
PHASE 1:  NEEDS EVALUATION

SUBJECTS:
All Identified Stakeholder Groups
METHODS:
Interviews, Questionnaires, Focus Groups, 
Participative & Non-Part. Ethno-methods
ANALYSES:
- Needs, Wants, & Desires Associated with 
Device, Intended Use & Use Environment
- Expected Physical, Behavioral, Social, & 
Cultural Limitations of Intended Users
- Stakeholder Dissonance

STANDARD USE & USABILITY EVALUATION

PHASE 2:  FORMATIVE EVALUTIONS

PHASE 3:  SUMMATIVE EVALUATION

SUBJECTS:
Naïve Normals
METHODS:
- Analytical Methods
- Simulated Use with 3-5 Subject Cohorts
ANALYSES:
Physical Ergonomics Analyses, Function & 
Task Analyses, Heuristic Evaluation, 
Selected Cognitive Walkthroughs, HF&E 
Risk Analysis, & Labeling Analysis

SUBJECTS:
Intended Users & Caregivers
METHODS:
Protocol-driven Study of Simulated Use with 
15-30 Subject Cohorts using Device, 
Packaging, and Labeling
ANALYSES:
Psycho-physical Measurements, Behavioral/
Task Analyses, Cognitive Use Assessment

PHASE OBJECTIVES
PHASE 1:   What do intended users need, want 
and desire for safe & effective use?
PHASE 2:  What difficulties can be 
encountered by naïve normals during simulated 
intended use in simulated intended use 
environment ?
PHASE 3:  Can the intended users and their 
caregivers safely and effective achieve 
intended use?

INTENDED USE ELEMENTS

OBJECTIVE MEASURES:
Safe, 

Effective, & 
Efficient

SUBJECTIVE MEASURES:
Perceived Effectiveness, 

Perceived Efficiency, 
Engaging, 

Error Tolerant, & 
Easy to Learn
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