REFERENCE GUIDE

Complementarity of

IEC 62566-1 & ISO 14971

CLEO

in the Design & Development Process

o.1

Use Specification

9.2

UI Characteristics related to safety
and use errors

0.5

Hazards & Hazardous Situations

0.4

Hazard-Related Use Scenarios

9.5

Selection of Use Scenarios for
Summative Evaluation

2.6

UI Specification

0.7

UI Evaluation Plan

0.8
UI Design

5.8

Formative Evaluation

Yes More refinement

needed?

Yes New Problems

Identified?

2.9

Summative Evaluation

Yes New Problems

Identified?

Further Improvements
Necessary and
Practicable?

l

Yes

No

-------- >
—

N

vV

N

WV VWV

( ____________________

9.2

Intended Use

0.5

UI Characteristics related to safety

0.4

Hazards & Hazardous Situations

9.5

Estimation of Risks

6

Risk Reduction
Necessary?

7

Risk Control Measures

Y
Residual Risk s

A4

Acceptable?

N
° Benefit Risk

Acceptable?

Yes

Other Hazards
Generated?

N

No Completeness of

Risk Controls?

8

Evaluation of Overall
Residual Risk Acceptability

9

Risk Management Review

N

10

Post-Production Information

cleio.com




