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Context

The majority of children screened today have a first degree relative with T1D
Up to 90% of children diagnosed with T1D have no known family history*?

Pediatric endocrinologists are the primary clinicians screening and monitoring
children in the US today

As of 2023, 1494 certified pediatric endocrinologists?
2.0 per 100 000 children aged 0 to 18 years (range 0.6-7.2)3

General population screening and monitoring programs show promise

Decreased the rate of diabetic ketoacidosis (DKA) at diagnosis by as much as 10-fold
(from 25-62% to 4-6%) at diagnosis.*

1 Haller MJ, Bell KJ, Besser REJ, et al. ISPAD Clinical Practice Consensus Guidelines 2024: Screening, Staging, and Strategies to Preserve Beta-Cell Function in Children and Adolescents with Type 1 Diabetes. Horm Res Paediatr.
2024;97(6):529-545. doi:10.1159/000543035

2Parkkola A, Harkonen T, Ryhdnen SJ, llonen J, Knip M, Finnish Pediatric Diabetes Register. Extended family history of type 1 diabetes and phenotype and genotype of newly diagnosed children. Diabetes Care. 2013;36(2):348-
354. doi:10.2337/dc12-0445

3Haymond MW, Zeitler PS, Dabelea D, et al. Child health needs and the pediatric endocrinology workforce: Current status and prospects. Pediatrics. 2024;153(Suppl 2):e2023063678J. doi:10.1542/peds.2023-063678J

4Sims EK, Besser REJ, Dayan C, et al. Screening for type 1 diabetes in the general population: A status report and perspective. Diabetes. 2022;71(4):610-623. doi:10.2337/dbi20-0054




Toreach greatest impact, T1D
screening and monitoring needs to
happen for all children, outside of

the specialist setting
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Problem We Are Solving For

Future State

Primary care providers can screen for early T1D,
shifting diagnosis from crisis.

T1D families have time to plan care, consider
research participation, or possibly explore
treatment to delay stage 3 onset.

The general population is familiar with T1D, its signs,
risks and screening.

Primary care providers do not have guidance
to screen families for T1D.

Families are often diagnosed at the point of
DKA.

The general population is largely unaware
about T1D and screening.

A aNtFe;
Informed & Supported Informed & Supported
Families-at-Risk&  Primary Care Families-at-Risk & Primary Care and
General Population  and Pediatricians General Population Pediatricians
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Closing The Gap

T1D Autoantibody Screening and Monitoring Solution:

Core clinical pathway for general population pediatric T1D autoantibody
screening monitoring in primary care,

Clinical tools, and

Implementation guidance/resources
Proposal to study the T1D Autoantibody Screening and Monitoring Solution at scale

Strategy to spread the T1D Autoantibody Screening and Monitoring Solution
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How are we going to do it?

Convening 1 Convening 2 Convening 3
April 29-30, 2025 November 12-13,2025 May 12-13, 2026
BOSTON COLORADO BOSTON
LANDSCAPE UPDATE WORKGROUPS WORKGROUPS FINALIZE OUTPUTS
Literature Review Co-design prototype Prototype feedback & iteration
Interviews clinical pathway & Co-design implementation materials

clinical tools Develop test and spread strategy




Work To Date
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Design User Interviews—Who We Spoke to:

20 Caregivers 1 7Clinicians

4 Parents with screening
experience

8 Parents of children with T1D
7 Parents with no T1D experience

11 Pediatric Endocrinologists
5 Pediatricians/PCPs
\J 1 Pediatric Psychologist

4 Parents with lived experience
with T1D
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“I think it will be difficult to get traction
universally, but for the families who this is
immportant to, 1t’s unbelievably important.”

— APARENT WITH LIVED EXPERIENCE WITH T1D
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Primary care providers do not have
guidance to screen families for T1D.

Families are often diagnosed at the
point of DKA.

The general population is largely
unaware about T1D and screening.

Families-at-Risk & Primary Care
General Population and Pediatricians

Future State

Primary care providers can screen for
early T1D, shifting diagnosis from crisis.

T1D families have time to plan care, consider
research participation, or possibly explore
treatment to delay stage 3 onset.

The general population is familiar with
T1D, its signs, risks and screening.

\I " ‘p \/
NV AL AL
Informed & Supported Informed & Supported

Families-at-Risk & Primary Care
General Population and Pediatricians
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Gaps in our Current
Primary Care Ecosystem AWARENESS GAP

./Limited primary care clinician and public
. -7 understanding of T1D screening ~— _
In the current state of T1D screening and -~

monitoring, we identified four key gaps. e EARLY DETECTION GAP -

'/Lack of implementation of screening N
protocol/guidelines in primary care oS

~
~

RESULTS GAP _ SNl
—Lack of primary care understanding of T1D S
autoantibody testing and risk implications AN
\\ N

MONITORING GAP_ N N

AN
“Current challenges in applying monitoring \\

guidelines for managing the progressmn of
T1D in primary care AN
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16 Key Opportunity Areas

Awareness
1| Clinical Rationale 2 | Clinician Awareness
Early Detection
4 | Clinical Screening 5| Patient Identification
Protocol

8 | Provider-Patient Shared

"/ | Clinician Support
Decision Making

10 | PCP-Endocrinology
Collaboration

3 | Family Awareness
and Education

6 | Provider Training

O | Patient Education
on Screening
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16 Key Opportunity Areas

Results

11| Clinician Training
on Results

Monitoring

14 | Ongoing Monitoring
Clinical Protocol

12 | Patient-Provider
Communication on
Results

15 | Family Counseling and
Meeting Needs of
Families

13 | staging

16 | PCP-Endocrinology
Collaboration
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MILLIONS
OF LIVES?

Ariadne held a
convening ...
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Clinical pathway brainstorming

IDENTIFY & OFFER SCREEN RESULTS MONITOR
1 2 3 4




T1D Screening & Monitoring
Clinical Pathway

Screening Results Monitoring
Clinical team identifies eligible children, offers Clinical team reviews results and guides patients on Clinical team facilitate monitoring &
screening and education, and supports shared next steps. treatment based on staging,

progression, guidelines, and shared

decision making. Clinical team order screening and
decision making with family

facilitates sample collection.

NO AB: RESCREEN IN FUTURE z1AB:GOTO
21AB: GO TO STEP 6 8. MONITORING

6. Confirmatory | 7. Confirmatory
Testing Disclosure

1. Patient
Identification

8. Planning 9. Monitoring
& Referrals

Screening Order Collection Disclosure

2. Offer l 3. Screening ’ 4, Sample ‘ 5. Initial Results

7A. Staging




T1D Screening & Monitoring
Clinical Pathway & Prototypes

z1a8:c010  Monitoring

Results NO AB: RESCREEN IN FUTURE
8. MONITORING

Screen
=1AB: GOTOSTEP G

9. Monitoring
& Referrals

7. Confirmatory
Disclosure

6. Confirmatory

8. Planning
Testing

2. Offer

1. Patient
Screening

3. Screening 4, Sample 5. Initial Results
Identification

Order Collection Disclosure

TA. Staging

Screening Flowchart

C@ FOR CLINICANS >

(* FORFAMILIES)

Screen Early,
Stay Health




Prototype within our Clinical Pathway
Screening Flowchart

Screen Results NO AB: RESCREEN IN FUTURE z1a8:c010  Monitoring

21AB: GO TOSTEP 6 8. MONITORING

1. Patient 2. Offer 3. Screening 4, Sample 5. Initial Results | 6. Confirmatory | 7. Confirmatory w 8. Planning 9. Monitoring
Identification Screening Order Collection Disclosure Testing Disclosure & Referrals

TA. Staging
Screening Flowc

T1D Autoantibody Screening Flowchart
LostUpdoted: MDD

T1D AUTOANTIBODY This protocol follows current guidance and outlines clear steps for
‘TID AUTOANTIBODY st allows curen gidnce ndoutines e s o pediatric providers, with components highlighted for adaptation to

Screening Fl t B Screening Flowchart each unique clinical context.

[ ssevoarns| e 1k
= ey
R e

Last Updated: MM/DD/YYYY

@ Identify Eligible Patient

Screen children once during each of these age ranges:
« 1-2years old (with lead screening)***

(omonched

ommetn
.. See Screenin,
s heseening oporuity e oot « 4-6yearsold (as able to or with school check up)***
i — Spcicy o ptnal s wlbe rovies | - « 9yearsold (with dyslipidemia screening)**
i Scependc2brinplemetotion g B « Anytime after 9 years old if never been screened™”
o -
[ A A
Er— _ Offer &Discuss Screening If child has a family history of T1D or other autoimmune
e B Use family education handout to introduce, educate, and disease, complete inital screening as soon as possible f
o s discuss the screening opportunity in order to support between the ab As evidence strength
gty T Shared decision making about whether to screen etueen the above ranges. As evidence srengthens, more
¥ specificity to optimal ages will be provided.
e em——— et
| 2= See Appendix 3 for implementation guidance

Oependagon i apbitis prtom venous o

pstsesingote oo i v Fremarioto seotonog Family agrees -
o | S Y Ny B Autoantibody Test Ordering**
seSreng i P — o

o L. YES NO

e O I Order the following labs:
: ot

—_— o Insulin Autoantibody (IAA) 7<% &7

@ Order Screening Test

et o Educate & Document « Glutamic Acid Decarboxylase (GAD) Autoantibody
- o ) Glutam
professionsis: polyuria, polyipsi, poyphogio, weight S . . Discuss:
— ) Rt | nme Discuss . + Relevant education [ + Islet Antigen 2 1A-2) Autoantibody 7% !
T + Relevanteducation f7) + Opportunities to discuss i ibody 7
. ~ Sample collection process Pp: « Zinc Transporter 8 (ZnT8) Autoantibody

screening again
Rationale for decline
Document decline

* Mty G dotclsc. « When to expect results
o Order test

Be transparent about insurance coverage of screening and
discuss options if patient insurance may not cover testing

gt mpsthena g, prcios e,
omnsydtome

" costs. See Appendix 2: Autoantibody Test Ordering
v owtiates v At e
ptsbemernimry
proccetoom @ Offer Future Screening Depending on clinic capabilities perform venous or




Prototype within our Clinical Pathway

Digital Tool

Screen Results NO AB: RESCREEN IN FUTURE z1a8:c010  Monitoring
=1AB: GO TOSTEP6 8. MONITORING
1. Patient 2. Offer 3. Screening 4. Sample 5. Initial Results | 6. Confirmatory | 7. Confirmatory 8. Planning 9. Monitoring
Identification Screening Order Collection Disclosure Testing Disclosure & Referrals
TA. Staging

Digital Tool

4 N\
Menu
Patient Input Resul R dations
.
B Key Figures & Resources
Results Summary © Abouttis TID Risk Too

Result Value
Age 3 -6 years
Clinical Journey Confirmatory T1L
Initial I1Ab+ ZnT8
Confirmatory |Ab+ ZnT8
itiatidAs con A = =)




Prototype within our Clinical Pathway

T1D Family Monitoring Plan

Screen Results NO AB: RESCREEN IN FUTURE z1a8:c010  Monitoring
> 1AB: GO TO STEP 6 8. MONITORING

1. Patient
Identification

6. Confirmatory | 7. Confirmatory
Testing Disclosure

Screening Order Collection Disclosure & Referrals

2. Offer ‘ 3. Screening l 4, Sample ‘ 5. Initial Results

LS.Planning | 9. Monitoring I

TA. Staging

T1D Family Monitoring Plan

Patient Name: Date:

T
Family Monitoring Plan (One Autoantibody) I - =

Family Monitoring Plan (One Autoantibody)

We're here to help on this complex journey—Early stage type 1 diabetes monitoring can feel complicated, but we'll
listen, answer your questions, and support your family so we're working through this together.

‘Understanding Your Child’s Results.

Understanding Your Child’s Results

y

\“ Autoantibodies: Your child has tested positive for 1 autoantibodies. This means your child
/' may be at risk for type 1 diabetes. We will want to monitor.

/5 BloodSugarResults
\\/@ /" Hemoglobin ALC (HbALC): Shows the average blood sugar levels over Date:
" the past3 months.

Random Blood Glucose (RBG): Shows the blood sugar levels at any time. pate —— b=
(YT AR —

Planning for Monitoring

Next teps
How Will We Monitor? e oo | e tin
) " . For years.
Based on your child’s age and results, it is recommended that [
we test for autoantibodies, blood sugar, and HbALc: Every Every [ e () ron
6 Months Year

) What Are Your Concerns at the Moment?
/ Are there any questions, needs, or concerns your family would like to talk about?

/w6a) What Could Help?
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Landscape Analysis

Refresh on the 2022 Milken Report, providing a broader Type 1 Diabetes Autoantibody
. . Screening Implementation Roadmap:
contextual understanding of the T1D screening, 2025 Report Update

monitoring, and evaluation environment following
Teplizumab approval

Focuses on new discoveries and activities in the field
as well as updating ongoing approaches
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Looking Ahead




Key Dates

CONVENING 2 CONVENING 3 (FINAL)
November 12 - 13, 2025 May 12-13, 2026
COLORADO BOSTON
B Simulate the use of pathway materials & eliciting B Holistic review of solution—clinical pathway
additional implementation considerations materials with implementation resources
B Discuss aims for testing solution in primary pediatric M Discuss co-developed test and spread strategies
I care for general population screening I
WORKSTREAMS FINALIZING
November 2025 - April 2026 May 2026 - August 2026
B Refine pathway materials based on convening learnings B Refine/update solution based on
B Rapid cycle testing of pathway materials convening learnings
B Co-develop implementation resources B Finalize co-developed test and
B Develop a plan to test solution in primary pediatric for spread strategies

general population screening
B Co-develop a plan to spread solution
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Thank You

Contact: Francine Maloney (fmaloney@ariadnelabs.org)

ARIADNE LABS is a joint center for health systems innovation at Brigham and Women's Hospital
and the Harvard T.H. Chan School of Public Health.

-5 Brigham and Women's Hospital

== Founding Member, Mass General Brigham

—

way | HARVARD TH.CHAN

SCHOOL OF PUBLIC HEALTH
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