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TOWARDS MODEL APPROACHES

Prerequisite: Permissive legislation
If permissive:
Key in changing the scope:

« Rely on your Quality Management System
« 2 Main aspects: Change Control and Risk Management

 Be able to identify risks associated with change of scope of practice and ensure
indicators that monitor the effectiveness of the new scope of practice

+ Donor vigilance

« procedures performed,

« treatment/care provided,

* Practice environment,
 Education, training, certification,
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KEY QM PILLAR: RISK MANAGEMENT & CHANGE CONTROL

Change
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CHANGE SCOPE OF PRACTICE: A MODEL APPROACH THAT BUILDS
ON CC & RM

8 steps *
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- Implement troinings/Qucfication, new qualityDocumentation,
training of donars
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P effectiveness
Review of effectiveness

8. Close change
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CHANGE SCOPE OF PRACTICE: A MODEL APPROACH THAT BUILDS
ON CC & RM (2)

I

G 1. Describe the change to be made R TP T T RNPRR RS S
- Which professionals
- Current scope of practice versus new scope of practice
- Acceptance of staff
- i to fulfil: C Itation with Union, extend e geof

health insurance, Salary increase.

2. Assess/Identify risks

- Identify risks on process donors, staff,
concerned: map risks

E-CITED 3 3, Evaluate and control risks L CLET LT L TP T TP P TP TP PPPPRTS, >

Risk rating: Consequence & likelihood
Level of control/mitigation required for each identified risk: to
be taken into account: resources and capacity and implied costs

4. Assess needs & plan change PP >

- Assessment of practices gaps,

- I if ion/training needs,

- Change of Quality documentation

Planning of qualification and training
Training/communication of denors to change their perception
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CHANGE SCOPE OF PRACTICE: A MODEL APPROACH THAT BUILDS
ON CC & RM (3)

< _____ ) 5. Chaﬂge p[an approva[ < ................................... P

1 - Quality Manager & Head of concerned entities

L SITED > 6. Implement change plan D L P T T PP TP PP PP PPT Y, >

- Implementtrainings/Qualification, new quality Documentation,
r training of donors

7. Monitor mitigation measures and
Leenes > effectiveness Grrrrrnnnnnrn s P
Review of effectiveness

- Monitor through indicators

8. Close change I
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FURTHER CONSIDERATIONS

- Holistic model, suitable for:
- Permanent change scope of practice
- Ad-hoc change scope of practice :
- When - crisis e.g. COVID19
- Physicians/nurses redeployed in intensive care in hospitals
- Sick personnel

- Inspection:
- Robust change control ad risk management to be documented
- Evidence that the risks to donor and blood components mitigated and
remain equal
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Non Permissive Regulations

- Making the case for regulatory change

Demonstrate how your proposed change will promote access to quality
healthcare,

Provide documentation: education, training, evidence demonstrating that
quality and safety would remain identical

Continuity of blood supply
Cost impact
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Thank You
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