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Clinical complexity in diabetes care 1s on the rise

THE JOURNAL OF CLINICAL AND APPLIED RESEARCH AND EDUCATION

Diabetes
Care

Standards of Medical Care for
Patients With Diabetes Mellitus

1 989 JANUARY 2025 |VOLUME 48 | SUPPLEMENT 1 20 2 5
4 Pages 352 Pages
10 e e——— 3000+
Citations ' Citations
Standards of Medical Care for Patients With Diabetes ;
3\\' . Mellitus. Diabetes Care 1 May 1989;12(5):365- Volume 48 ISSL!e Supplement 14 [.)Ia.betes
e, Sl Ay 368. https://doi.org/10.2337/diacare.12.5.365 Care | American Diabetes Association
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Breakthrough T1D early detection pilot clinics

Pilot Program Metrics

Demonstrate feasibility, acceptability, and efficacy of T1D screening and monitoring in

the clinical setting /

Develop clinical workflows /

Improve healthcare professional and staff competencies M v ez
Contribute to the scientific literature to build evidence for inclusion in clinical guidelines Sireenes v e M s

Individuals enrolled in
FY2 6 screening/early detection
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Breakthrough T1D Pilot Clinics extend screening
and monitoring implementation to diverse settings

The Power of Partnership

University Hospital Newark, a Hospital with a
Breakthrough T1D Early Detection Pilot Clinic,
Has Screened More Than 2,000 Community
Members for type 1 diabetes (T1D).

MOBEC, California University Hospital, New Jersey
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DETECT

E DELAY
| PREVENT DKA
] WAYNE PEDIATRICS

400 Mack Avenue
Detroit, MI 48201

@ WaynePediatrics.org
Q@ (313) 448-9600

Wayne Pediatrics,

Michigan
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On Demand
Virtual Live
Grand Rounds

Learn About T1ID Life With TID ~v~ Get Involved Accelerating Breakthroughs Learn About Breakthrough T1ID v~

Healthcare
Professional

Education and
Resources

Accredited Education ‘ Type 1 Diabetes Resources ‘ Hear From Experts Upcoming Conferences

BreakthroughT1D.org/hcp-resources

|
M
) ™
—;/ Breakthrough T1D © 2024 BreakthroughT1D. All rights reserved.
/,' Formert ly JORF



Accredited offerings paired with resources

Pathways for Type 1 Diabetes

Screening
O On-demand & 0.5 Credits

Presented by Jay Shubrook, Maria Spall &
Kimberly Bautista

Learn about type 1 diabetes screening in
clinical care using cunical and/or research
pathways.

Learn More and Register ("
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Early Detection of Type 1 Diabetes (T1D)

Type 1 diabetes can now be identified early (before insulin is required) with a simple blood test
that can identify T1D autoantibodies. Early detection has many proven benefits, including a
reduced risk of diabetic ketoacidosis (DKA) at diagnosis, providing time to plan and prepare, and
opening doors to research opportunities or available treatments.*?

Screening Options

Option 1: Screen Through a Research Study Option 2: Screen Through Your Doctor’s Office

TrialNet Your doctor (or your child's doctor) can order Labs to detect type

« For people 2 t 45 years old wha have a paret, 1 diabetes autoantibodies and the cost may be covered by your
brother/sister, or child with T1D, or insurance. Cansider contacting your insurance company regarding

« Far people 2 to 20 years old who have an caverage prior to testing.

auntfuncle, cousin, grandparent. niece/nephew,

or half-brother/sister with T1D

Positive Result?
 Positive test results can cause strass and anxiety.

« For people ages 2 to 45 years with a positive T1D autoantibody
test at another lab
« Lab or at-home tests available

« Confirmatory testing must be performed, either
through TrialNet (free for ages 2-45 years) or your
doctor's office

« Ask the Experts can provide individualized support
ASK for you in partnership with your doctor

« For all children ages 117 EE5E {visit www.asktheexperts.org o scan QR code)

« No family history of type 1 diabetes is required h

« At-home tests available

« Also screens for Celiac Disease

Information for Healthcare Providers

« Insulin Autoantibody (IAA)-CPT 86337 « 283.3 - Family history of diabetes
» Glutamic Acid Decarboxylase (GAD) Autoantibody-CPT 86341 * R73.9 - Hyperglycemia, unspecified
« Islet Antigen 2 (IA-2) Autoantibody-CPT 86341

» Zine Transporter 8 (ZnTE) Autoantibody-CPT 86341

« 713.1 - Screening for diabetes mellitus

International consensus guidance is available for monitoring autoantibody-positive individuals in early-stage T1D.? (scan below)
Negative Result? Positive Result?
Consider additional testingin the  + Order confirmatory testing
future if at risk for developing TID.  « Consider referral to TrialNet for free confirmatory testing and possible
referral to research studies
« Additional metabolic testing: HbA1c, random blood glucose
« Provide patient education including T1D symptoms
+ lf multiple autoantibodies present or dysglycemia, refer to Endocrinology

With your support, we are creating a movement to improve and change life with T1D, advancing breakthroughs on the way to cures.

To find out more about resources and support, visit T1D.org/ y ion/.
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Frequently Asked Questions

What is early detection of type 1 diabetes?

T1D develops in stages over time and can be detected by a simple blood test (T1D autoantibody test) before glucose is
elevated and insulin is required. T1D autoantibodies signal that the body's immune system is attacking the insulin-producing
cells in the pancreas. If a persan has twa or more confirmed autoantibadies, they have a high likelihood for progression to
stage 3 T1D.

Stages of Type 1 Diabetes

STAGE 1 STAGE 3

Multiple autoantibodies Autoantibodies present (usually multiple)  Autoantibodies present
Blood glucose normal Blood glucose abnormal (dysglycemia)  Blood glucose elevated (hyperglycemia)
No symptoms No symptoms Often symptomatic

Benefits of carly detection of type 1 diabetes
* Reduce the risk of diabetic ketoacidosis (DKA) at diagnesis of stage 3 type 1 diabetes.
« Introduce autoantibody- positive indh

uals to research or clinical trials simed at delaying/preventing the onset of stage 3 TAD
» Refer autoantibody positive individuals to specialists for follow up and consideration of FDA-approved therapies to delay onset of stage 3 T1D

« Give families time to plan and prepare

What are the signs and symptoms of T1D?

N I E
&) (Y e 7° (n I
‘ﬂ) 7% NS Iy
Frequent Extreme Dry Fatigue and Increased Unexplained Blurred
Urination Thirst Mouth Weakness Appetite Weight Loss Vision
e e e e e
el

L Amercan Disbetes Azsoration Professinsl Practce Commetes 2 Disgnoss snd CLazsfcation of DiSbetes: Seandsrds of Cars In Disbetss 2024 Dianetes Care 1 January 2024 47
(Supplament 1l $20-542. MERE ok orgfL023 37424 S002

2.Pmilip M, Acnanbsch P, Adcala & etal
ek 10,233 744ci24-0042

Positive Pre-Stage 3 Typs 1 Disbetes Distetes Cane. 202447 B11276-1298.

TIDHQ 1DHQ 1D 1D 1D
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Accredited education pa

Monitoring_Individuals in Early

Stage Type 1 Diabetes
® On-demand & 1.0 Credits

Presented by Linda DiMeglio

This educational offering summarizes
guidance for monitoring individuals in early
stage type 1 diabetes for progression to stage
3 type 1 diabetes, including who to monitor,
how often, and related labs and educational
support.

Learn More and Register (£
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PEDIATRICS SUMMARY

Consensus guidance for monitoring children
and teens who are islet autoantibody positive'

Why monitor:

Dataction of one or more islet autoantibodies (1Abs) is currently the sarlisst indicator
that a person may develop type 1 diabetes (T10). Nearly 100% of people who have
two or more persistent autaantibadies will progress over time to a T1D diagnasis.

Monitoring during the first two years after seroconversion is mast critical

How children should be monitored:

For all, IAb status should be confirmed with repeat testing within 3
months; arder HbALc and fasting glucose to assess for dysglycemia
Repeat 1Ab with HbAe and random bload glucose (venous ar capillary) (BG)
« Less than 3 years old: every 6 months for 3 years, then annually
for 3 mors years

If no progression after & years, stop
« 3to 18 years old: annually for 3 years

If no progression after 3 years, stop

For all, ducate regarding disbetes symptoms and DKA prevention

If child reverts to negative IAb status during menitoring, menitor for
2 discrete amount of time, then stop

For all, 1Ab status should be confirmed with repeat testing within 3
months; arder HbALc and fasting glucose to assess for dysglycemia

Self-monitering of blood glucose (SMEG) on 2 different days over
a 2-week period (lesla\thar fasting or postprandial on each day)
repeat every 1-3 m:

Repeat HbALc and random venaus or capillary BG

- Less than 3 years old: every 3 months

« 3to 8 years old: every 3 to 6 months

« More than 9 years old: svery 6 to 12 months

For all, consider use of & 10-to- 14-day continuous glucose
menitor (CGM) at similar frequency, ideally blinded

IfiLl, SMBG at home

For all educate regarding diabetes symptoms and DKA prevention

If patient reverts to single or negative IAb status, continue with
monitoring as abave

If dysglycemia develops or is present:

« Refer to 2 specialist

« Monitor HbAle, random venous or capillary BG, and blinded CGM
every 3 mornths

PP Who should be
Mj monitored:
Anyone who is confirmed
positive for one or more
isiet autoantibodies

Metabolic monitoring methods
There are many modalities that can be used to monitor
1A+ individuals. The gold standard is the oral glucose
tolerance test (OGTT) that is used in the research
setting and to accurately classify s stage. There
are other available tools for monitoring including self-
monitared blood glucase (SMBG), periadic continuous
glucose monitaring (CGM), standard DGTT, random
venous glucose, and HbALc. A detailed description
of the pros and cons of the different monitoring tools
can be found in the cansensus manitaring guidance
publication.

Educational advice

People wha are at risk for ar have early-stage T10
should participate in monitaring education pragrams

need for emergency care 2t diagnesis, understand
available interventions, introduce benefits of research
studies, and support general and mental health for
affected individuals and their families. Education
“hould accompany all monttaring plans, including ho
glucose testing (SMBG) and monitoring devices [caw
See full consensus guidance for more information.

Psychological support

Emotional, cognitive, and behavioral functioning should
be assess e 3t risk or with early-stage T10
and their family members. Psychological care should
be a part of routine medical visits. Ensure patient

and family members understand screening and risk
infarmation. When possible, this should be delivered
by providers with disbetes-specific training.

Monitering for T1D can reduce anxiety and depression,
and help individuals to manage the unpredictability of
T1D development. See full consensus statement for
mare information.
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ADULTS SUMMARY

Consensus guidance for monitoring persons

who are islet autoantibody positive!

‘Why monitor:

Detection of one or more islet autozntibodies (1Abs) is currently the earliest indicator
that 3 person may develop type 1 disbetes (T 10) and can be used to accurately.
dmw TI0 v typs 2 bt (T2D) Nesty 100% o pecple wh vt

time to a T1D diagrosis.
Ularm.wr\g du ring 3 the fest oo years after seraconversion is most critical

Y ‘Who should be
%ﬂ monitored:
Anyone who is confirmed
positive for one or more
islet autoantibodies.

How adults should be monitored: Metabolic monitoring methods

" There are many modalities that can be used to monitor
Single lAb 1AL+ individuals. The gold standard is the oral glucose
tolerance test (OGTT) that is used in the research
For alL, IAb status should be confirmed with repeat testing within 3 oem

setting and to accurately classify diabetes stage. There
manths; order HbAlc and fasting glucose to assess for dysglycemia are other available tocls for manitaring including self-

monitared blood glucose (SMBG), periodic continuous
glucose monitoring (CGM), standard OGTT, random
venous glucose, and HbALc. A detailed description
of the pros and cons of the different monitoring tools
can be found in the consensus monitoring guidance
publication.

Repeat 1Ab with HbAlc and random venous or capillary BG

» Every 3 years

Annually if one or more of the following T10 risk factors are present:
- First-degree relative with T10 (parent, sibling, child)

- Elevated genstic risk for T10

- Dysglycemia

- History of stress hyperglycemia

Educational needs

People who are at risk or with early-stage T10 should
receive indivicuslized education to reduce the rate of
DKA at min e need for emergency care at
diagnosis, understind available interventions, introduce
benefits of research studies, and suppart general and
mental health for sffected individuals and their families.
Education should sccompany all monitoring plans,
including home glucose testing (SMBG) and monitoring
devices (CGM). See full consensus statement for more
information

For all, educste regarding diabetes symptoms and DKA prevention

If adult patient reverts to negative IAb status during monitoring,
no further moritaring is required; continue with T20 risk screening
per ADA guidelines

Multiple 1A

For all, IAb status should be confirmed with repeat testing within 3
months; order HbAle and fasting glucose to assess for dysglycemia

Psychological support

venous or capillary Em:

nal, cognitive and behavioral functioning should
be assessed in people at risk or with early-stage T10
and their family members. Psychological care should
be a part of routine medical visits. Ensure patient and
family members understand the screening and risk
information. When possible, this should be delivered
by providers with diabetes-specific trai

+ Patient with normoglycemia: annually
+ Dysglycemia present: every 6 manths

Cansider C-peptide manitoring if diagnosis of T1D vs. T2D is unclear
For all, educate regarding diabetes symptoms snd DKA prevention

If adult patient reverts to single or negative IAb status, continue with

Monitoring for T1D can reduce anxiety and depression,
monitaring as above

and help individuals to manage the unpredictabi
T1D development. See full consensus statement for
more information.

If dysglycemia develops or is present:
« Refer to specialist

+ Monitor HbALc and random venous o capillary BG every 6 manths

« Plus, blinded CGM or OGTT every 6 months, or high-frequency SMBG

Monitoring during pregnancy

Please see the full guidelines for expert clinical advice
for monitoring IAb+ women during pregnancy and
post-partum.

Ask the Experts \\‘

=
Ask the Experts is a free resaurce to suppart practicing clinicians to monitor individuals living == ™
in the United States who screen positive for T10 associated antibodies or celiac disese =, Breakthrough T1D
,r Formety IORF

Learn more at BreakthroughT1D.org/screening
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Accredited offering paired with resources
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Clinical Trials to Delay Type 1 7
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Referrals to clinical trials are low

Tufts Center for the Study of Drug Development conducted a study of 589 US-based (non-oncology)
physicians

899% 0.14% Barriers?

of physicians reported 549/ lack access to trial

of patients were : -
that they feel somewhat refzrred o 3 information
or very comortanie clinical trial 489% do not know where to

discussing clinical trial

opportunities with their refer patients

atients .
P 339%0 do not have the time to
| Getz KA. Ther Innov Regul Sci. 2020:54(2):404-410 learn about active trials
\
—:\‘ BreakthroughT1IR)F'” © 2024 BreakthroughT1D. All rights reserved. 12
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Breakthrough T1D Survey

Have you or a family member participated in a clinical trial?

Answered: 2,171  Skipped: 0

I have
participated...

My child has ~70% of
participated...

respondents
My
spouse/partn... report they have
Another family nOt pal’ticipated d
member has...

clinical trial

I'm not sure I
We have not
participated...

Two or more of
the above

Other (please
specify)

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%



Why haven’t you participated in research?

Answered: 1,424  Skipped: 747

Not aware of
the opportun...

Not aware of the opportunity to participate

Want to participate, but | don’t know how to get
involved

Want to
participate,...

Want to participate, but there are no trials

Want to
participate,... currently available to me
IHa_VEdbee" Have been invited to participate, but | need more
Invited to...

information before making a decision

MNot interested
in...

Not interested

Other (please
specify)

Other

0% 10% 20% 30% 40% 50% 60% 70% 80% 290% 100%



Additional current U.S. offerings (

partners)

Psychological Considerations in

Early-Stage Type 1 Diabetes
€ On-demand B 1.0 Credits

Presented by Suzanne Bennett lohnson, Laura
Smith, Holly K. O'Deonnell, and assisting in
development of the maternal Kimberly A
Driscoll.

Explore the psychological and behavioral
impact of early stage 11D and learn strategies
for communicating risk and addressing

CONCEnms.

Learn More and Register ('

Wl : 0'-':':.':’.' '
Breakthrough T1D" ADCES ‘-
,' Formerly JDRF 0.0. ’.'. :-

Qi

Representation in T1D Screening

and Clinical Trials
® On-demand = 0.5 Credits

Presented by Ananta Addala

This educational offering explores disparities
in access to type 1 diabetes screening and
monitoring, and provides evidence-based

solutions to deliver care to all.

Learn More and Register (4

! FOR EARLY T1D ANSWERS

AND GUIDANCE

THE LEONA M. AND HARRY B.

HELMSLEY

CHARITABLE TRUST

© 2024 BreakthroughT1D. All rights reserved.
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Pilot clinic HCP education outcomes to date

17

Total pilot clinic
contracts
(many with
multi sites)

§\\\l

— Breakthrough T1D™
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12

pilots actively
screening, 5 recently

onboarded (not

yet screening)

S,

pilots have
completed HCP
education

© 2024 BreakthroughT1D. All rights reserved.
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Uptake across the health professions

Participants by Specialty

3.40% CDCES
370% ‘ 19.44% Bl Dietitian
Nurse
4% Nurse Practitioner

6.79% . Other
B ra

B Pharmacist

25.31% Pharmacy Technician
Physician
24.07% M Social Worker
9.88%
\\\\I
— Breakthrough T1ID™ © 2024 BreakthroughT1D. All rights reserved. 17
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Which platform 1s best?

On-Demand vs. Live Webinar Completions

256
271

B Live Webinar On Demand

\\\\l
— Breakthrough T1ID™
Formerly JDRF

/// © 2024 BreakthroughT1D. All rights reserved. 18
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Interest expands beyond pilot =
clinic sites @

Good moorning Anastasia,l'm Maria
Macias,psychologist from Argentina.We work with
children and adolescents with Dbt in a public
hospital.At this moment we are working hard with

ove ra I I screening.

@Paula Paz Povedano and the interdisciplinary team

¢ TOta | reg iSt ra nts : 7 84 are interested in Accredited Educacion for HCP.
° Ce rtifl Ca tes a Wa rd ed : 5 2 2 Is there any possibility for us to do it?we can't register

% Anastasia Albanese-O'Neill (She/Her) = 10:47 AM

Hi Maria — were you able to access the education?

National and International

Reach

* Individuals from 42 US states and
individuals from 29 different
countries have registered for
education

\\\\l PPN
— Breakthrough T1ID™ -
///,' Formerly JDRF

Maria Macias - 10:59 AM

e

Hello!l've just acceded education!!l choose Other
option and then you could write Argentina .thanks!!!!

% Anastasia Albanese-O'Neill (She/Her) = 1:04 PIM

&

That is wonderful to hear. I'm so glad you enjoyed it.
We would love your feedback!

Maria Macias - 1:06 FM



European Offerings
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Offered 1n partnership with

Medscape

* English

* French
 Jtalian

* German

* Portuguese
* Spanish

\\|

—}// ,;?.reakthrough T1D™ Medscape

3
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[ ]
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11
23
19
: 8
13 -
27
& * 1
. a7
[
1035 550! .
5 53 ™
o i
73 * fg.136 a8
345 . 35 72- iy 287
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1,289 : .
. 187
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Accredited Education in Europe

Detecting and Managing Type 1 Diabetes in A New Dawn in T1D Care: Detection, Delay,
Clinical Practice Delivery, Striving for Cure
Type: Text based Type: Video based
Topic(s): Early detection Topic(s): AID, early detection,
immunotherapy, cell therapy
Launched: July 15, 2025 Launched: June 6, 2025
Days Live: 93 Days Live: 132
Learners: 2,614 Learners: 4,327
Test Takers: 839 Test Takers: 69
W
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Immersive Educational
Offerings
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Immersive educational ofterings: | 5
“Journeys of people living with type 1 diabetes
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What’s Next?
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Forthcoming FY26 Accredited Offerings

Course Name

-Tel1]14Y

Anticipated Launch

Motivational Interviewing in T1D Screening

Jan Kavookjian, PhD

November 2025

Diagnosis and Classification of Diabetes

Brynn Marks, MD

December 2025

Approved Disease Modifying Therapies

Kimber Simmons, MD

December 2025

Islet Cell Transplant

Peter Senior

December 2025

Current islet cell transplant clinical trials

Mike Rickels

December 2025

T1D Basics

Thomas Danne, Anastasia
Albanese-O’'Neill

January 2026
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Thank you to the team at Breakthrough T1D (Julianne Lally, Thomas Danne,
Michelle Simes-Kennedy, Danielle Faulkner, Jules Kronberger, Stacy

Descoteau, Brynn Marks) and our partners at ADCES, Medscape, and many
others.
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