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Introduction

Risk Defined
- Risk (per 15O 31000:2018)

- Risk-based thinking (per ISO 9001:2015)
- Risk Management



Risk-Based Thinking Defined

- Risk-based thinking is a systematic organic
process of integrating risk management
thinking at all levels of the organization

continuously.




Risk Management Framework
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Risk Assessment

Risk Management
- Strongly mirrors 6.1
- Iterative process

COMMUNICATION & CONSULTATION

- Communication is key

ISO 31000:2018 clause 6.1

MONITORING & REVIEW




1ISO 9001:2015 - Leadership

Leadership

- Promoting the use of the process approach
and risk-based thinking (clause 5.1.1d)

- Risk-based thinking is essential (0.3.3)




1ISO 9001:2015 - Planning

Determine risk and opportunities

- Based upon context & stakeholder needs
- Plan
- Actions

- How to implement & integrate into QMS
- Evaluate the effectiveness



Promoting Risk-Based Thinking

- No required framework/methodology
- Risk assessment is foundational

- Sharing results with the organization is key
first step



Tools for Risk Assessment

Simple Risk Matrix

RlSK MATRIX Consequences
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’ Risk Assessment Log

Potential Hazard Stakeholders Controls Severity Occurrence Conseqgences Risk Rating

5

Pandemic Organization Business Contingency Plan Severe 1 5
Product Recall Customers/Regulatory Bodies Product Recall Process/Regs. Major 2 B
Unplanned Downtime Production Dept./Operations  Capacity Plans/Spare Parts on-hand Moderate 3 4

Employee Turnover  Operations/Planning Emplyee Empowerment Program  Major 4 4




Tools for Risk Assessment
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Name of the Risk

KPI

Risk
Category

Cautionary

Risk
Crificality

Impact

2 3 4 5§

Ruality Quality (ext) GFPIVOCAISORTING HOURS NI g Operational
1 Cautionary
2 Guality Gluality [ext) PPMITRP NA Operational 1 2
3 Gluality VAVE Changes Internal reworkiSerap Ni& Cautionary Operational 3 4
4 HSE Safety First aide/Loss-time NiA Legal 4 1
5 Equipment Breakdown-Prod. Equipment DMC Downtime N Cautionary Operational 3 q
& Equipment Specific: Trailer breakdown (JIT delivery) | Follow up of subcontractor NA Operational 3 3
3 Equipment Breakdown- Shipping System DMC Downtime N Operational 3 5
g Production OEM delivery Hourly OEM buffer NiA Cautionary Operational 3 3
9 Production 58 58 Audit N Operational z 3
10 Logistics JMlinventory JMI Inventory NA Operational z z
1 Logistics Cycle Count Cycle Count accuracy N Operational z z
12 Logistics Obsoletes Obz inventory MA Operational z z
13 Logistics Logistics Performance Customer Score Card Ni& Operational 3 z
14 Finance Budget ver. Forecast Budget Attainment Ni& Cautionary Operational 3 3
15 Finance OT ver. Sales Daily OT Ni& Cautionary Operational 3 3 4
16 HR Hourly Employee Turnover Hourly Turn-over N Cautionary Operational q 3 12
17 HR Salaried Employee Turnover Salaried Turn-over NA Operational 4 q
18 Plant Business Opportunitics Ramp-down plan N Operational 4 5
19 0
20 0




Review

Leadership

- Promoting the use of the process approach
and risk-based thinking (clause 5.1.1d)

- Risk-based thinking is essential (0.3.3)




Promoting Risk-Based Thinking

Communication & Consultation
Recording & Reporting
Monitoring & Review



Conclusion

Risk-Based Thinking is essential
-~ Communicate, communicate, communicate
- Leverage the PDCA cycle

- All levels and functions within an
organization need to be involved
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