaging Safety and
Quality Management System

v’ Step Two: Senior Management Implementation
v’ Step Three: Implementation Plan

v’ Step Four: Packaging Safety and Quality Management System
v’ Step Five: HARA Implementation

v’ Step Six: BRCGS Implementation & Training
v’ Step Seven: Internal Auditing/System Assessment
v’ Step Eight: Final Steps to BRCGS Certification
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The Workbook guides you through the process of implementing our BRC
Packaging Safety and Quality Management System, which is an ideal

package for Food Packaging Manufacturers looking to meet BRC Global
Standard (Issue 7) for Packaging Materials.
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This comprehensive package contains:

v' Comprehensive Packaging Safety and Quality Procedures
v PSQMS Record Templates

v HARA Manual
v' Laboratory Quality Manual
v" Training Modules and Exams

- BRCGS Packaging Safety and Quality Management System
- Internal Audit Training

- HACCP Training
v" Verification and Validation Record Templates
v" Free online technical support via e-mail and/or Skype

As a preliminary to Step 1 we recommend that the you obtain a copy of
the current issue of the BRCGS Global Standard for Packaging and
Packaqging Materials Issue 7
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Step 2: Senior Management Implementation

A Senior Management Implementation checklist is provided that
establishes your Packaging Safety and Quality Management System
fundamentals including Safety Policies and Obijectives.

The checklist guides Senior Management:

v in planning the establishment of the Packaging Safety and
Quality Management System

v" in providing adequate support to establish the Packaging Safety
and Quality Management System

v" in ensuring there is adequate infrastructure and work
environment

v" in allocating responsibility and authority

This stage requires the Senior Management to meet and establish the
foundations for the Packaging Safety and Quality Management System:

v

v

v

v
v
v
v

v

Formulating a checklist of Customer, Regulatory, Statutory and
other relevant requirements

Decide which requirements the company should address and
develop relevant policies.

Based on the Packaging Safety and Quality Policy Management
Policies establish Packaging Safety and Quality Objectives
Define the scope and boundaries of the Packaging Safety and
Quality Management System

Plan the establishment of the Packaging Safety and Quality
Management System using the project planner

Provide adequate support to establish the Packaging Safety and
Quality Management System

Ensure there is adequate infrastructure and work environment
Allocate responsibility and authority

Assess, plan and establish appropriate internal and external
communication channels

Defining and maintaining a plan for the development and
continuing improvement of a product safety and quality culture

As a decision has already been made to implement a system compliant
with the BRC Global Standard for Packaging Materials, the Senior
Management meeting should consider the requirements of the Standard
for Senior Management which are summarised in the table and should
be read direct from the Standard.
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Senior Management Packaging Safety and Quality Management System
Implementation Meeting

Set Date, Time and Venue

Agenda

1.  Formulating a checklist of Customer, Regulatory, Statutory and
other relevant requirements

2. Decide which requirements the company should address and
develop relevant policies.

3. Based on the Packaging Safety and Quality Policy Management
Policies establish Packaging Safety and Quality Objectives

4. Define the scope and boundaries of the Packaging Safety and
Quality Management System

5. Plan the establishment of the Packaging Safety and Quality
Management System using the project planner

6. Provide adequate support to establish the Packaging Safety and

Quality Management System

Ensure there is adequate infrastructure and work environment

Allocate responsibility and authority

Assess, plan and establish appropriate internal and external

communication channels

10. Defining and maintaining a plan for the development and continuing
improvement of a product safety and quality culture

© N

Attendees:
Senior Management Team
Job Title Name Role in Team
Chief Executive Chairman
General Manager Deputy Chair
Operations Manager Operations Reporting
Quality Manager Packaging Safety and Quality Reporting
Planning Manager Planning and Capacity Reporting
Distribution Manager Distribution Reporting
Maintenance Manager Services and Engineering Provision
Finance Manager Financial Reporting
Human Resources Manager Resource reporting
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Senior Management Packaging Safety and Quality Management System
Implementation Checklist

The Senior Management Packaging Safety and Quality Management
System Implementation Meeting should follow the guidelines of the
Senior Management Implementation Checklist:

Senior management formulate a checklist of Customer, Regulatory, Statutory
and other relevant requirements

Customer/Regulatory/Statutory/Other Record Details

XYZ Customer Requires this

BRCGS Global Standard for Packaging
Materials Issue 7

Action Regulations for materials in contact with
(i) food

Senior Management decides which Packaging Safety and Quality requirements
the company should address and develop relevant policies.

Requirement Policy Details

Action

(if)
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At a later stage Senior Management will be required to carry out a management review

After implementation and verification Senior Management take action to continually
improve the Packaging Safety and Quality Management System

The outputs from this meeting will be:

v Packaging Safety and Quality Policy

v Packaging Safety and Quality Objectives

v Defined Scope

v A Developed Project Planner

v Support Plan for Implementation/Training

v Plans for Infrastructure/Work Environment/Prerequisites

v" Allocation of Responsibility/Authority

v Defined Communication Channels

v A plan for the development and continuing improvement of a
product safety and quality culture
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Senior Management can choose/adapt the templates supplied with the
system to assist in documenting policies and objectives:
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Product Safety & Quality Policy

The company’s product safety and quality policy is to provide competitive products and
services of the highest standards of performance and reliability thus ensuring product
safety, legality, regulatory compliance and quality. By achieving this goal, the company
will consistently satisfy the mutually agreed needs and expectations of its customers,
achieve business success and ensure that our products are always safe and conform to
statutory and regulatory requirements.

This is achieved through the and i of a site
product quality and safety culture and the adoption of a Packaging Safety and Quality
Management System containing quality and safety policies and procedures that meet
the requirements of the BRCGS Global Standard for Packaging Materials and industry
best practices so ensuring that products always meet customer and legal requirements
in the country of manufacture and of use where known.

It is company policy to follow safe working practices and procedures developed
through effective hazard assessment, training and experience. In order to achieve
these aims, a robust Hazard Analysis Risk Assessment (HARA) System has been
introduced following a full hazard analysis of all operations. All instructions and control
mechanisms within Hazard Analysis Risk Assessment Plans are designed to control any
risk to product safety.

To ensure success of this policy Senior Management are directly responsible for

product safety and quality by ensuring isation and support,
and facilities, training and education of all employees, reviewing and auditing
and driving i i tailed isati

arrangements and product quality and safety responsibilities for all levels of
management are contained in the quality and safety manual.

Achievement of this policy involves all staff being individually responsible for the
quality of their work, resulting in a continual improvement culture and working
environment for all. All employees are provided with the safety training necessary to
enable them to perform their tasks and are responsible for ensuring that they do so in
a safe hygienic manner so that the safety of the product they handle is not put at risk.

All are required to co-operate with any ised person to ensure that
statutory and regulatory obligations are properly complied with.
Document Reference Product Safety & Quality Policy PSM 1.1.1
Revision 0 28" October 2024 B
Owned by: General Manager
Authorised by: Chief Executive /
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Product Safety & Quality Objectives

a)  Tomaintain a standard of manufacturing that complies with the BRCGS Global
Standard for Packaging Materials.

b)  To ensure that all food packaging is produced, stored, handled and transported
in accordance with relevant customer and legislative requirements.

o To ensure that all premises used for the preparation of food packaging are
registered with the appropriate Local Authority as appropriate.

d)  Toensure that all risks associated with food packaging provision are reduced to a
tolerable level.

e) To ensure that all food packaging handlers have received basic food hygiene

training.
f) To ensure at all times that there is an authorised release of products only when
they have been as ing with agreed i

8) To ensure at all times that product released into the market place complies with
relevant customer, statutory and regulatory requirements.

h)  To endeavour, at all times, to maximize customer satisfaction and reduce
complaint levels by 10% year on year.

i) Topro-actively promote and a culture of
within the company by measuring performance and taking action meet the
following criteria:

- > 98% food packaging safety audit score
© - 100% investigation of incidences of ill health or injury.
- < 1% downgraded product
- >99.9% compliance with microbiological criteria
- No major GMP non-conformances

Chief Executive

Date

Objectives are regularly monitored and reviewed annually as a minimum. The results of
monitoring are reported to the site’s senior management.
Document Reference Product Safety and Quality Objectives PSM 1.1.3
Revision 0 28" October 2024
Owned by: General Manager /
Authorised by: Chief Executive S
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Senior Management Define the Scope of the Packaging Safety and
Quality Management System:

The scope of the Packaging Safety and Quality Management System
includes all product categories, processes and activities conducted on
site. These requirements are aligned with the policies and objectives of
the site and include those of the following standards:

Quality - ISO 9001:2015
Safety - BRCGS Global Standard for Packaging Materials Issue 7

The scope of the Packaging Safety and Quality Management System
includes all customer, statutory and regulatory documents applicable to
the business:

- Food Packaging Regulations
- National/International Standards
- Customer Codes of Practice

The company has a system in place through the Industry Federation to
ensure that it is kept informed of all relevant legislation, food packaging
safety issues, legislative scientific and technical developments and
Industry Codes of Practice applicable in the country of production and,
where known, the country where the product will be sold. This
information is used for reference and Hazard Analysis.

Where products or services are outsourced the organisation assumes
full control of this process.

Senior Management Establish the Project Plan

Senior Management can adapt/use the template supplied with the
system to establish a Project Plan.
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Senior Management provide adequate support to establish the FSMS

Senior management establish and provide adequate support to establish
the Packaging Safety and Quality Management System including the
resource required to complete the implementation plan, establish,
implement and maintain the Packaging Safety and Quality Management
System, conduct Internal Audits and Monitor & Measure.

Senior management provide adequate support to establish the Packaging
Safety and Quality Management System

Resource requirement Details

HARA Team Leader

HARA Team

Packaging Safety and Quality

Action
Management System Steering Group

(vi)

Trainers

Internal Auditors
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Key Personnel and Nominated Deputies

Job Title

Job Holder

Nominated Deputy

Emergency Response Coordinator

HARA/HACCP Team Leader

Management Representative

General Manager

Operations Manager

Production Manager

Warehouse Manager

Maintenance Manager

Factory Safety Manager

Human Resource Manager

Quality Manager

Production Supervisor

Packing Manager

Planning Manager

Goods Receipt Manager

Design and Development Manager

Planning Manager

Customer Service Manager

Laboratory Manager

Distribution Manager

Project Manager
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Senior Management Establish a Hazard Analysis and Risk Assessment
(HARA) Team

Hazard Analysis and Risk Assessment (HARA) Team

HARA Team Name Position Qualification
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Senior Management Establish Product Withdrawal/Incident

Management/Product Recall Team(s)

Product Withdrawal/Incident Management/Product Recall Team(s)

Crisis

Name

Crisis
Coordinator

Contact Details

Fire or Site evacuation

Health and
Safety Manager

Utility Supply failure

Maintenance

Manager
IT systems failure Ol\ﬁeratlons
anager
Water Supply Contamination Quality Manager
Breaches of security I\(/?eneral
anager
Distribution Failure Distribution
Manager
Bomb Threat or similar General
Manager
Bioterrorism Chief Executive
Extortion or Sabotage General
Manager

Product quality or safety

Quality Manager
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Senior Management should have directed the Packaging Safety and Quality Management System
Implementation Steering Group as to the requirements and an overview of the Implementation Plan.
The Steering Group now take over and are responsible for the Implementation Plans.
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24 HARA 2.4.1 Flow Diagram

25 HARA 2.4.2 Flow Diagram Verification

26 HARA 2.5.1 Hazard Identification

27 HARA 2.5.2 Hazard Assessment

28 HARA 2.5.2 Hazard Assessment Form

29 HARA 2.5.3 Identification of Control Measures

30 HARA 2.6.1 CODEX Decision Tree

31 HARA 2.6.1 Determine the Critical Control Measures

32 HARA 2.7 Establishing Validated Critical Limits for each CCM
33 HARA 2.8 Establishing a Monitoril for each CCM

34 HARA 2.9 Establishing a Corrective Action Plan

35 HARA 2.10 Validating the HARA Plan and Establishing Verification
36 HARA 2.11 Establishing HARA Documents and Records

37
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55 PSM 3.12b Management of Incidents
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Step Four: Packaging Safety and Quality Management System

Our Packaging Safety and Quality Management System contains a
comprehensive BRC compliant documentation package. In this bundle

of certification tools, you will find:

v Packaging Safety Quality Manual containing a set
comprehensive procedures and an extensive range of record

templates.

v" HARA manual including essential HACCP documents.
v’ Laboratory manual including sample procedures and records.

At this stage you can choose to implement all the procedures supplied or
pick out those where your system is deficient.

The Packaging Safety Quality Manual contains comprehensive top-level
procedures templates that form the foundations of your Packaging
Safety and Quality Management System, so you don't have to spend
1,000's of hours writing compliant procedures:

MDEw 08 ~
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Introduction

The company has planned, established, documented and implemented a Packaging Safety and Quality
Management System for the site in accordance with legislation, international standards and best
industry practice.

Scope

The scope of the Packaging Safety and Quality Management System includes all product categories,
processes and activities conducted on site.

Due diligence

The Packaging Safety & Quality Manual demonstrates due diligence of the company in the effective
development and implementation of the packaging safety and quality management system,
documents are translated into appropriate languages as necessary. These documents are fully
supported by the completion of the records specified in this manual for the monitoring of planned
activities, maintenance and verification of control measures and by taking effective actions when non-
conformity is encountered.

Food Packaging Safety

The company is committed to supplying safe packaging to the food chain. As part of this
commitment, all products and processes used in the manufacture of food grade products are subject
to hazard analysis based on the Codex Alimentarius guidelines to the application of a Hazard Analysis
and Risk Assessment (HARA) System. All food safety hazards, that may reasonably be expected to
oceur, are identified by this process and are then fully evaluated and controlled so that our products
do not represent a direct or indirect risk to the consumer. New information regarding food safety
hazards is continually reviewed by the HARA team to ensure that the HARA system and the packaging
safety and quality management systems are continually updated and comply with the latest food
packaging safety requirements.

Should the company be required to outsource any process that may affect product conformity to the
defined standards of the Packaging Safety and Quality Management System then the site will assume
control over this process. This is fully defined in all Sub-Contract Agreements.

Communication

The company has and clear levels of ication for suppliers,

contractors, customers, regulatory authorities and staff within the packaging safety and quality
management system.
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Detailed i and food safety ities for all levels of
management are contained in the quality and hygiene manual. The scope of the communication
procedures applies to all members of staff, both full time and temporary.

The Management Representative for Packaging Safety and Quality is the Quality Manager, who
retains responsibility and authority for external communication and liaison regarding the packaging

safety and quality system. This ibility for ion extends to ensuring
there is sufficient information relating to food safety and quality throughout the food chain. This
ion includes , contracts, specifications, product

food safety leaflets, labelling advice and reports.
Procedure
These processes and their interaction are documented within this manual and its procedures.

‘The top-level procedures of the Packaging Safety and Quality Management System Procedures are
pre-fixed PSM and are as follows:

PSM 1 Senior Management Commitment
PSM 1.1.1 Product Safety and Quality Policy

PSM 1.1.2 Food Safety Culture

PSM 1.1.3 Confidential Reporting System

PSM 1.1.4 Product Safety and Quality Objectives

PSM 1.2 Management Review

PSM 1.3 Responsibility and Authority

PSM 2 Hazard Analysis and Risk Management System
PSM 3.1 Product Safety and Quality Management System
PSM 3.2 Document Control

PSM 3.3 Record Control

PSM 3.4 Specifications

PSM 3.5 Internal Audits

PSM 3.6 Supplier Approval and Monitoring

PSM 3.7 Product Vulnerability, Claims & Chain of Custody
PSM 3.8 Management of Outsourced Processes

PSM 3.9 Suppliers of Services

PSM 3.10 Traceability

PSM 3.11 Control of Non-Conforming Materials

PSM 3.12 Complaint Handling

PSM 3.13Corrective Action and Preventive Action

PSM 3.13 Appendix Root Cause Analysis

+ 100%
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Packaqging Safety and Quality Management System Document
Implementation

Packaging Safety and Quality Management System Implementation
Tasks can be completed by the Team using the Product Safety and
Quality Management System Procedure templates:

The top-level procedures of the Packaging Safety and Quality
Management System are as follows:

Section 1 Senior Management Commitment
PSM 1 Senior Management Commitment

PSM 1.1.1 Product Safety and Quality Policy
PSM 1.1.2 Food Safety Culture

PSM 1.1.3 Confidential Reporting System

PSM 1.1.4 Product Safety and Quality Objectives
PSM 1.2 Management Review

PSM 1.3 Responsibility and Authority

74 PSM 1.1.2 FS Culture - Expected Behaviours v Search i Presantation ©r
s Animations  Slide Show Review View &t Share v

. Slide1of17  English (United Kingdom) E E = i)
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Section 3 Product Safety and Quality Management
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Introduction

The company has established, documented and implemented procedures for the approval and
monitoring of suppliers, which are maintained in order to ensure all purchased materials conform to
agreed specifications in order that the quality and safety of the end product is not compromised.

This is achieved by:

A defined Purchasing Procedure
Supplier Assurance and Approval

Verification of Raw Materials and Purchased products
Material and Service specifications

Scope

The scope of the procedures for supplier monitoring and approval includes all purchasing activities
that have an impact on the Packaging Safety and Quality Management System. Subcontracted
processes are managed as per PSM 3.8 Management of Outsourced Processes and suppliers of
services as per PSM 3.9 Management of Suppliers of Services.

Procedure

Initially suppliers are used because of their historic service record including Quality/Safety

Customer or Price. This 'g point for an approved supplier list.
With the implementation of a controlled approved supplier list, suppliers who do not reliably achieve
specification are either delisted or if critical to the business, are given technical support to become
reliable. New suppliers are only added to the list following successful sampling and technical
approval. Customers can add a nominated supplier to the list. This nomination may be overruled
where product safety could be jeopardised.

Materials and Services can only be purchased using the Approved Supplier List. Orders for materials,
inks, dyes, chemicals, and packaging are raised and consignments of approved materials are called off
from approved suppliers against planned product order requirements.

The Approved Supplier List is maintained by the Quality Manager and includes details of the material
or service the supplier is approved to supply. Suppliers can only be added to this list after passing
through the Supplier Approval procedure. Suppliers can be delisted following supplier audits or poor
service levels. Rejected suppliers should be kept on the supplier data as delisted in order to help
identify delisted suppliers reapplying for inclusion.
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PSM 3.1 Product Safety and Quality Management System
PSM 3.2 Document Control
PSM 3.3 Record Control
PSM 3.4 Specifications
PSM 3.5 Internal Audits
PSM 3.6 Supplier Approval and Monitoring

PSM 3.7 Product Vulnerability, Claims & Chain of Custody
PSM 3.8 Management of Outsourced Processes

PSM 3.9 Suppliers of Services
PSM 3.10 Traceability

PSM 3.11 Control of Non-Conforming Materials
PSM 3.12 Complaint Handling
PSM 3.13Corrective Action and Preventive Action
PSM 3.13 Appendix Root Cause Analysis

PSM 3.13 Appendix Corrective Action Request
PSM 3.13 Appendix Preventative Action Request
PSM 3.13a Product Withdrawal Procedure

PSM 3.12b Management of Incidents
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New materials, services and suppliers are initially selected by the Purchasing Manager, who is
responsible for selection of vendors and subcontractors, and for negotiating supply contracts. On
selecting a new material, service or supplier the Planning Manager requests approval from the Quality
Manager. All new materials are then subject to the Design and Development Procedure. The new
material, service or supplier is assessed by the HARA team then approved by the Quality Manager
prior to supply. Criteria for selection, evaluation and approval of suppliers are recorded.

Supplier assessment includes evaluation of HACCP systems, product safety information, traceability
systems and legislative requirements. Key suppliers critical to food safety authenticity, legality and
quality are audited by a competent qualified auditor at least annually with a scope to include product
safety, traceability and prerequisite controls or are required to  valid certification to the applicable
BRCGS Global Standard or a standard benchmarked by the Global Food Safety Initiative (GFSI). For
approval based on certification the Quality Manager is responsible for confirming the validity of the
certificate and that the scope of the certification includes the raw materials purchased.

Where supplier audits are sub-contracted and completed by a 2nd or 3rd party, the company:

verifies the competency of the auditor

ensures that the scope of the audit includes product safety, traceability and prerequisite
controls

retains and reviews the full audit report

In certain circumstances certification to a globally recognised quality management system that
incorporates an assessment of traceability and confirmation that products supplied are safe and legal
(such as a declaration of compliance) and a scope that includes the raw materials purchased will be
acceptable based on the Quality Manager's approval.

Where raw materials are purchased from agents or brokers the identity of the last manufacturer or

packer must be known and the manufacturer or packer subject to the same approval process.

Purchases via agents and brokers are managed to ensure that the information for approval of the

original packer o idator is obtained from the unless the broker is

certified to the BRCGS Global Standard for Agents and Brokers or a relevant standard benchmarked by
FSl.

For suppliers of materials that have been assessed to be low risk a completed supplier questionnaire
(including product safety, verification of traceability systems and prerequisite controls) may be used
for initial approval and then reissued and reviewed when there are changes and at a minimum every 3
are reviewed and approved by the Quality

years. All d supplier-provided
Manager.

y: Quality Manaj

Authorised by

. 100%
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Packaqging Safety and Quality Management System Record Templates

A comprehensive range of easy to use Packaging Safety and Quality
Management System record templates are provided which can be used

or adapted as required.

< PSMS Records

Name

a

QMR 001 Management Review Record.docx
“ QMR 002 Training Record.docx

QMR 003 Product Realisation Record.docx
QMR 004 Design and Development.docx

- QMR 005 Supplier Evaluation Form.docx

QMR 005 Supplier Evaluation Summary.docx

QMR 006 Process Validation Record.docx

QMR 007 Identification and Traceability Form.docx

QMR 008 Register of Customer Property.docx

QMR 009 Calibration Record.docx

QMR 010 Food Packaging Safety Quality System Audit Form.docx
QMR 010 Food Safety Quality System Audit Form.docx

- QMR 011 Non-Conformance Record.docx

QMR 012 Corrective Action Request.docx

QMR 013 Preventative Action Request.docx
- QMR 014 Supplier Self Assessment Form.docx

QMR 015 Equipment Commissioning Checklist.docx
QMR 016 Return to Work Form.docx

QMR 017 Hygiene Policy Staff Training Record.docx
QMR 018 Complaint Investigation Form.docx

QMR 019 Audit Checklist.docx

QMR 019 Prerequisite Audit Form.docx

QMR 020 Knife Control Record.docx

QMR 021 Knife Breakage Report.docx

QMR 022 Goods In Inspection Record.docx

QMR 023 Equipment Cleaning Procedure and Record.docx
QMR 024 Glass Breakage Record.docx

QMR 025 Metal Detection Record.docx

| QMR 026 First Aid Dressing Issue Record.docx

QMR 027 Cleaning Schedule.docx

QMR 028 Cleaning Record.docx

QMR 029 Engineering Hygiene Clearance Record.docx
QMR 030 Glass and Brittle Plastic Register.docx
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Name

' QMR 030 Glass and Brittle Plastic Register.docx

QMR 031 GMP Audit Checklist.docx
QMR 032 Vehicle Hygiene Inspection Record.docx

" QMR 033 Outgoing Vehicle Inspection Record.docx
"~ QMR 034 Pre Employment Medical Questionnaire.docx
| QMR 035 Visitor Questionnaire.docx

QMR 036 Product Recall Record.docx

' QMR 037 QC Online Check Sheet.docx

QMR 038 Packaging Line Cleaning Record.docx
QMR 039 Goods In QA Clearance Label.docx
QMR 040 Maintenance Work Hygiene Clearance Form.docx

~ QMR 041 Changing Room Cleaning Record.docx

QMR 042 Cleaning Equipment Colour Coding Chart.pdf

' QMR 043 Daily Cleaning Record for Toilets and Changing Rooms.docx
' QMR 044 Drain Cleaning Procedure Filler Areas.docx

QMR 045 General Cleaning Procedure.docx

QMR 046 Product QA Clearance Label.docx

QMR 047 CIP Programmes Log.xIsx
QMR 047 Process Change Approval Record.docx
QMR 048 Minor Process Change Approval Record.docx

~ QMR 048 Sample Filler Cleaning Record.docx

QMR 049 Pipe Diameter Flow Rate Conversion Table.xIsx

- QMR 050 QC Online Check Sheet.docx
QMR 051 Non Conformance Notification.docx

QMR 052 CIP Chemical Log.docx
QMR 053 Double Hold Label.docx
QMR 054 Supplier Register.xlsx

~ QMR 055 Chemical Register.docx

QMR 056 Non Approved Supplier Sample Plan.docx
QMR 057 Warehouse Cleaning Record.docx
QMR 058 Product Recall Trace.docx

~ QMR 059 Product Recall Test Record.docx
" QMR 060 Document Master List.docx

i~
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Step Five: HARA/HACCP Implementation

HARA Implementation Tasks

HARA Implementation Tasks are to be completed by the HARA Team
using the guidelines included in this HARA Implementation Section. We
will go through the task by section as the requirements are listed in
Section 2 of the BRC Standard

HACCP Training

A PowerPoint HACCP training presentation is supplied to train your
HARA team in the preliminary steps to a Hazard analysis, the principles
of HACCP and Instructions in implementing your HACCP system. There
is also a HARA Planning Tool.

www.ifsgn.com
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HARA Manual

The HARA System is implemented by following Packaging Safety and
Quality Management System Procedure PSM 2 Hazard and Risk
Management System and using the following documents which are
found in the HARA Manual:

Hazard Analysis Risk Assessment Planner & Instructions
HARA 2.1.1 HARA Team

HARA 2.2 Prerequisites

HARA 2.3.1 Scope and Information

HARA 2.3.2 Product Description

HARA 2.4 Construction of Flow Diagrams

HARA 2.4.1 Flow Diagram

HARA 2.4.2 Flow Diagram Verification

HARA 2.5.1 Hazard ldentification

HARA 2.5.2 Hazard Assessment

HARA 2.5.2 Hazard Assessment Form

HARA 2.5.3 Identification of Control Measures

HARA 2.6.1 CODEX Decision Tree

HARA 2.6.1 Determine the Critical Control Measures

HARA 2.7 Establishing Validated Critical Limits for each CCM
HARA 2.8 Establishing a Monitoring System for each CCM
HARA 2.9 Establishing a Corrective Action Plan

HARA 2.10 Validating the HARA Plan and Establishing Verification
Procedures

HARA 2.11 Establishing HARA Documents and Records

o MAw- U B 5 APsM2HmA.. Q- Soarch in Document .
Home Insert Design Layout References Mallings Review View &+ Share v
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HARA Implementation Guide Section 2.1.1 HARA Team

A core multidisciplinary team should be utilised within the company to
develop the Packaging Safety and Quality Management System. This
core team should be supplemented by other staff when specific areas or
products are being analysed. The team need to have knowledge and
experience of HACCP, Products, the Process, the Equipment, and
Hazards and in developing and implementing a packaging safety
management system. The HARA Team Leader needs to be able to
demonstrate competence in the understanding of HACCP principles and
their application. Key personnel identified as HACCP team members
should be HACCP trained and have appropriate experience, all of which
should be documented on the HACCP teams training records. Expert
external assistance may be used as an aid, but management of the
system should remain the responsibility of the site.

A typical HARA Team may include:

Team Member HACCP Training
Quality Manager Advanced

Laboratory Manager Intermediate
Warehouse Manager Intermediate
Engineering Manager Intermediate

Production Manager Intermediate

HARA Team
HARA Team Name Position Qualification
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HARA 2.4.2 Flow Diagram Verification

The HARA team need to verify the edited HARA 2.4.1 Flow Diagrams.

M a - & ¥ i HARA242.. Q- ©-

Home Insert Design Layout References Mailings Review View wt Share v
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Flow Diagram Verification

Each flow diagram is confirmed physically on site initially and at least once per year and following any
significant incidents or process changes by the HARA team who conduct a walk through verifying all steps in the
process flow diagram.
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The HARA team are responsible for ensuring the Flow Diagrams are accurate and clearly show the correct
sequence and interaction of all steps and outsourced processes. The HARA Team follow the actual physical
process on site to verify the flow diagram accuracy and sign the form below to confirm it is accurate.

Sign to Confirm Physical

) Taom e Hame Verification of Flow Diagram 1

Date

Quality Manager

Warehouse Manager

Distribution Manager

Maintenance Manager

Production Manager

Document Reference HARA 2.4.2 Flow Diagram Verification =

P e\
Revision 0_1%* November 2024 (('//\\ \
Owned by: Quality Manager \

&
Authorised by: General Manager

Page 10f 1 115 Words [ =2

+ 100%
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HARA 2.5.2 Hazard Assessment Form

The HARA team can use HARA 2.5.2 Hazard Assessment Form
or the Hazard Risk Assessment Planner for this assessment

MaE wv- T HARA 2.5.2 Hazard Assessment Form [Compatibility Mode] (@]

Home Insert Design Layout References Mailings Review View &+ Share v

Hazard Assessment Form Hazard Assessment Form
Step Number | J— I * 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
o 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).
o Hazard ** 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.
Hazard Category | Physical | Chemical | Biological | Allergen | Radiological
***Consider whether the control measure at this step works in combination with a control
Control Measure measure at another step to control the same hazard, in which case both steps should be
d considered as CCPs.
Comments
****Return to the beginning of the decision tree after a new hazard analysis.
Acceptable level
in End Product Condlusion
Hazard N HARA Plan
{kakhood 1Not Likely 3 Probable Prorequi Programme i
= 1Not Seek Alternative |
Hazard Severity | goyere 350 Comments:
Hazard 3
15 Significance Go to Decision Tree
For Significant Hazards Scoring 9 Go to Decision Tree
CODEX 2022 Decision Tree
© Question 1: Can the significant hazard be controlled to an acceptable level at this step by
prerequisite programs (e.g. 0
No—goto | Yes, then stop, not a CCP. This Significant Hazard is controlled by a Prerequisite
Question 2| Programme.
Question 2: Do specific control measures for an identified significant hazard exist at this step?
Yes— Go to | No, then stop, not a CCP. Subsequent steps should be evaluated for a CCP**.
Question 3
Question 3: Will a subsequent step prevent or eliminate the identified significant hazard or
reduce it to an acceptable level?
w© No-Goto | Yes-Thatsubsequent step should be a CCP.
Question 4
Question 4: Can this step specifically prevent or eliminate the identified significant hazard or
reduce it to an acceptable level? ***
No —Modify the step, process or product to | Yes ~ This step is a Critical Control Point
= implement a control measure ****
Document Reference HARA 2.5.2 Hazard Assessment Form Document Reference HARA 2.5.2 Hazard Assessment Form
Revision 0 1% December 2024 Revision 0_1* December 2024
= Owned by: Quality Manager Owned by: Quality Manager
B Authorised by: General Manager Authorised by: General Manager
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HARA 2.6.1 CODEX Decision Tree

ME <& 8 ¥ & HARA261.. Q- ©-
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Determine the Critical Control Measures

The CODEX Decision Tree

Figure | Example of a CCP decision tree - apply to each step
where & hazard is

Q. Can the sgniticant hasand e y@| This stap Is not 8 COP
comtrotiect S0 ae < eptabin level o
this ste S preTeauiute DrogeeTTTw

®

[ QL Do coec COntroi measare for p° Tris step Is not CCR:
the idoritied sigrificant hozard ewist Swbsequent staps should be
ot this shen? wvalused for 3 COP™

o

| @x Wit s sutmcasent steg crevent .° That sbescusnt steo
@ dimmaty D 1der et sgnfant shouns be & CCP
Pazard gr reduce It 20 an sctoptable
Iwvnl?

B4, Can th shep wpmcficaly frwvent Qe Medify the sTeo. proess o product
o etimnate the identhed 10 mpiement 3 conerol medsuse
FAZBTE Gf reden It 15 an actentable
v

e B | Thus stap Is & CCP

* 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 programmes such as GHPs. GHPs could be routine GHPs or GHPs that require greater
attention to control the hazard (e.g. monitoring and recording).

** 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.

Where a control point is not classified as critical, control is achieved through a prerequisite programme
specified to effectively control the identified hazard(s).

Document Reference HARA 2.6.1 Determine the Critical Control Measures
Revision 0 1* December 2024

Owned by: Quality Manager

Authorised by: General Manager
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HARA 2.7 Establishing Validated Critical Limits for each CCM

For each Critical Control Measure (CCM) the HARA Team need to
define critical limits for each CCM monitoring procedure ensuring
whenever possible critical limits are measurable. Critical Limits need to
identify clearly if the manufacturing process is in or out of control and if
the identified acceptable level of the food packaging safety hazard in the
finished product is likely to have been exceeded.

A E ©v- 3 & 5 A HARA27E.. Q- Searchin Documer ©-
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Establishing Critical Limits for each CCM

Establishing Critical Limits for each CCM

For each Critical Control Measure (CCM) the HARA Team define critical limits for each CCM monitoring
procedure ensuring whenever possible critical limits are measurable. Critical Limits identify clearly if the
manufacturing process is in or out of control and if the identified acceptable level of the food packaging
safety hazard in the finished product is likely to have been exceeded.

The critical limits are specific for each Significant Hazard identified and where more than one food safety
hazard has been identified then critical limits are established for both hazards and the most stringent limit
applied.

Critical Control Measures and Critical Limits are defined, often using guidance from the external approved
documents including codes of practice and regulatory requirements. The HARA Team justifies and

documents how critical limit levels have been determined.

Critical Limits based on subjective data such as visual inspections are supported by specific procedures,
specifications, education/training and where applicable photographs.

Validation of Critical Control Measure

Each hazard on the Significant Food Safety Hazard list is controlled by a control measure (or combination of
control measures) that prevent, eliminate or reduce the hazard to the defined acceptable levels.

The HARA team confirm that Critical Control Measures identified using the Decision Tree (or combination of
control measures) are capable of achieving the defined acceptable levels for each food safety hazard by
validation activities.

The validation provides documented proof that the Critical Control Measures at established Critical Limits
will achieve the intended control for the designated food safety hazards. Evidence is checked by the HARA
Team ensure that the Critical Control Measures (or combination of control measures) are capable of
consistently controlling the food packaging hazard to the defined acceptable level. When validation results
fail to confirm the above then the control measures are re-evaluated and appropriately modified by the
HRM Team.

These modifications may include changes to:

Control measures

Materials

Process methods

Handling requirements
Intended use of the product

AR N N NN

Document Reference HARA 2.7 Establishing Critical Limits for each CCM
Revision 0 1* December 2024

Owned by: Quality Manager

Authorised by: General Manager
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2 Hazards that are not significant are controlled by GMPs * Consider the significance of the hazard (ie., the likelihood of occurrence in the absence of control and the severity of impact of the hazard) and whether it cc
3 Hazards that have significant risk but not CCPs should be controlled by GMPs and controls verified Go to next Question “*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 ¢
4 CCP's are controlled in the HACCP plan Go to next Question *++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
5 ° o(E That next step is a CCP *+++ Modify the step, process or product to implement a control measure
. '
6 o | Modity *++*
N
7 2ol o
(R4 L
Step ' .
Step Name Hazards Identified Ve Control Measure Critical Limits
, | Number 0l o
Minimise glass in the factory and audit. Ensure glass breakage action and investigation IR 031 GMP
Glass and brittle plastics 1|3 imise glass i ory and au e e & Investigati Glass Policy and Breakage Procedures in Place Vel ne am Industry C.O.P.
9 systems are in place Audit supenvision Audit Checkist
s RS System for safe issue, return and disposal of blades. Ensure blade loss/damage action and Blade Policy, Register of Blades and Breakage Blade Register Checked | Breakage Procedure and | QMR 021 Knife dustry COP
10 ades investigation systems are in place Procedures in Place Daily Record Completed | Breakage Report industry C.0.
Pests 2|2 |a &  control systs ! No infestation Pest control proced, ! QVIR 031 GMP Industry C.O.P.
3 nsure pest control systems are in place o infestation Pest control procedures in place P amervson it Checklse industry C.O.P.
o Clearly rules and ensure Hygiene Policy in place and procedures being vei i QMR 031 GMP
12 Microbiological 303 audits followed Audit supervision Audit Checklist Industry C.0.P.
Analysed in the table are the
tamination hazard: ) . . . ) _ QVIR 031 GMP
generic contamination hazards Dust and dirt 3|26 Ensure all cleaning requirements are specified and are carried out as scheduled ¥ Clean - Cleaning procedures in place ° o ) ) Industry C.0.P.
1 that may be present Audit supervision Audit Checklist
throughout the manufacturing QMR 031 GMP
. . . 0.
5 orocas The hatards detales Wood splinters 2|3 Exclude wood from production areas ¥ Wood excluded from production areas P, amervson it Checklse Industry C.O.P.
are not process specific and - pveysey—
- are controlled by essential Hairs 3|1 Ensure hairnets and beard snoods are worn Hairnets and snoods being worn correctly udt superd Audit Checklst Industry C.0.P.
y wide procedures.
alood BB . dent red deut ) Accidents ed first aid dressings QMR 031 GMP Incustry COP.
e acci . 0.
16 nsure accidents are reporte and cuts are sultably p being used Audit supervision Audit Checkist ndustry
i QVIR 031 GMP
. ve
a Foodstuffs 3|1 Restrict food and drink to designated areas outside of production Nofood in production areas P, amersson it Checklie Industry C.O.P.
Jewellery and it 3|3 Restrict wearing of jewell d bringing of | items into production ai Y Jewel licy enforced Vi i ! QMR 031 GMP Industry C.0.P.
A ewellery and personal items strict wearing of jewellery and bringing of personal items into production areas ewellery policy enforces P it Checklee industry C.O.P.
Insect: 2|36 E  control syst inpl Doors kept shut EFKs worki MR 031, 6MP Industry C.O.P.
rei 0.
k- insects nsure pest control systems are in place oors kept shut EFKs working P o audit Checklist industry
Raw material not approved for direct Ensure that all raw material is purchased approved for 'direct food contact' and the supplier Delivery must be from an approved supplier and i RejecT I supprer = not Y TUMR 037 GooT i )
2|36 Good In Inspection approved or placeon | In Inspection Packaging Regulation
2 food contact provides all relevant specifications and certification supplied with certificate of conformity Pproved or place on inspect
e By pooT - Wb R a5 Eooa:
Only purchase the required level Delivery must be from an approved supplier and free
2| Rawmaterial source / receipt |  handling and hygiene controlsat | 2 | 3 | & |7 PV pplers w " requ v mu PP PRl Good In Inspection approved or placeon | In Inspection Industry C.O.P.
2 ) of hygiene controls. Approval Questionnaire and auditing from contar Pproved or place on Inspect
ESU7E ThaT ST TaW Tatenal s Spected Tor Gaour, Gamp of WIER UNPaCKIng Hefect i3t s RoTy v 852 6ooa
b Contaminated deliveries 13 and s stored on clean plastic pallets for issue to production. Ensure that all personal hygiene Free from contamination Good InInspection | approved or theloadis | In Inspection Industry C.O.P.
Generic by poor Ensure that all raw material remains in original packaging until issued to production. Ensure QMR 031 GMP
3 Storage of eneri " bypoor| | 3 that the stores department cleaning schedule is applied and external doors are kept closed No contamination - Packaging intact and clean ° ! 1 Industry C.O.P.
handling and hygiene controls in Stores ; Audit supervision Audit Checkist
23 ‘when not in use
Generic contamination caused by poor Ensure that all raw material is inspected for odour, damp or contamination when unpacking " R 031 GMP
4 Unpacked for production handling and hygiene controls in 3 2 | 6 | andisstored on clean plastic pallets for issue to production. Ensure that all personal hygiene No contamination - Packaging intact and clean e N QM_ N Industry C.O.P.
! Audit supenvision Audit Checkist
24 Production rules are applied
Stop line and callan R 003
) P ami HACCP Validation Study on the
) ) _ ' Hourly checksonair | engineer. Quarantine all | Product *
s Topping Off-cuts 3|3 Ensure Inverter air pressure s > 1 bar No Contamination - Air pressure > 1 bar ° effectiveness of air blower on removing
pressure product manufactured | Realisation e,
25 since last check. Record particles in inve e
< CCP 001 Process Flow = HACCP 003 Hazard List | Hazard Risk Management Planner |+
Ready - — +  100%

There is an option available in Microsoft Word Document HARA Plan Template. For simple operations, it may be

easier to use the Word version, for more complex operations the Excel version will probably work better.
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QMR 002 Training Record
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Name: Employee Number:

Company Start Date: Position:

Prior External Qualification(s), Skills & Experience:

Assessed as

ariod TEaking Details of Internal Training or External Training Course Datesof | Signed | ¢ompetent Signed
Required Training | (Trainee) (Trainer)

Weeks 1-4 Induction

Food Safety & Quality Policy Briefing

Food Safety & Quality Objectives

Health and Safety Procedure

Records monitoring and control

Food Safety Culture
Packing Procedure
Weeks 5-13 | Operating Procedure
Coding Procedure
Labelling Procedure
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Basic Training should be given to all staff and also include:

Job/Task Performance

Company Safety and Quality Policies and Procedures
Good Manufacturing Practices

Cleaning Procedures

Hazards

Site Security

Product Quality

Chemical Control

Hazard Communication

Blood borne Pathogen

Emergency Preparedness/Employee Safety
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The HARA Team should receive extra training: HACCP Training Internal
and Audit Training (Conducted in Step Seven)

At this stage of the project the Steering Group will be controlling the
Project Plan established by Senior Management and ensuring sufficient
training resource is being provided to implement the Packaging Safety
and Quality Management System and HARA Plans.
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Stage 8: Final Steps to BRC Certification

There a few final steps to achieving BRC Certification:

v Carry out a Senior Management Review

v' Carry out an assessment of your system to make sure that it
meets the requirements of the BRCGS Standard for Packaging
and Packaging Materials

Ensure any areas requiring corrective action are addressed
Choose your Certification Body

Agree a Contract with a Certification Body

On-Site Audit

Audit & Corrective Action Review

Certification & Issuing of the Audit Report

Celebrate!

Communicate your success!
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The system is supplied with PSM 1.2 Management Review Procedure
and QMR 001 Management Review Meeting Minutes which should be
used as a template.

Senior Management Review Meeting Notification

Date

Time

Venue

Agenda

1. Review of the Quality and Safety Policy

2. Review of Management Changes

3. Minutes and Follow-up actions from previous review meetings

4. Outstanding Non-conformances as a result of internal and
external audits

5. Results of external second and third-party audits

6. Trend analysis of Customer and Supplier complaints

7. Analysis of the results of verification activities including internal
hygiene and HRM plan verification audits

8. Quality Key Performance Indicators Review and trend analysis

9. Review of product safety and quality culture plan effectiveness

10. Emergencies and Accidents

11. Process performance and product conformity

12. Effectiveness of root cause analysis, corrective actions and
preventive actions

13. Safety incidents including allergen control and labelling, recalls,
withdrawals, safety or legal issues

14. Review of planning and development of the processes needed
for the realisation of safe products including changes which
could affect safety and the HRM Plan (including legislation
changes and scientific information)

15. Changes to policies and objectives

16. Communication activities and effectiveness of communication

17. Results of review and system updating

18. Review of Resources and effectiveness of Training

19. Recommended improvements

20. Customer Feedback and Sales levels are reviewed to give an
indication of trends

21. A.O.B
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Attendees:

Senior Management Team

Job Title

Name

Role in Team

Chief Executive

Chairman

General Manager

Deputy Chair

Operations Manager

Operations Reporting

Quality Manager

Food Packaging Safety and Quality
Reporting

Planning Manager

Planning and Capacity Reporting

Distribution Manager

Distribution Reporting

Maintenance Manager

Services and Engineering Provision

Finance Manager

Financial Reporting

Human Resources Manager

Resource reporting
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formulate action plans for improvement. performance against the BRCGS
Global Standard for Packaging
Attendees Materials, the objectives set and
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Operations Manager Emergencies and Accidents. - N
Engineering Manager
General Manager Process performance and product | - .
Distribution Manager conformity, review of incidents,
Quality Manager corrective actions, out-of-
specification results and non-
conforming materials
Review Inputs Corrective and preventive action - -
= _ status, review of the effectiveness
Performance, Review Corrective or Preventative of root cause analysis and
Comments & Details Action Required corrective actions.
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Review of any objectives that have | - safety or legal issues
not been met, to understand the Review of the effectiveness of the | - B
underlying reasons in order to set Hazard Analysis & Risk Assessment
future objectives and to facilitate Plans
continual improvement. Review of processes needed for - -
& Review of Management Changes. the realisation of safe quality
products including changes which
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