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PLEDGE Overview

Enrolling at every primary care clinic across Sanford footprint
-
o 0-6yORonce9-16y. '@ ) ]
@) N ) )
Hclo i Genetic Risk Score . ,
o ks GRS2 Once at study entry
V.E? "‘“'Q?H-Zf?_;éﬂm (blood spot; can be with Newborn Screening) Bll“th 2 years 5 years 9 _1 6 years
— ""8"" by Cy ievter o
J f— % © g T1D AutoAb C
“0T & e Celiac Testing
89 5 G —
& (@]
o N
o "”(‘?:“w. I Completed Consent Routine Care
_ g ® Self-eligibilit Lab CoIIectlon
o) 0P ) (nton -
Emémmij O.::.ﬁﬁ H -~ o — |
=T e S w ) Consent , @ 3 LabResults -
Y Wg Oty O wre (MyChart) ] Epic / MyChart S
5. (MyChar) S Existing Infrastructure +
— Collection

Research Staff will:

— Processing
— Shipping (PNRI) — Contact Family & Explain
— Retest

Goals: Prevent DKA at diagnosis! —Seas ~ Pereitent Positives > Monforing
Offer early interventions/trials
Referral to clinical care at appropriate time
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PLEDGE Monitoring
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@ PLEDGE Monitoring
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Repeat Antibodly Test

________ B o - Separate Protocol and Consent after confirmation of persistent antibody.

> 2 Positive OR

L Persistent Ab? SlrelBlrlenalt . 9
, » Tailor extent and frequency to expected risk
Exit Single
Rescreen PRN Sx/Concem Positive
=  Single Islet antibodies:
? — — Periodic reassessment of antibodies, Hemoglobin A1c
: R“:;g‘;;m — Home ketone testing PRN symptoms or illness
! ;
|

| Stable Single 1A+
| over time*

No*
>1T1D
Autoantibody?
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@ PLEDGE Monitoring
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Repeat Antibody Test

= 2 Posiie OR « Separate Protocol and Consent after confirmation of persistent antibody.
ingle High Affinity
» Tailor extent and frequency to expected risk

No

Persistent Ab?

A

Exit
Rescreen PRN Sx/Concem
or per local schedule

Single
Positive

« Single Islet antibodies:

? p— — Periodic reassessment of antibodies, Hemoglobin A1c
: R":;g‘;;m — Home ketone testing PRN symptoms or iliness
! :
! ) ) ) ) .
| Stable Single A+ i « Stage 1: Multiple Islet Antibodies with Normal Glucose Regulation
| over time* > . o . . : ] : ]
ey — Metabolic monitoring: Add OGTT, Hemoglobin A1c, Proinsulin:C-peptide ratio
— Home testing: Ketones and Blood Glucose PRN Symptoms or illness
Yes

B = « Stage 2: Multiple Islet Antibodies with Impaired Glucose Regulation
il . — Monitoring visits at least g 6 months.
mpaire
o Stage 2 — Home testing:
lorma 5 [Increase .
— Stage 1* Glycemic Frequenoyl | + Blood glucose 2 points monthly
Offer Partcipation in Offer Partcipation in * Ketones and Blood Glucose PRN Symptoms or illness

appropriate Trials appropriate Trials

Diagnostic
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Education

« Ongoing education at every contact with
families

— Signs/Symptoms of clinical T1D
— Whom to contact for questions

« Additional teaching & materials at specific
events
— First Antibodies
— Entry to stage 1
— Entry to stage 2
— Stage 3 & transition to clinical care
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Home Monitoring for Stage 1 T1D

Childran with at least 2 antibodies and normal glucoss tolerance tasting

Signs of TID:

Thrster  Frequent  Badwetting

Mors  Feding Unesplsined By Difficuly
Increased  Grmation Huey T
Brvng.

Waight Loss  Vision  Consentiating

‘When your child gets sick or if they have signs of TID:
Test blood sugar levels and urine ketones daily

Next steps depend on the blood sugar levi
e e %%,  Goto HIGH Blood Sugar

oo men oo mgiaL  C-|~>  Goto IMPAIRED Blood Sugar
O

Atanytime:Under60mg/dL orlo 9% Go to LOW Blood Sugar

Atany time, Call 811
IFyou get help from a provider, please
- Share with them that your child is at risk for Type 1 Diabetes for Emergencies

- Notify the PLEDGE Study team afterwards (605) 312-3309

For HIGH Blood Sugar  [itineowrizsmell i L

A
‘Wash Hands and Recheck Blood Sugar
If recheck is lower, go back to the table above and follow the relevant steps 5

Check Blood Sugar

Continue checking blood sugar twice daily (fasting and 2 hours after a meal) while your child is

still sick or having signs of TID.

Check Urine Ketones
Check urine ketones every 4 to 6 hours until you are seen by a healthcare provider.

A""""'\ Wy ST 111 Moderate or Large Ketones.
See a healthcare provider within
24 hours, This may be Primary. el ey dnpartment
Care, Urgent Care, or Emergency

Department.
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For IMPAIRED Blood Sugar 52 R 22 tithes mara, SR
Wash Hands and Recheck Blood Sugar r

If recheck is lower, go back to the table above an follow the relevant steps

Check Blood Sugar

Continue checking blood sugar twice dally (fasting and 2 hours after a mel) until
u discuss with the study team. If blood sugar goes outside the Impaired range,

please go to the section that matches that result.

Check Urine Ketones

Check urine ketones daily when blood sugar is impaired

Negative, Trace, or Small Ketones 11l Moderate or Large Ketones
Continue to check urine ketones each

e
day whenever blood sugar is impaired P“m‘“‘mﬂ

Please call study team within 3 days.
(6085) 312-3309

S

Check Blood Sugar

Continue checking blood sugar while your child s stillsick of having signs of TID (fasting and 2 houirs
after meal, daily).

If blood sugar goes outside the normal range, please go to the section that matches that result.

Check Urine Ketones
Check urine ketones at start of iliness. If urine ketones are:

(Dresative, Trace, or small Ketones | ({]) Moderate or Large Ketones
Check urine ketones each day until

symptoms go away or you have
discussed with a healtheare provider.

See a provider within 4 hours.
(Primary Care, Urgent Care, o
the Emergency Department)

For LOW Blood Sugar IS ——— Py

Treat Low Blood Sugar

Give 2 ounces of juice, non-diet soda, or milk
Recheck blood sugar after 15 minutes

If biood sugar is still under 60 mg/d, treat again

If blood sugar remains under 60 mg/dl 15 minutes
after re-treatment, call your medical provider

HELMSLEY

Home Monitoring for Stage 2 T1D

Children with at least 2 antibodies and abnormal alucass tolerancs testing

e 0O Q00000

Thrior Frequent Sedwetting  More  Feelng  Uneiplsied  Bry  Diiculy
Erse  Giton Humgry  Tied  Welgniloss Vison Concentratg
g

Test blood sugar levels monthly (fasting and 2 hours after a meal)

Test blood sugar and urine ketones when your child gets sick
orif they have signs of TID

Next steps depend on the blood sugar level:

asting: over 136 mg/dl oy
ey i over 150 g/ o 1 > Goto HIGH Blood Sugar

e e 250 mgidL é‘}f{'& Go to INCREASING Blood Sugar
o

At any time: Under 60 mg/dL or LO o Go to LOW Blood Sugar

Ifyou get help from a provider, please

+ Share with them that your child is at risk for Type 1 Diabetes @y T0 AR TR
- Notify the PLEDGE Study team afterwards (605) 312-3309 for Emengencies

For HIGH Blood Sugar [thseriemga P,

Wash Hands and Recheck Blood Sugar

If recheck is lower, go back to the table above and follow the relevant steps ;
Check Blood Sugar

Continue checking blood sugar twice daily (fasting and 2 hours after a meal) while your child is
still sick or having signs of TID:

Check Urine Ketones

Check urine ketones every 4 to 6 hours until you are seen by a healthcare provider.

Alhgatlva, Trace, or Small Ketones 111 Moderate or Large Katones

Seea healthcare provider within
24 hours, This may be Primary’ o department

Care, Urgent Care, or Emergency
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For INCREASING Blood Sugar fthgnsuseaa ()fb
Wash Hands and Recheck Blood Sugar r

If recheck is lower, go back to the table above an follow the relevant steps

Check Blood Sugar

Continue checking blood sugar twice dally (fasting and 2 hours after a meal) until
you discuss with the study team. If blood sugar goes outside the increasing range,
please go to the section that matches that result

Check Urine Ketones

Check urine ketones dally when blood sugar is in the increasing range

A Negative, Trace, or Small Ketones 11 Moderate or Large Ketones

Continue to check urine ketones each

day whenever biood sugar is impaired. Goto ﬁﬁﬁ_ﬂ
v garts ime: immediately or call

Please call study team within 3 days.
(605) 312-3309

Check Blood Sugar

Continue checking blood sugar (fasting and 2 hours after a meal):

= ly

- twice dally while your child isstill sick or having signs of TID.

IFblood sugar. range, resut
Check Urine Ketones

Check urine ketones at start of illness. If urine ketones are:

(Desative, Trace, or small Ketones | ({]) Moderat or Large Ketones
Seea provider within 4 hours.

(Primary Care, Urgent Care, or
the Emergency Department)

Checkurine ketones each day until
symptoms go away or you have:
discussed with a healthcare provider.

For LOW Blood Sugar Undar 60 mg/di orLO st any time. s

Treat Low Blood Sugar If your child Is not awake, cannot
Give 2 ounces of juice, non-diet soda, or milk ! awallow, or has other emergency
Recheck blood sugar after 15 minutes ST

If biood sugar is still under 60 ma/d, treat again

If blood sugar remains under 60 mg/dl 15 minutes
after re-treatment, call your medical provider
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Alert for Clinicians

 How help providers recognize a child at risk for T1D when they
present with relevant symptoms?

Re L Ap 7 = g0

& edule iS4 e ounte P LA d
=4 @ | LJ | Raven, Claudia ELIIRGTOR NG RGN TERRY B. nicCare
| L | .
- “{1 &« Chart Review Review Flow.. Results  Allergies History Problems |FPatient..| v &
7 . . ” | o8
— “Patient Chart AdVISOFy . Patient Chart Advisories ® @ X
Claudia Raven
. Appears on opening chart Female, 23mo, 10/21/2020 . .
: 7 1 . 1 waven, Claudia - E35870
, , MRN: ESSET0 Patient Chart Advisories
* Remlnder tO CO”Slder T1 D L?S;:;é‘;tdoanc:]h Take notice of the following advisories for this patient before you continue.
1 1 Legal Guardian: Ron Raven
* Provi idan ; , : : ——
ovides gu dance Adv Direct/POLST: None WARNING! Please see important patient care note in comments below: Special Patient
HAR: N Care Info
« Does not slow work
. . This patient has pre-symptomatic TYPE 1 DIABETES (Stage 1- multiple T1D auto-antibodies with normal glucose tolerance)
° LeSS |ntrUS|Ve than BPA MNOT yet requiring insulin, and is a participant in the PLEDGE Monitoring study.
Care Team: No PCP
Primary Cvg: Mone PROVIDERS: If acutely ill or T1D symptoms present, consider screening for hyperglycemia 8 ketosis
Allergies: Seasonal
CrCl: None Clinical Questions: Follow your clinic's pelicy for consultation with Pediatric Endocrinclogy
o Mon-Urgent Study Questions: Contact the Sanford diabetes research team: (605) 312- 3309, M-F 0800am-4:30pm.

BP: 100/66 »1 day
Pulse: 120 =1 day
Height: (.75 m (2' 5.53%)
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Transition to Clinical Care

Diagnostic (Stage 3) T1D labs! When meet standard ADA diagnostic criteria
| * Close communication with pediatric endocrine clinic
YES Urgent clinical referral

A ) * Assessment of urgency may be aided by CGM data
* Goal: start insulin when necessary to keep within treatment targets

Positive urine ketones?
T1D S/Sx?

Sty eam vl educale faml regaring SIS pergcema — Start with mealtime rapid insulin if there are postprandial spikes
ome esting INCl. postprandial

H.ome Ket.one testing PRN high BG OrSX. . . - Basal |nSUI|n |f faStIng bIOOd glucose |S elevated

Discuss with Peds Endo on call so that clinic team is aware of

possible transition
Discuss timing of clinic appointment

v

Home BG >300
2 Moderate Ketones

NO

Family to call peds endo on
call for clinical direction
(Admission if appropriate)

Non-urgent initiation of Insulin
(Admission if appropriate)

L} Consider prandial coverage if having
excursions after meals

2> 5 days CGM data may be helpful

Consistent BG > 200
Time in Range < 80%
[A1c > 6%]?

Continue home monitoring
Periodic review of BG patterns

'Child may have blinded CGM in place after PLEDGE monitoring visit
CGM may be downloaded at any interval

2Hemoglobin A1c is a lagging indicator and BG may be well above target before A1c
D{gomes abnormal.
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A work in Progress

« Multiple refinements already implemented based on new information
— “high affinity” antibodies
— Frequency of monitoring
— Educational materials
— Timing of reminders

* Feedback has been very helpful
— External advisors and collaborators
— Participating providers and staff
— Laboratory staff and leadership
— Participating families
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i Kurt.Griffin@sanfordhealth.org
~ Faculty Positions Available



http://www.sanfordhealth.org/PLEGE
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