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OBJECTIVES

Describe common challenges associated with problematic MIFUs, 
including situations where multiple acceptable approaches exist.1

2
3
4
5

Summarize key elements of APIC’s risk assessment framework, including the 
role of evidence collection and multidisciplinary review

Recognize limitations of the evidence phase in supporting consistent 
decision-making across teams

Describe a structured approach to comparing evidence using defined criteria 
such as patient safety, infection prevention effectiveness, workflow feasibility, 
and compatibility

Explain the positive impact of making decisions through structured 
comparison and documentation practice





UNDERSTANDING 
THE DECISION 
CHALLENGE



Why Infection Prevention Decisions 
Become Diffi cult

DecisionMIFU

Regulatory

Staff safety

Workflow 
realities

Option 
effectiveness

Resources 
constraints

Leadership 
expectations



Why 
Smart 
People 
Disagree



What 
APIC 
Gives Us…

Estela K, Wagner T, Townsend S, Aslam A. Guidance for Addressing Problems with the Manufacturer’s Instructions for Use.  A Toolkit for Non-Critical 
Devices. 2026.

˻[ Thank‐
you)‐APIC]]]꞉



Estela K, Wagner T, Townsend S, Aslam A. Guidance for Addressing Problems with the Manufacturer’s Instructions for Use.  A Toolkit for Non-Critical 
Devices. 2026.



What Is a Risk 
Assessment?





Establish 
Criteria

Prioritize 
Criteria

Evaluate 
Options

Document 
Rationale

One structured approach is:
Multi-Criteria Decision Analysis (MCDA).

Building A More Defensible Decision

Adapted from Government Analysis Function MCDA Guidance (2024); HM Treasury MCDA Guidance (2024); Gongora-Salazar et al., Value in Health 
(2023).





Common Domains In Structured Risk 
Assessments

DecisionPatient 
Safety

Regulatory & 
Manufacturer 

Alignment

Clinical 
Effectiveness

Workflow 
Feasibility

Staff Safety

Resource 
Stewardship



Patient Safety
Primary Question:

• Which option best protects patient from harm?

Consider:

• Likelihood of patient harm
• Potential for infection transmission
• Severity of adverse outcomes
• Impact on vulnerable populations

Bottom line:

• Patient outcomes remain the ultimate priority.



Regulatory & Manufacturer 
Alignment
Primary Question:

• How well does the option align with applicable requirements and 
guidance?

Consider:
• Manufacturer instructions for use
• Regulatory expectations
• Accreditation standards
• Professional guidance documents

Bottom line:
• Regulatory and manufacturer expectations should be considered 

and addressed as part of a defensible decision-making process.



Clinical Effectiveness
Primary Question:

• Will the option achieve the intended infection prevention 
outcome?

Consider:
• Available evidence
• Expected effectiveness
• Reliability of results
• Consistency of performance

Bottom line:
• An acceptable option must be capable of achieving the intended 

infection prevention goal.



Workfl ow Feasibility
Primary Question:

• Can staff realistically and consistently implement the approach?

Consider:
• Ease of implementation
• Training burden
• Workflow disruption
• Compliance likelihood

Bottom line:
• A perfect solution that cannot be followed is not a practical solution.



Staff Safety
Primary Question:

• What impact does the option have on workforce safety?

Consider:
• Exposure risk
• PPE burden
• Training  and competency requirements
• Ergonomic considerations
• Operational safety concerns

Bottom line:
• Protecting patients should not require creating unnecessary risk for 

healthcare personnel.



Resource Stewardship
Primary Question: 

• Can the organization sustain the decision responsibly?

Consider:
• Cost
• Resource availability
• Standardization opportunities
• Operational impact
• Long-term sustainability

Bottom line:
• Resources matter because sustainability matters.





Sources: Government Analysis Function, An Introductory Guide to MCDA (2024); HM Treasury, Use of MCDA in Options Appraisal of 
Economic Cases (2024).



Sources: Government Analysis Function, An Introductory Guide to MCDA (2024); HM Treasury, Use of MCDA in Options Appraisal of Economic 
Cases (2024)



Scores Reflect Performance

Criteria Current 
Process

Alternative 
Process 1

Alternative 
Process 2

Patient Safety 5 5 5

Regulatory 
Alignment

4 1 5

Clinical 
Effectiveness

5 4 3

Workflow 
Feasibility

2 5 4

Staff Safety 4 4 1

Resource 
Stewardship

1 5 3

Comparison of Options:
Evaluate each option against criteria

Scoring describes performance

Every option is evaluated against the same criteria using the same approach.

5
• Strongly 

aligns with 
criterion

3
• Mixed 

impact/ 
trade-offs

1 • Significant 
concerns









APPLYING 
THE 
FRAMEWORK





Let’s Apply 
This to 
Infection 
Prevention 
Decisions!



Organization A: Resource-driven

Criteria Current 
Process

Alternative 
Process 1

Alternative 
Process 2

Patient Safety 5 5 5

Regulatory 
Alignment

4 1 5

Clinical 
Effectiveness

5 4 3

Workflow 
Feasibility

2 5 4

Staff Safety 4 4 1

Resource 
Stewardship

1 5 3

Weighted 
Score

3.25 4.00 3.80

Alternative 1 Becomes Preferred
Criteria Weight

Patient Safety 20%
Regulatory 
Alignment

20%

Clinical 
Effectiveness

15%

Workflow 
Feasibility

10%

Staff Safety 5%

Resource 
Stewardship

30%

The Weighted Score Results Are….



Organization B: Alignment and 
Workfl ow-driven 

Criteria Weight

Patient Safety 25%
Regulatory 
Alignment 35%

Clinical 
Effectiveness 10%

Workflow 
Feasibility 20%

Staff Safety 5%
Resource 
Stewardship 5%

Criteria Current 
Process

Alternative 
Process 1

Alternative 
Process 2

Patient Safety 5 5 5

Regulatory 
Alignment

4 1 5

Clinical 
Effectiveness

5 4 3

Workflow 
Feasibility

2 5 4

Staff Safety 4 4 1

Resource 
Stewardship

1 5 3

Weighted 
Score

3.80 3.45 4.30

Alternative 2 Becomes Preferred

The Weighted Score Results Are….



Organization C: Equal-weighting

Criteria Weight

Patient Safety 16.67%

Regulatory 
Alignment

16.67%

Clinical 
Effectiveness

16.67%

Workflow 
Feasibility

16.67%

Staff Safety 16.67%

Resource 
Stewardship

16.67%

Criteria Current 
Process

Alternative 
Process 1

Alternative 
Process 2

Patient Safety 5 5 5

Regulatory 
Alignment

4 1 5

Clinical 
Effectiveness

5 4 3

Workflow 
Feasibility

2 5 4

Staff Safety 4 4 1

Resource 
Stewardship

1 5 3

Weighted 
Score

3.50 4.00 3.50

Alternative 1 Becomes Preferred

The Weighted Score Results Are….



Case Example: 

Isolation 
Precautions for 
an Emerging 
Pathogen









From Complicated 
to Defensible
When infection prevention decisions 
become complicated:
Recognize the issue
Make priorities visible
Engage the right stakeholders
Ensure leadership understands and 
owns the decision
Document the rationale

Defensibility isn’t about finding a perfect answer…
It’s about being able to explain why a 
reasonable answer was chosen.





Please scan the code to access our survey. Survey is required to receive CE credit.

Please complete by July 24, 2026.
If you have any issues, contact Metrex at MetrexMarketing@metrex.com

https://www.surveymonkey.com/r/HWTCYDH

Metrex Survey
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