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RISK ASSESSMENT PACK

Strategic Risks and
Opportunities

The ISO 22000 clause 6.1 register that ties context and interested parties into planned action, with owners,
target dates and the evidence that the actions worked.

What you get

® Therisk assessment workbook (Excel)
Fully editable, with drop-down lists, automatic inherent and residual risk scoring, colour coded risk bands, a
populated worked example you can adapt, and a built in action tracker.

® The governing procedure (Word)
The SOP the risk assessment sits under, written to the same standard, ready to adopt with your company name
and approver.

® A step by step completion guide (Word)
Purpose and clauses, what to gather first, the scoring method worked through with a real example, the register
column by column, verification and review, and the mistakes auditors find most often.

® A read me first sheet (Word)
What is in the pack, who it is for, what you must edit before use, and how to get help.

Standards this pack supports
ISO 22000:2018 cl. 6.1.1, 6.1.2, 6.1.3 and 9.3

The actual risk register in this pack, shown at reduced size.

R690 | USD 34
Editable Word and Excel. Instant download.

Once off payment. No subscription.

SAATCA registered FoodBev SETA Accredited Provider No. 587/00337/1900 B-BBEE Level 1
Gqgeberha | Johannesburg | Cape Town | Nationwide, South Africa  WhatsApp +27 61 483 0381  info@ascfoodsafety.com  ascfoodsafety.com
This is a preview. The full pack is delivered as editable Microsoft Word and Excel files.
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Inside the step by step guide

Every pack includes a written guide that walks a quality manager through the scoring method, the register column by
column, residual risk, verification and review, and the mistakes auditors find most often on this subject. This is one page of
it.
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HOW TO COMPLETE THIS RISK ASSESSMENT

1. PURPOSE

This guide explains how to complete the RA24 Strategic Risks and Opportunities Risk Assessment supplied
with it. That assessment records the risks and opportunities that have to be addressed so that the food safety
management system achieves its intended results, and the actions planned to address them.

The pack contains four files: the risk assessment workbook, the governing procedure, this guide, and a Read
Me First file.

Be clear about what this register is. It is a management system risk register, not a hazard register. The NOTE
to ISO 22000:2018 clause 6.1.1 is explicit: in the context of that standard the concept of risks and
opportunities is limited to events and their consequences relating to the performance and effectiveness of the
food safety management system; public authorities are responsible for addressing public health risks; and
organisations are required to manage food safety hazards through the requirements of clause 8. So a
pathogen, a foreign body or an allergen belongs in your hazard analysis. "Objectives not achieved", "change
introduced without assessment”, "emerging hazard not identified in time" and "opportunity: automation to
reduce human error” belong here.

Completed and kept up to date, the assessment provides evidence against 1ISO 22000:2018 clause 6.1.
Clause 6.1.1 requires the organisation, when planning for the FSMS, to consider the issues referred to in 4.1
and the requirements referred to in 4.2 and 4.3, and to determine the risks and opportunities that need to be
addressed in order to a) give assurance that the FSMS can achieve its intended results, b) enhance desirable
effects, c) prevent or reduce undesired effects and d) achieve continual improvement. Clause 6.1.2 requires
the organisation to plan the actions to address them and how to integrate and implement the actions into its
FSMS processes and evaluate their effectiveness. Clause 6.1.3 requires the actions taken to be proportionate
to a) the impact on food safety requirements, b) the conformity of food products and services to customers and
c) the requirements of interested parties in the food chain.

Note the chain of clauses. This register is downsiream of the context register under clause 4.1 and the
interested parties register under clause 4.2. If those two documents do not exist, or exist and are not read, this
register has nothing to be built from and it will look like a list of general business worries. That is exactly how it
usually looks when it fails an audit.

2. BEFORE YOU START

Do not start in the workbook. Collect the following first, because every score you enter has to be defensible
from it:

- your context register under clause 4.1 and your interested parties register under clause 4.2, because clause
6.1.1 requires both to be considered here

- the scope of the management system under clause 4.3
- the food safety and guality objectives and the performance against them

- the last twelve months of internal and external audit findings, nonconformities, incidents, complaints and
corrective actions, and the trends in them
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Inside the accompanying procedure

The pack also carries the governing procedure the risk assessment sits under, written to the same house standard and
ready to adopt with your company name and approver. This is its first page.
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STRATEGIC RISKS AND OPPORTUNITIES PROCEDURE

1. PURPOSE

This procedure defines how the organization plans actions to address strategic-level (organizational) risks
and opportunities affecting the FSMS, in accordance with SO 22000:2018 Clause 6.1. This procedure
addresses risks at the FSMS [/ business level - distinct from operational food-safety hazards which are
addressed in your HACCP and OPRP hazard control plan (Hazard Control / HACCP).

2. SCOPE

Applies to risks and opportunities arising from external and internal issues (your context of the organisation
procedure), requirements of interested parties (your interested parties procedure), and the scope of the FSMS
(your FSMS scope and establishment procedure).

3. DEFINITIONS

* Risk - effect of uncertainty on objectives (may be positive or negative).
*  Opportunity - favourable circumstance arising from change.

*  Organizational risk - risk to the FSMS's ability to achieve its intended results (distinct from food-
safety hazard).

*  Operational hazard - biological, chemical or physical agent in food with potential to cause adverse
health effect (addressed under your HACCP and OPRP hazard control plan).

4. RISK ASSESSMENT METHOD

Risks and opportunities are assessed using a 5 x 5 likelihood x severity matrix consistent with the matrices
used throughout your management system:

Sev 1 Sev 2 (Minor) Sev 3 Sev 4 (Major) Sev5s
{Negligible) (Moderate) (Catastrophic)

L5 (Almost 5 10 15 20 25

certain)

L4 (Likely) 4 8 12 16 20

L3 (Possible) 3 6 9 12 15

L2 (Unlikely) 2 4 6 8 10

L1 (Rare) 1 2 3 4 5

5. PROCEDURE
5.1 Identification of Risks and Opportunities

Risks and opportunities are identified from:

*  Context analysis (your SWOT analysis form, your PESTLE analysis form).
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