Keeping Blood Glucose
Sweet NLow

Optimizing Continuous Blood Glucose Monitoring with
Patient Reported Outcomes Data
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OUR MAIN OBJECTIVE

Optimize use of current CGM technology

to implement more subjective data and

improve interface experience of diabetic
patients



0 | BACKGROUND

Continuous Glucose
Monitoring

I o What?

o Anon-invasive method of consistently checking
a patient’s blood glucose

\/ e When?
I o Before CGM: finger prick testing

o 1999:First FDA approved continuous glucose
monitoring system
o 2016:First long term wear CGM technology with
direct patient use
e Who?
o Approximately 2 million Diabetics utilize a CGM

/I\ device



Dexcom

Trends Report

Trends is a holistic visual representation of patterns. It helps prioritize clinical
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issues based on discussions with the patient. In this report:
» Longer bars represent greater glycemic variability.

= Clinically significant hypoglycemia patterns are red - the most significant are bright red.
* Hyperglycemia patterns are yellow - the most significant are bright yellow.
= Qutlier data is removed to help focus on pattems, the top 25% and bottom 15%.

9
( 1 O 600 AM- 1000 PM B low<50 Wlow50-75 Win 75-180 ¥ High 180- 250 W Very| » 250
oo (EEEEN© e T B TE 10 ok oo o e 2
O Advanced
Hm,ﬂy&lﬁﬂics 12am-i1am lam-2am 2am-3am 3am-4am 4am-Sam Sam-éam éam-Jam Tam-fam Sam-Sam 9am-i0am 10am-1lam 1lam-12pm
= = = = = B B B B B B
i = I I R R BN im s | .
H = =m =m m B = m = B
B % Very High 16 7 " 14 8 4 3 o 2 8 a [
W % High 46 &7 &3 &0 58 56 56 3 36 54 61 a7
B % InRange k- 26 26 26 34 36 E £ 62 38 n 53
M s Llow o o o o L] 4 7 1 o L] o o
W % Very Low o o o '] L] o o o o L] 2 L]
# Readings 168 168 168 168 168 168 168 168 165 156 151 144
Min 108 I mz 100 a3 (] 1 .9 ™ a7 9 103
305 263 280 m 269 262 260 29 m 292 285 238
Mean 195 194 200 203 199 190 131 160 162 192 19 m
Std. Dev. 46 k) w7 42 42 50 53 47 a3 43 4 38
Hourly Statistics 12pm-ipm lpm-2pm  2pm-dpm Jpm-dgm  dpm-Som  Spm-pm  Gpm-Jpm Tpm-Spm Spm-Spm Spm-10pm I0pm-11pm 1ipm-1Zam
[ | =] = & — Il 1 — —i -
—— E i s =n00sz=2-2
H = H e m B =
W % Very High o <1 3 [ 1 3 7 9 10 15 20
% High 43 kL 5 62 a bl 26 40 53 45 49
@ %InRange 57 &1 48 as 59 0 n 5 k-] 35 40 n
W sLow o o o '] L] o a o 0 L] o o




Freestyle Libre

Snapshot

LibreView
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« There was a ketone test. The result was
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% + Gaps found in the insulin data. 14 days
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insulin events.
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ev
Daily scans 4
50%

0%

Jack Sminth PreProd 171
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AGP Report LibreView

December 7, 2019 - cember 20, 2019 D.

GLUCOSE STATISTICS AND TARGETS TIME IN RANGES

December 7, 2019 - December 20, 2019 14 Days Very High >250 mgial 1% (14min)
% Time CGM is Active 97% 250
High 181250 mg/aL 18% (4n 19min)

Ranges And Targets For Type 1 or Type 2 Diabetes

Glucose Ranges Targets % of Readings (FimeDay)

Target Range70-180mg/dL Greater than 70%(16h 48min)

Below 70 mg/dL Less than 4% (57min)

Below 54 mg/dL Less than 1% {14min) Target Range 70-180 mo/dL 78% c18n 43min)

Above 180 mg/dL Less than 25% (6h Omin)

Above 250 mg/dL Less than 5% (1h 12min)

Each 5% increase in time in range (70-180 mg/dL) is dlinically beneficia Low 5468 mgidl 3% (4amin)
Average Glucose 141 mgiaL Very Low <5t myit 0% (omin)
Glucose Management Indicator (GMI) 6.7 %

Glucose Variability 31.6%

Defined as percent coefficient of variation (%CV); target 36%

AMBULATORY GLUCOSE PROFILE (AGP)

AGP is a summary of
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Patient Interface

Dexcom G6 says: “You're 160
and steady.® L

(120)
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PROBLEM() 2

Diabetes control is personal

®)

More involvement and actionable items

Should be instantly implementable

©)

CGM Adherence levels

O

Needs patient’s subjective input

No need to wait for a healthcare professional

“Only 27% of users downloaded data from their device at least

once per month, and <15% of users reported downloading their
device at least weekly. Among participants who used CGM at
baseline,41%had discontinued within 1 year,” (Wong et al,

2014). o




FDA Center/Office Regulatory Science

Research Priority Areas for CERSI
Program

Implement patient Patient reported Analysis of
input nto outcomes offer effectiveness,
regulatory-decision personalized safety, and patient

making feedback experience
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CONSEQUENCES




HOW'IS THIS AFFECTING PATIENTS?

1

Patient’'s
personal
variables are not
being taken into
account

2

Patient cannot
make informed
decisions
without a health
care team

Big Picture

Uncontrolled
Diabetes/health/
quality of life

3

Lack of
awareness of
diabetes
management

4

Patient cannot talk
about their diabetes
with their doctor
because they are not
getting qualitative
data
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SOLUTION

Enter... Patient Reported
Outcomes (PROs)!




Proposal

Design a standardized
interface that:

Allows input of patient’s
subjective data

o  Symptoms

o Daily Activity

o Health Complications
Logs food and calorie intake
Simplifies and extracts data that
is collected from the CGM

Displays a series of prompts
that appear when a patient’s
glucose levels are out of range.
o Have you eaten recently?
o Are you thirsty?
o Do you have blurry vision?
Can be incorporated with
existing CGM programs



' ' Select any symptoms you
° ° are feeling:
High Blood Glucose HYPOGLYCEMIA
Low Blood Glucose Levels
Levels D dl Dizziness V
Detected! etected: Sweating v
Hunger \/
Cancel Check Cancel Check Confusion vi
Shakiness Vi
Fast Heartbeat v
DO YOU HAVE FEELINGS OF
INCREASED THIRST? 2 .
BLURRED VISION? HAVE YOU EATEN TODAY: Contact your doctor if
symptoms are present!

.o J o J O J




RELEVANCE
035

Most [diabetic patients] described needing and
expecting health professionals to interpret
historical CGM data and determine changes to

background insulin doses and mealtime raftios...



Results of PROs in Diabetes
Management

e Incorporating PROs into
diabetes interventions has
been shown to improve
HbA1c levels.

e PROs can also provide
supplemental information
regarding diabetes
complications




IMPACT



THANKS!

Do you have any questions?

We would like to thank our advisors Dr. James
Polli and Dr. Sandy Weininger for their help!

CREDITS: This presentation template was created
by Slidesgo, including icons by Flaticon , and
infographics & images by Freepik .

Please keep this slide for attribution.
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http://bit.ly/2Tynxth
http://bit.ly/2TyoMsr
http://bit.ly/2TtBDfr
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