
Agile and Medical Devices
A story from a team at ResMed





An Agile 
Journey

• Why use Agile for Medical Devices?
• Forming a team and those initial 

challenges and adjustments.
• Making Agile processes work in 

Medical Device Regulations.
• Why Conflict Resolution became 

important years later.



Why Agile?







http://agilemodeling.com/essays/fdd.htm



http://agilemodeling.com/essays/fdd.htm





https://www.flickr.com/photos/electronicfrontierfoundation/50617066023/







Why Agile?

• Got inspired by Agile Australia.
• FAIL: Tried Feature Driven 

Development in a half hearted way.
• FAIL: Outsourced online system 

development.
• SUCCESS: Outsourced online system 

development to an Agile services 
company.
• Let’s try and emulate that!



A New Team









As a User
I want a way to do behaviour

So that I can get outcome

Stories not Features



Cross functional team
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Integrate all the time!

Story A
Story B

Story C



Red

GreenRefactor





A New Team

• Brought in an experienced coach to 
kick start the team.
• Focused on Stories not Features.
• Honest and open Retrospectives.
• Short term actions followed through.
• Trunk based development.
• Practicing Test Driven Development.
• Lots of collaboration!



Regulations



https://www.tga.gov.au/medical-devices-overview













Regulations

• Medical Device regulations describe a 
waterfall development process.
• Three Amigos as a formal approval for 

requirements.
• Collaborative design discussions. 

Photograph the whiteboard as a 
record.
• Behaviour Driven Development nicely 

documents our behaviour in detail and 
can be run all the time.
• Releases needed a lot of investment. 

Still could improve a lot.



A Shock to the 
System











What don’t I 
understand 
about the other 
option(s)?



Put the ideas onto 
a whiteboard



What risks is 
each person 
worried about?



Which option is 
easier to test?



Is this the new 
standard going 
forward? Let’s 
document it!





Conflict!

• Losing a key role exposed where we 
lacked safety.
• The team’s default thinking was to find 

the “best” solution and didn’t leave 
room for disagreement.
• Needed to intervene with training and 

support to avoid conflict becoming 
personal.
• Enabled teams to overcome conflict 

with empathy instead of technical skill.





@AgileGeoff


