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Background Our Approach

What Are heuristic Evaluations?
In simple terms, a heuristic evaluation is:


An expert review of a user interface against a set of guidelines  
called heuristics.

A professional “gut check,” where subject matter experts look for 
areas that might confuse, slow down, or frustrate users.

A fast way to surface usability problems, so teams can prioritize 
improvements based on severity.


Overall: It’s a complement to user research—not a replacement for 
observing real users.

When Should You Conduct One?
Heuristic evaluations can be used at different points in development, 
depending on your goals:


Early in the process as an alternative to a formative study,

Before detailed design to build confidence and identify issues early,

Before and after a formative study to quantify improvements.


Overall: Heuristic evaluations are especially cost‑effective and well‑suited 
for comparing GUIs, IFUs, and software.

Do We Have any guidance on them?
Short answer, no. Unlike many of the structured methods we use, 
heuristic evaluation doesn’t come with formal guidance or strict rules. 


That freedom can create uncertainty around best practices. 

That’s why creating clear, context‑specific heuristics is essential to 
remove ambiguity and make the process more consistent and valuable.

Targeted Heuristics Mean Actionable Findings
The quality of your findings depends on the quality of your heuristics. The more detailed and specific your heuristics are, the clearer and 
more meaningful your findings will be. The graphic below aims to visualize our approach to creating meaningful heuristics.

Broad Heuristic Library

What guidance documents, requirements, or 
best practices can be captured in the form of a 

heuristic for future reference?

Standards

ISO/IEC (e.g., 60601) • ANSI/
AAMI (e.g., HE75) • ASTM • 
WCAG • USWDS • Section 
508 • MIL‑STD‑1472H

Jakob’s 10

Visibility of System Status  • Match Between System 
and Real World • User Control & Freedom • 
Consistency & Standards • Error Prevention 
Recognition / Recall • Flexibility & Efficiency of Use • 
Aesthetic & Minimalist Design • Recognize, Diagnose, 
& Recover from Errors • Help & Documentation

Best Practices

Shneiderman • Tognazzini 
• Wicklund • Neilson • 
Norman • Gerhardt-Powals

Relevant High-Level Categories

Which categories apply to this product 
and the goals of our evaluation?

Visbility of System 
Status: LED Indicator

Category 02

Category 03

Context Specific Heuristics

What does this heuristic mean in the 
context of this product for these users?

Recommended LED 
lumens in well-lit clinical 
or home environments to 
be at min. ~300-500 lux.

Heuristic 02

Heuristic 03

Heuristic 04

Heuristic 05

Heuristic 06

Heuristic 07

Heuristic 08

Relevant Guidance

IEC 62366-2, ANSI/AAMI-HE75:2023, ISO 
9241‑303/305, & ANSI/HFES 200:2008

Putting It Into Practice

Start building your library with established sets (e.g., 
Nielsen, Shneiderman) and then add domain-specific 
standards (e.g., USWDS, 60601, HE75) for evaluations of 
Processes, Documentation, and Physical & Digital 
Interfaces. Add tags, references, and example heuristics to 
help pull relevant heuristics on any given project.

Build & Maintain Your Library

Start building your library with established sets of 
heuristics, or guidelines, (e.g., Nielsen, 
Shneiderman, etc) and then add domain-specific 
standards (e.g., ISO/IEC, ANSI/AAMI, ASTM). Add 
tags, references, and example heuristics for a head 
start when pulling for projects.

Process Physical Interface

Define the evaluation scope and identify the 
heuristic categories from your library that are 
relevant to the type of interface you are evaluating.

Identify the Interface Develop Heuristics For Your Context Drive Traceable Findings

Use 
Requirement 
Specification 

(URS)

Design Input 
Requirements


(DIR)

FDA Guidance for Industry: Instructions for Use  Patient Labeling 
for Human Prescription Drug and Biological Products  Content 
and Format (uly 2022
Safety Considerations for Container Labels and Carton Labeling 
Design to Minimize Medication Errors - Draft Guidance for Industry 
and Food and Drug Administration Staff (2013
AAMI TIR49:2013/R2020: Design of training and instructional 
materials for medical devices used in non-clinical environment
ANSI 5 35.6: 2011, Product safety information in product manuals, 
instructions, and other collateral materials

Documentation Digital Interface

Dose Progress

12%

Time Left 1:15 minutes

Dose Amount 4 mL

Cancel

Process Documentation

Physical Interface Digital Interface

Visibility of System Status

Recommended LED lumens in well-lit clinical or home 
environments at minimum ~300-500 lux.

Critical indicators should have at minimum 5:1 luminance 
contrast ratio.

Indicators intended to be seen at arm’s‑length viewing 
(~50–75 cm / 20–30 in) or farther require higher output 
500–800 lumens or lower lumens with strong contrast, 
favorable color, and sufficient angular size.

Heuristic Scores

ID: H-23

Violates “System 
Status”

Score: 4, Major 
usability problem 
or frustration

Evidence: Status 
LEDs not visible in 
intended use 
environment when 
worn on-body.

It’s recommended 
to place the LED 
indicators on a top 
surface so it’s at a 
45-degree viewing 
angle at a minimum 
of 500 lux.

URS: Users must be 
able to see critical 
LED indicators at 
arm’s length viewing.

DIR: Device LED 
indicators should 
have minimum 
lumens of 500 lux.

Design 
Recommendations Requirements
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