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Thank you immeasurably!



Diabetes Management = Self-Management

PWD HCP

People with diabetes spend 
24,000 - 110,000 minutes a 
year making decisions about 
their diabetes. 

People with diabetes spend 
15-120 minutes a year with 
health care professionals

Shubrook, et al., Diabetes Spectrum Aug 2018.



Improved medical and 
psychosocial outcomes

Self-management support

Lower costs to the entire 
healthcare system

Expand primary and secondary endpoints 
that affect patient outcomes
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“A Big Impact” On Daily Life, Rank Order:
Many Differences, but Time in Range is #1 For All

Gopisetty, Wood, et al, “How Does Diabetes Affect Daily Life? A Beyond-A1C Perspective on Unmet Needs” Clinical Diabetes, 2018



Patients are far from feeling “very successful” (n=3,455) 

Blood glucose goals/excursions

Complications

Emotional well-being

Burden of diabetes care

Family/relationships

Social/stigma

Type 1 Type 2 
insulin

Type 2 
non-insulin

<33%  feel ‘very successful’
34%-66%  feel ‘very successful’
>66%  feel ‘very successful’



A cultural shift – seeing time in range, AGP, improving 
from any base





Every 10% increase in TIR = ~0.5-0.8% A1C reduction

Each incremental 5% increase in TIR is associated with 
clinically significant benefits for type 1 and type 2

5% change in TIR = 1 hour a day

Beck RW, et al. J Diabetes Science & Technology. January 2019.
Vigersky RA, et al. Diabetes Technology & Therapeutics. 2019.
Battelino T, et al. Diabetes Care. 2019.



Policy Recommendations for FDA Office of New Drugs 

Expand primary and secondary endpoints 
that affect patient outcomes

Establish hypoglycemia as a clinically meaningful 
endpoint and incorporate hypoglycemia the label for 
therapeutic differentiation purposes

Investigate other endpoints that are meaningful to 
patients (e.g., weight loss, diabetes distress, fear of hypo)

Acknowledge and establish time-in-range as an 
important complement to A1C



Policy Recommendations for FDA Office of New Drugs 

Expand harmonization across FDA divisions, 
particularly related to glucose measurement   

Assess CGM data and metrics in clinical trials for 
diabetes therapies

Encourage greater harmonization among clinical, 
professional, patient, and regulatory adoption of 
advanced treatments to improve care and patient 
outcomes



Policy Recommendations for FDA Office of New Drugs 

Further consider greater focus on prevention; 
specifically, establishing a prediabetes pathway

Create therapeutic labels that are even more 
clinically-relevant and patient-friendly

Improve speed and transparency of guidance 
creation and dissemination process



At diaTribe, we are committed to improving the lives of 
people with diabetes and amplifying patient voices.



diaTribe.org/Join

200,000 subscribers
2.3M visitors 

annually
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