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T1D Exchange Overview

Nonprofit focused on diabetes

RWE, research and outcomes

Improvement

HQ in Boston

35 people (24 in Boston area)

Dynamic mix* b
2w/ MD
7w/ PhD

8 w/ MPH

7w/ T1D
Funding -

60% from foundations -

40% from industry projects &
collaborations/sponsorships

* Some have combo degrees T].D

=T1D Employee:



TID Exchange: Key Programs (other than QI / Pop Health)
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Direct to Patient Online Registry Overview

Longitudinal study that seeks to create a well-

12:30

characterized cohort of people living with type 1 o (T 5

diabetes in the US ST ey =

Participants can sign up for other studies on Help change the

various topics related to T1D deltlis i [
diabetes research
and care.
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Create a well-characterized cohort of T1D patients, ichaduse ith e kst sn

Including underrepresented populations in research

Improve awareness of and facilitate enrollment into T1D
research studies and clinical trials

Gather longitudinal data on disease, health status, and
self-reported outcomes

Generate evidence to support policy/insurance coverage
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changes that help the TID community T



Primary Data Collected in Registry (Patient-Reported)

Baseline Questionnaire*

®* Demographic

® Socioeconomic

¢ Clinical

Age and date diagnosis

A1C

Care team

Family history T1D, T2D
o Other comorbidities

®* Diabetes management
o Insulin brand

o Insulin delivery method & brand
o BGM/CGM use and brand

® Diabetes distress

O O O O

Diabetes distress questions added Sep 2022

Annual Questionnaire*

®* Longitudinal data collection
Selected demographic
Selected socioeconomic
General health information
AlCs
Diabetes management
® Self-reported outcomes

o DKA

o Hyperglycemic events

o Hypoglycemic events
® Glucagon prescribing
® Diabetes distress

O O O O O



Nearly 20,000 Registrants Across 50 States and Puerto Rico

About 3,000 share
their CGM data w/
T1IDX Registry via
Dexcom Clarity API




Age Breakdown of Registry Participants

Age at Diagnosis

Children (<13); Children (<13);

Teens (13-17); Teens (13-17);

Young Adults (18-26)1 Young Adults (18-26)

Adults (27-44)/ Adults (27-44);

Middle Adults (45-65)

Older Adults (>65); Older Adults (>65)

l|||-| :

Middle Adults (45-65)( [
0

0 2000 4000 6000 2500 5000 7500
Participants Participants

85% are 18 or older 42% diagnosed at 18 or older
4,500 have had T1D <5 years 3o D
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Novel Data Linking Initiative

Title: Augmentation of TID Exchange Registry Data with Complementary, External Data:
An Anonymized Data-Linkage Secondary Analysis (partially funded by JDRF)

*  Objective
Augment Registry (self-report + CGM tracings) data with external healthcare data (lab

and claims) from same individuals to drive novel research

* Method
Tokenization-and-deidentification techniques allow for HIPAA-compliant patient data-

matching across siloed sources to integrate comprehensive patient data

* Status
Preparing internal data to be securely tokenized; will perform data certification and

linkage to lab and claims data, and commmence analytics on combined data set
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Example Areas to Probe

Real-world CGM metrics, Alc values, TID-related complications
diagnoses (e.g.,, CKD) and related lab values (e.g., eGFR) to assess

whether ADA glycemic guidelines are appropriate or should be
updated

Investigate CGM trends and Alc and other lab-value trends prior
to and following the prescription/initiation of a glycemia-
iImproving therapy (drug or device)

Investigate effect of duration of diabetes on the power of CGM
metrics and Alc and other lab values in predicting TID-related

clinical outcomes/diagnoses
=
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Custom Research Areas of Activity

* Interviews

* Focus groups

* Cross-sectional surveys

* Longitudinalsurveys

* Mixed method design

* Patient reported outcomes

* CGM trace analysislinked to survey responses
* Quantitative and qualitative data analyses

* EMR data analysis
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Key Custom Sponsored Research 2022-2023

Unmet needsin CGM users (T1D and T2D)

Psychosocial experiences with severe hypoglycemia and nasal glucagon in
young adults and caregivers

Development of Fear of Hypoglycemia (FOH) screener

Awareness, experience and attitudes of "Auto Antibody Screening” market
research in T1Ds, family membersand HCPs

Follow-on study of severe hypoglycemia and impaired hypoglycemia awareness
survey and CGM analysis

Market research on glucagon use in adults
Assessment of CGM adhesives with custom survey & adhesive site photo uploads
EMR analysis of total daily insulin dose in pediatric cohort

AID use and characteristicsin TIDX EMR data and Online Patient Registry (CGM
data w/ existing and novel survey responses)

Survey on severe hypoglycemia and extensive patient-reported outcomes
associated (quantitative and qualitative) T].D



Select Custom Research Publication Highlights 2023

® Improvementsin measuring Fear of Hypoglycemia (FOH)

o Developed and validated a brief screener for FOH (9-items)’ /
o Used newly developed screener to characterize FOH in T1ID Exchange Registry sample and real-

world perceptions of its usefulness in clinic? —
e

® Patient perceptions of diabetes technology in glucose monitoring —
o Surveyed a mixed sample (T1D and T2D) to understand patient experiences with CGM, including C—

suggestions for areas of real-world improvements and found - despite advancements - is room
for improvement in CGM devices?

¢ Patient experiences with severe hypoglycemic events (SHEs) and glucagon

o Survey found despite trend of more current glucagon prescriptions, people with T1D continue to
experience challenges, including negative emotions with severe hypoglycemia*

o Survey found nasal glucagon may help young adults with T1D and caregivers feel more confident
in others’ ability to help during an emergency and reduce the distress young adults perceived
around severe lows?

Annotated References

TLiu et al. (2023). Development and validation of fear of hypoglycemia screener. Journal of Patient-Reported Outcomes
2peter et al. (2023). Prevalence of fear of hypoglycemia in adults with type 1 diabetes. BMJ Open Diabetes Research and Care
3Holt, Nguyen, et al. (2023). Perceptions of CGM Systems in the T1ID Exchange Diabetes Registry. Clinical Diabetes

4Hughes, Chapman, et al. (2023). Severe hypoglycemia and the use of glucagon rescue agents. Clinical Diabetes o
SKelly, et al. (2023). Emerging adult and caregiver psychosocial experiences with SHEs and the perceived Impact of nasal glucagon. Diabetes Therapy ;{. ‘.1‘}.
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Online Community & Resources [

30,000+ email addresses (75%+ are
T1Ds)

More than 40,000 social media
followers

We engage with community in
different way
Question of the Day

Featured articles of interest (e.g.,
new product approvals)

Resourceson website (e.g.,
Automated Insulin Delivery review)
Opportunities to participate in
certain research studies
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Your Voice,-Your Experience

Collecting and verifying data from:T1D individuals to drive pesitive change.

SHARE YOUR VOICE

LATEST NEWS QUESTION OF THE DAY
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T1D Exchange Online Community - Featured Articles

“Meet the Expert”
Articies series highlights
members of the T1D
eet the experts Exchange Quality
i o Improvement
Collaborative and

the important work

Seuslng i ot B e . T you are doing
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EXpert. EndocrinologistWWIth D Knows

Familv-Friendlv Education Website Everv Patient Approaches Diabetes Differentlv

In these interviews, experts discuss their expertise

in supporting people with type 1 diabetes and

T1D



Recent “Meet the Expert”: Dr. Laura Jacobsen
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Interview with Laura Jacobsen, MD
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In this interview, Jacobsen discusses her
involvement with the 1

yorative (TIDX-
Ql) as an endocrinologist and researcher,
performing clinical and translational T1D
research to slow and prevent the
development of T1D. With over 50 peer-
reviewed publications, Jacobsen is an
influential researcher in the diabetes

space.

The TIDX-QI was established in 2016 —
with the support of The Leona M. and
Harry B. Helmsley Charitable Trust — to
refine best practices and improve the
quality of care and outcomes for
individuals living with Type 1 diabetes
(T1D). Growth has been tremendous, with
clinics from across the U.S.

participating in the Collaborative.
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[J 1agree to receive other communications from T1D
Exchange.

You may unsubscribe from these communications at
any time. For more information on how to
unsubscribe, our privacy practices, and how we are
committed to protecting and respecting your privacy,
please review our Privacy Policy.

By clicking submit below, you consent to allow
tldexchange.org to store and process the personal
information submitted above to provide you the

content requested.

protected by reCAPTCHA

Privacy - Terms

FOLLOW US ON INSTAGRAM

RESFARCH

TEENS & YOUNG ADULTS
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“Developing
the T1D
Exchange
Screening
Project”
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T1D Exchange Online Community — Question of the Day

“Question of the

If you use an insulin pump that allows you to give extended boluses, did a

Day” typ i ca I Iy healthcare provider tell you how to use the extended bolus features when

you started using the pump?

garners 300-400
responses from
members of the
online

RECENT

commun ity o i) =

Shingles & Type 1 Diabetes: What You
"\ Need to Know [




Study Recruitment Assistance

rome File it View History Bookmarks Profiles Ta indow Help = 100% Ti 2: EE Dave Walton =
& Chi File Edit Vi Hi Bookmarks  Profil Tab Wind Hel (w] @ M = 100% B3 Fri2:44PM E=  Dave Wall Q @ =

ece wlsM@~|@|€|#(0@|W| B |BIB < IB/EIY| 6| 0w/ |E B8] § s |0|e|a| o €| < |m|E|0|\ [ B|e x of + v! We can help accelerate

e °* 2 0C=9F lyirtually any study in
which T1ID participants are
needed!

MT]. D For People with TID For Researchers For Clinics For Partners Get Involved More

Study Recruitment Please reach out!

Debbie Taylor
Fill Your Study Faster fecnmmn e psae o dtayl or@t1d exchange.org

TID Exchange accelerates research through our successful study « Patient experiences of severe hypoglycemia
recruitment efforts. With more than 45,000 people directly connected to TID * Safety, tolerance, and potential efficacy of cell-based therapy
in our Registry and Online Community, we have built a community that is a * Patient experiences with closed-loop insulin pump apps

* Safety, tolerability, and efficacy of islet cell infusion therapy

[ J
source for study recruitment. * Patient evaluation of adhesives for an investigation CGM sensor C o u rt n ey H o I u b I a k
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Over the past few years, we have helped to quickly fill dozens of T1D research

* Financial stress related to diabetes for TID caregivers 5
studies, sometimes within just a matter of minutes. « Effects of exercise on blood glucose levels °
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We have recruited for 56 studies in the past several years

Overview

Over past few years, we have helped to quickly fill
dozens of T1D research studies: online surveys, virtual
studies, in-person research, and clinical trials.

19 partners for 32 studies (academic/CRO)

12 partners for 24 studies (industry)

T1D Exchange Registry participants are an engaged,
characterized cohort who have consented to be
contacted about research

Online community members also participate on select
studies depending on partner needs

Recruitment solicitations may be targeted based on
demographic and clinical characteristics

Experience working with Coordinating Centers,
industry partners and individual centers/Pl’s

Notable Examples

At-home CGM and exercise study

At-home study as part of a global
evaluation of a new closed loop system

Virtual focus groups to explore CGM user
experience and unmet needs

In-person phase 2 study of a novel
biologic for newly diagnosed

In-person phase 2 study of a cell therapy
replacement for those with impaired
hypoglycemia awareness

At-home CGM adhesive studies for new
longer-wear CGM sensor T

1D




Research Opportunities Listed for Registry Participants...

Core Study

View details
& Aug10,2023

@ Research Opportunities

@ The ReDUCe Study in Young Adults with T1D: Reducing Diabetes distress Using

CcBT View details

The NAVIGATOR Study O Viewed: : View details

Closed Studies & Research Opportunities

T1D



...and Described in Understandable Language

T 1D Registry

() The NAVIGATOR Study

Purpose of the Study

The purpose of the NAVIGATOR Study is to evaluate the safety and effectiveness of an investigational drug in patients with
chronic nerve pain from diabetic peripheral neuropathy (DPN). The word “investigational” means this medication is not yet
approved for use by the Food and Drug Administration (FDA) in the United States or other regulatory agencies in Canada,
Europe, or elsewhere.

About the Investigational Drug

The investigational drug, called VX-548, is designed to target a sodium channel in the body called NaV1.8. Researchers are
evaluating if targeting and inhibiting this sodium channel treats pain from DPN. The investigational drug is being compared
to a currently approved medication for management of DPN. Participants will be selected at random to receive either the
currently approved medication or a low, mid, or high dose of the investigational drug. Participants will take their assigned
study treatment as follows three tablets in the morning and one capsule three times a day (three capsules per day total)

T



T1D Exchange Offers Additional Services if Needed

Development and input on study documents - protocol and ICF

Development of participant facing materials

Development of study screener and surveys

Coordination and execution of qualitative research - focus groups and interview
Abstract/publication development & presentations

Long-time relationship with central IRB (WCG)

T1D



Study Recruiting Testimonials Q.00

“We are incredibly grateful to partner with T1D Exchange across several research
projects. Partnering with T1D Exchange allowed us to include the perspectives of
individuals with type 1 diabetes across the US to inform our understanding of diabetes
distress.”

- Danielle Hessler Jones, PhD, University of California San Francisco

“We had over 2,000 participants! | was hoping for at least 500, with a bigger goal of 1,000.
| could have never surveyed 2,000 people with type 1 diabetes without a partnership
with the T1D Exchange. It was essential and such an easy process.”

— Dr. Stephanie Crossen, MD, MPH, University of California Davis

“T1D Exchange saved our bacon and caught us up on recruitment for an NIH study for
which we were way behind”

- Dr. Mark Clements, MD, PhD, Children’s Mercy Kansas City T]_D



Thank you to our partners and collaborators!

Funding Partners/ Collaborators

 The Leona M. and Harry B.
Helmsley Charitable Trust

e JDRF

« American Diabetes Association

 American Association of
Diabetes Care & Education
Specialists

* Children with Diabetes

* Diabetes Link (formerly CDN)

 SWEET

 DPV

Industry Members / Collaborators

Abbott Diabetes Care®
Abvance Therapeutics

Admetsys .
Bayer .
Dexcom .
Intuity Medical .
Janssen .
Lilly .

Lifescan

Mannkind Corporation
Medtronic Diabetes
Sanofi (Provention Bio)
Tandem Diabetes
Vertex

Xeris

Zealand
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