QI Project: Screening for stage 1
And stage 2 type 1 diabetes

July 19, 2024
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Introduction/Welcome

Welcome/Project Aim

Monthly Data Reporting/Smartsheet Overview
Center Screening Process Maps

Coordinating Center Updates

T1D



AIM Statements

Increase by at least 15% (from baseline) the
proportion of people screened for T1D in 18
months. ( June 2024- December 2025)

Increase by at least 30% (from baseline) the
proportion of eligible people monitored for
progression to stage 3 T1D over 18 months.
(June 2024-December 2025)

T1D



Timeline Expectations

July 2024  Attend monthly group coaching calls
« Create process maps for screening and annotate pain points
 All centers will report baseline data to Smartsheet (January 2024 to
June 2024)
August 2024  Attend monthly calls

« Teams will perform a fishbone activity/ create KDD
« Team will use the PICK tool to prioritize interventions/changes

September 2024 Attend monthly coaching calls
« Teams report on their recent intervention activities.

* The group will continue to test PDSA Cycles.



Monthly Data
Reporting/Smartsheet Overview
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Project Metrics

A) Number of individuals seen in reporting month
who have been screened for T1D antibodies

Autoantibody Screening

1) Number of individuals in [A] that have been

screened and confirmed positive for antibodies
(GADE5, Anti-IA2, Tyrosine Phosphatases |1A2

and 1A-23, ZnT8)

1a) Number of individuals in [A] that have been
confirmed positive for a single autoantibody

1b) Number of individuals in [A] that have been
confirmed positive for multiple autoantibodies

Stage 1 Diagnosis

2) Number of individuals in [A] who have multiple
islet autoantibodies, normal blood glucose

Stage 2 Diagnosis

3) Number of individuals in [A] who have multiple

islet autoantibodies, abnormal glucose tolerance
OR HbA1c 5.7-6.4%

Stage 3 Diagnosis/New Onset Patients

4) Number of individuals in [A] who have blood
glucose levels above ADA diagnostic thresholds
OR HbA1c >=6.5%

T1D



Project Metrics

5) Number of individuals in [2] + [3] with a
scheduled endocrinology (per monitoring
guidelines)”

DKA Events

6) Number of individuals monitored for T1D
diagnosis in last 12 months who have a DKAIn
reporting month

7) Number of individuals in [3] offered Teplizumab
prescription

T1D



Center Screening Process Maps
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Texas Children’s Hospital



Texas Childrens Hospital: SIT DOWN T1D Clinical

Algorithm
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.




Lurie Children’s Hospital



Autoantibody Screening Process

Established T1D
patient at routine
clinic visit

At visit, provider discusses
benefits/risks of screening
to relatives and offers
screening

Is family
interested in
screening?

Islet Autoantibody Screening
Who should be screened for
islet autoantibodies?

*  Those with relatives
who have T1DM
Personal history of
autoimmunity,
especially with 2+
autoimmune conditions

No dedicated
screening
clinic

Re-approachin a1 year

]

Provider refers to

Screening Program:

e TrialNet for family
members of those
with T1ID

e ASK for general
population

Double
Booking

A 4

Provider sees identified
patient to obtain AAB for

existing patients

4

Provider completes screening:

e  Canorder 5 autoantibodies:
GAD-65, insulin, islet cell, 1A2,
INT8

. Fasting/random glucose, Alc

AAB results return to
ordering provider

Diagnosis Codes:
e Family history of type
1 diabetes 283.3

e  History of
autoimmune disorder
286.3

e Atrisk for diabetes

291.89

>

a

AAB negative

AAB positive or

Consider repeat
screening annually, or at
ages 2, 6, 10 years of agg

Repeat testing to

negative? One AAB positi

confirm; monitor every
6-12 months

Two or more AAB positive————|

Obtain OGTT to assess for
dysglycemia

Consider Tepluzimab

i} \ Present
Dysglycemia

present or
absent (>200
mg/dLat 2
hours)

Absent Continue to monitor

with OGTT every 6
months

L B



Children’s National Hospital



Screening for Early-Stage Type 1 Diabetes

;‘;"w't;: pain point

Type 2 visit
pathway

Self-referral from
families

BMI > 85%ile?

Referral received for
A1c 5.7% - 6.4%

Discuss recheck in 1
year vs monitor for
symptoms

At visit: discuss
ppointment made diabetes, obtain
(T'D NPV) antibodies, teach

glucometer

¥

NO

Antibodies
positive?
YES

Providers identify
families in diabetes
clinic who want
screening done for
sibling(s)

Discuss with family,
follow-up per

T1D

Obtain antibody
screening




University of Indiana
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Provide new-onset
education w/
screening info

/[ Newly

| disgnosed ——#

\, diabetes/

A 4

presented by CDCES
and/or TN team
member

Transfer of ‘I

2 wk Follow-up CDCES E i !

visit
-Reiterate the pros/cons
of screening relatives
-Postcard with QR code
link to TN website
provided

Document in
Cerner Clinic Note

Care in
routine }
\ diabetes

\ clinic /

Abbreviations Key:

TN = TrialNet

PNP = Pathway to Prevention

CDCES = Certified Diabetes Care Education Specialist
ESC = Early Stage Clinic

Provider (or CDCE#

discusses pros/cons of
screening relatives
-Postcard with QR code
link to TN website
provided

Document in
Cerner Clinic Note

Agrees to PTP

-Patient <2 yrs old

[
L

articipation?

Continue screening/
monitoring via PTP

TN team member
documents which family
members actually screened
in patient's Cerner Chart

Desires ongoing

Interested in
screening outside
of TN?

Yes

Peds Ea

Stage Clinic

from

Re-approach g12 m

Document discussions |
patient's Cerner Chart

fOutpatient’,
f referrals to
\
providers or
! TN /

rly

Cont. Next Slide
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Outpatient
f’ referrals to
Peds Early
Stage Clinic
from [

| .
providers or
v TN /

| RptReferral by
Endo Provider

Referral routed to
appropriate Endo/Diab
Clinic

Appropriate”
referral?*

-Initial review by

fellows

1 month prior to
scheduled visit a study
coordinator reviews
patient chart to
determine PTP
eligibility and discusses
cases with ESC
physician

-5tage 2
-Single Ab+ & dysglycemia
-Needs meore information

-Family wants to talk to physician

*Includes: Hx of one or more other
autoimmune conditions, »=1 T1D AAb

-#'s re: referrals sent to Dr. Felton or Dr.
Tuttle

-Additional information tracked down if
needed w/ help of referral staff

-Stage 1

Continue via
PTP

-T1D relative w/o prior

A

Declines PTP participation
Unable to contact

Consents/Accepts

| Keep ESC Apt.

h

Study coordinator calls the
patient to inform them of clinic
procedures and obtains study
consents (if applicable)

Coordinator emails Danyeal
phlebotomist) about arders who
prepares kits/tubes needed for

wisit

Contacted
before clinic?

Physician places orders needed in
Cerner: OGTT, Alc, AAb panel,
iron studies, etc.

Physician meets with family
discusses pros/cons of
screening and describes
clinic procedures and
answers questions

Continue PTP
Monitoring

Coordinator takes patient
to lab, organizes study
tubes (if applicable),
calculates glucola dose

Consented to PTP
Participation?

A

h

Coordinator meets with
family and obtains
consents (if applicable)

Cont. Next Slide
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All 4 (or 5) Phone with
Ablbs results

MNegative \‘-_/-—N\

Recommend repeat screening by PCP if <18 yrs old (e.g. if
screening at 2 yrs then again at 4-6 yrs, 9-10 +/- teen yrs).

¥

A

No Telehealth visit (ICD10 AB+) to discuss results &
next steps. Review signs/symptoms. Rpt AAb panel
in 6-12 months + Annual HbAlc (alert if »10%
increase). Schedule ffu appt in ESC in 6-12 mo.

onfirmator
AAb Panel
needed?

No Any +T1D

AAbs?

Contact family,
place orders for | Telehealth visit to discuss multiple
repeat T1D AAb "| AAb + results +/- metabolic results.
panel

Develops glucose
abnormalities or
Multiple + AAbs?

Follow until meeting discharge
ESC discharge criteria or reverts
to AAb negative

MNo - Stage 1
or Stage 2
inelegible

OGTT & HbAlc every 6 months, SMBG
during illness, +/- CGM monitoring.
Schedule f/u appt in & months in ESC. ICD10
code AAb+

tzge 2 and TN studis
prevention study eligible
s. =8 yrs (Tzield

OGTT & HbAlc every 6-12 months +/- CGM
monitoring. Schedule f/u appt in 6 months
in ESC. ICD10 code AAb+

Y

Coordinated telehealt
call with TN study
coordinator and
physician

Physician initiates PAS

Yes processes and
coordinating

infusion/maonitoring

o
Follow-up in ESC for
post-infusion
meonitoirng

Proceeding with

ield?
studies or TZield? TZield?

Ongoing
monitoring in
ESC

Proceed with
Study Procedures




Coordinating Center Updates



Next Steps
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