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Objectives

= Discuss how the guidance was developed
=  Present next step plans for document
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Consensus Guidance for
Monitoring People with
Antibody-Positive Phone call/followed by email
from Dr. Albanese-O’Neill
Pre-Stage 3

Type 1 Diabetes

Process began September 2022

Here is a brief summary of the initiative:
Working Group: Consensus Guidelines for Clinical Monitoring in Pre-symptomatic Type 1 Diabetes

Purpose: Develop and publish type 1 diabetes monitoring consensus guidelines for individuals who have participated in type 1 diabetes risk screening
Timeline: Draft Consensus Document: ATTD, February 2023, Berlin Germany

Working Group Meetings: Biweekly from February 2023 through May 2023

Finalize Consensus Document: ADA 5ci 5essions, June 2023, 5an Diego, CA, USA

Chair: Moshe Phillip, MD
Associate Chair: Linda DiMeglio, MD, MPH

Thank you again for considering it and looking forward to hearing from you.

Anastasia



ISPAD Clinical Practice Consensus Guidelines 2022: Stages
of type 1 diabetes in children and adolescents

Rachel E. ). Besser’ | Kirstine J. Bell” | Jenny ). Couper’®© | Anette-G. Ziegler’ |
Diane K. Wherrett® | Mikael Knip’ @ | Cate Speake® | Kristina Casteels”™?© |
Kimberly A. Driscoll’* © | Laura Jacobsen'?® | MariaE. Craig®© |

Michael J. Haller'?

* Both general population and targeted screening should be coupled with education and
monitoring programs for those identified with autoantibodies (B).
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November 2022

Mission statement Drafted
Preliminary references pulled



Mission Statement (Nov 2022)

* Even though T1D risk screening has taken place for over four decades, there are no
published clinical monitoring guidelines available to clinicians to use in primary and
specialty care.

* The recently-published ISPAD guidelines are the first consensus document to encourage
ongoing monitoring to track disease progression.

* However, ISPAD guidance only addresses T1D progression in children and adolescents
(not adults) and does not outline specific clinical practice steps.

* Without clear guidance for recommended next steps from healthcare professionals,
individuals at risk for T1D will remain at increased risk for DKA at diagnosis and its
related sequelae; continue to be unprepared at diagnosis; not be identified for
participation in T1D prevention research, and miss opportunities to delay disease
progression through therapeutic intervention.

e The urgency of the need for comprehensive monitoring guidance has risen with approval
of the first disease modifying therapy, teplizumab.



Working group mission - develop

e Consensus document based on expert opinion and current evidence that specifies
the necessary monitoring guidance/a basic management approach for persons with
Antibody-Positive Pre-Stage 3 T1D progression for use in clinical practice to include

o What endpoints to monitor

How to monitor

How frequently to monitor

How to provide psychosocial and educational support

Age/other biomarker and context-based contingencies and adaptations

What additional evidence is needed in this space (e.g. biomarkers, risk

factors/assessment, efficacy of approaches)

e Patient-facing educational materials for use by individuals and clinical practices that
include

o Symptoms of T1D

o T1D staging description

o Description of monitoring plan

o Customizable links to local resources
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21st February 2023, ATTD-Berlin Germany ATTZ

Advanced Technologies
& Treatments for Diabetes

11:00 to 11:20 Welcome and Introductions — Dr. Sanjoy Dutta
Summary of Working Group Mission — Dr. Moshe Phillip, Dr. Linda DiMeglio

11:20to 12:30 What Have We Done in Monitoring?

e State of the Science in Monitoring — Dr. Marian Rewers

e [SPAD Monitoring Guidelines — Dr. Rachel Besser

e Insights from the INNODIA Monitoring Protocol — Dr. Chantal Mathieu

¢ Insights from the TrialNet Monitoring Protocol — Dr. Emily Sims

e Insights from the Frlda Monitoring Protocol — Dr. Anette-Gabrielle Ziegler

¢ Insights from the ASK/ASK the Experts Monitoring Protocol — Dr. Kimber
Simmons

12:30 to 1:40 What Should We Do Next?

Moderated Discussion Led by Dr. Moshe Phillip and Dr. Linda DiMeglio

1:40 to 1:55 Working Groups and Next Steps
1:55 to 2:00 Closing Remarks
2:00 Lunch and Networking at Café Madrid

(https://melia-berlin.firstview.us/en/cafe-madrid)




21st February 2023, ATTD-Berlin Germany
*Monitoring in children and
adolescents (Besser/Griffin)

*Subgroup leads: Veijola, Craig,
Simmons, Couper

*Monitoring in adults (Schulman-
Rosenbaum, Wentworth)

*Educational needs

Advanced Technologies

& Treatments for Diabetes ( Be I I/F ro h ne rt)

*Psychosocial interventions
(Driscoll/Smith)
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A new clinical state to address

V.

WHAT IS THE WHO SHOULD WHAT DEFINES WHEN SHOULD WE
PURPOSE OF MONITOR? STAGE 2 T1D? BEGIN TREATMENT?
MONITORING?

PSYCHOLOGICAL
SUPPORT



Draft version 6.6

June 2023



22" June 2023, ADA-San Diego USA

' Sl A | BETA ISy N | bk 1 ol Sl E Y
i :"- k '} - g x r | . ; iy :I_.l 1 IF. 4 Ih-!i.__"- ,F-#_:.I' 1:1_-3-.“.;: B
b - = - L f . T i ¥ I

g g)

American
Diabetes
- Association.



Exit
Resoreen PRN
SWICONCETN OF per

local schedule

Iy

I

I

| Stabie single 18
| over dme®

Pesitlhve Islet
autoantibody soreen

Zangle positive

Periodic
autpantibody
TeaSEEsEmen]

TR 4

Pr

Metabslic manitaring
® | ab
® Home

Offer participation
in appropriate
trials or approved
therapies

Hormal Stage 1*

imgaired Stage
[increase frequency™)]

Diapnostic Offer participation
Stage ¥* in appropriste
frials or approved
therapies

Meeting treatment goals
withaut symptams

Wlane insulin |rH|!I‘f
® | bssal TID education

and managemsent

Primary care / GP

Progression to specialist
diabetes care

Pediatric or
adult endocrinologist

Initial
SCTRaMNg

Simgle IA*

buleiple LA
[Seage 1 TID)

Srage 2TID

Stege ITIO






ATT >

Advanced Technologies
& Treatments for Diabetes

American

* iabetes
ié:& (K' |SPAD A®Rss|%¢;‘iation®

International Society for Pediatric
and Adolescent Diabetes

.--'--
Jevaee,
L2 e T

- '.‘.‘.. Asociation of
A D‘ : Es 24", Diabetes Care & Education
- +a®" Specialists

s gt e,
B N NG
Lot

;-J\(' ads =

IMPROVING

LIVES. Australian Diabetes Society
CURING

TYPE 1
DIABETES.

European Association
for the Study of Diabetes

THE LEONA M. AND HARRY B.

HELMSLEY

CHARITABLE

DOCRINE
SOCIETY

TRUST

T

1D



Typel
Diabetes
TrialNet

| Sept 2023: Italian Population
T1D Screening Initiative

Mulée (FI): “The law on pediatric
screening for diabetes and celiac
disease is an example of good policy’

"Italy, thanks to all the parliamentarians who have decided to support my bill, is today the
first country in the world to have equipped itself with such an innovative tool to protect the
health, and in many cases the lives, of our children "

’

Rome, 13 September 2023 © Agenzia Nova - Reproduction resernved
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rapidly changing world
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Draft version 8.0
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Next steps

1. Finalize feedback
2. Re-circulate to all authors

3. Submit to journal (!)

4. ATTD Presentation 2024

ATTE’) 6-9 MARCH 2024
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