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without pricking your finger.
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Dexcom

Corporate offices: San Diego, CA
Founded: 1999
First commercial sensor: 2006



What is CGM? Who knows about it?

A: Sensor
B: Transmitter
C: Receiver or Mobile Device

Continuous Glucose Monitoring

• Readings every 5 minutes
• Direction Arrows
• Alarms
• Alerts



The Complete Dexcom System

Class 1
Class 3

Class 2



CGM Claims and Intended Use



What is a non-adjunctive claim?

On July 21, 2016, the Diabetes community came together 
for an FDA Advisory panel to present reasons why Dexcom’s
CGM device should be given a non-adjunctive claim.

A non-adjunctive claim allows for treatment 
decisions  (insulin dosing) to be made off of 
the CGM data without the need to confirm 
with a blood glucose meter finger stick.



How did this happen?

At the panel discussion:
• Health Care Providers
• Advocate organizations

• Patient Engagement

After a day of presentations and public comment the panel voted
8-2 vote on safety

9-1 vote on effectiveness

Eventually led to the FDA approving important labeling update. 



Patient Engagement

Diabetes is a self managed disease
- Everyday a person with diabetes has to think about 

every action they take and how it will impact their 
body

Persons with diabetes are also engaged in other ways
- Communicating with others: social networks
- Comparing foods, actions, treatments
- Talk about technologies, new treatments, hack into 

devices, creating their own solutions
- Access and want their data



Data: What to do with all of it?

People want their data
- Data from many sources
- Too much Data can cause “sensory overload”

We in the Medical Device industry:

- Need to coalesce the different data sources

- Make the data actionable

- Use the data to improve outcomes



Conclusion

Why was it important for the 
Dexcom G5 to be approved by 
the FDA to be used for 
treatment decisions?


