DAISY LDP

DAISY Finger Poke Protocol

Aim: To offer families DAISY Autoantibody testing in 2020.

Method: Parents/Child will be offered the opportunity to review a video
https://youtu.be/idOMCtBfLIs to determine if PARTICIPANT or BOTH PARTICIPANT and PARENT find it
feasible to collect blood via a capillary sample to test for autoantibodies.

Clinical measurements (height and weight) will also be obtained by parent when possible.

Eligibility: All AB-Negative subjects are overdue or due for a clinic visit. In addition, any AB+ participant
or parent not willing to come to the BDC for an in-person visit.

Subject Payment: All subjects will received $20 for the blood sample. The W9 will be required for
subject payment.

Human Subjects: The home capillary protocol and video are a DAISY COMIRB approved protocol. No
further consent needed other than verbal/emailed agreement to complete the protocol. However, if the
participant is 10 years old, a child assent should be mailed. If the participant is 13 years old, the consent
should be mailed. If the participant is 18 years old, a consent should be mailed for the participant to sign
themselves.

DAISY Procedure:

e DAISY Annual Update Interview will be collected over a phone interview before the finger poke
visit.

e Participants are asked to contact DAISY with the date of the finger poke. The participant will be
added to the scheduling system in order for the visit to be entered and updated as COMPLETED
once the kit is returned.

e The DAISY clinic visit data entry will need to be completed once kit is returned and processed.
Clinical measurements collection date and by parent, date/time of blood collection and shipping
date should be documented. The DAISY Finger Poke Specimen form will have the date and time
of the blood collection.

Finger Poke Kit:

1 chux

2 yellow top micro-containers

1 purple top micro-container (if AB+)
1 ETOH pad

2 Gauze/cotton balls

2 band aids

2 blue lancets

1 hot pack

FEDEX Pack
1 padded envelope (accelerometer size; in lab bottom shelf)
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DAISY LDP

1 return DAISY sender/ DAISY receiver FEDEX label generated by FEDEX

1 envelope containing:
e Diet survey and FFQ
e Finger Poke Specimen Collection Sheet
e W9 (if participant/family has not previously received check payment)
e Consent (if turned 18 yrs old since last consent signed)
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DAISY LDP

Email DAISY FPP Elig for availability in next 1-2 weeks

REPLY
AGREED DECLINE
FEDEX Kit Prep: 1) Confirm interview is complete

2) Notify Iman of Subject ID number-she will update

1) FPP kit with specimen next due date

collection form
2) Consent
3) W9

4) Diet forms
5) FEDEX return label
6) FEDEX Express Clinical Pak

v

Email FEDEX is on the way w/in 3 days of sent

1) Schedule date (not time) in DAISY
local as an LDP participant
2) Schedule if Zoom Clinic Support req
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DAISY LDP

1t EMAIL: Email for FPP Elig (completed Annual Update Interview)/Available in the next 2
weeks

Dear DAISY Participant,

Thank you again for taking the time to complete the phone interview with us. As per our
conversation, the DAISY study may not be able to do in person visits to collect the blood sample
in the near future as the University is moving very carefully about reopening research. We have
developed a finger poke protocol for families to collect a small blood sample at home and send it
in for antibody testing. You would receive results from this testing as you normally do.

Below is a link of a video link to explain what is needed to complete the blood collection at
home (PLEASE view the video as soon as possible to determine if that is something you will
be interested in doing)

https://youtu.be/idOMCtBfLIs

Please remember, this is voluntary. If you AND/OR your child agree, supplies will be sent out
within the week. If do not think this is something you can do at home, that is okay too.

The DAISY participant will receive their $20 for completing the DAISY Finger Poke. A check will
be processed and mailed to your home.

Thank you for your consideration!
DAISY Study Staff

DAISY LDP
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DAISY Finger poke kit is on the way! Email
Send 1-3 days after FEDEX is sent

Dear DAISY Participant,

Thank you for your willingness to complete the DAISY Finger Poke protocol from home. Your kit
is on the way. It should arrive within the next few days.

Please plan on completing the finger poke within a week of the kit arriving at your home.
We appreciate you letting us know the day you plan to complete the kit so the lab knows
when to expect the kit.

If you would like additional clinic support via Zoom to assist you with the finger poke, let us
know. A clinician will set this up and email you an invite.
Here are a couple of tips we hope you will find useful in having success at home:

1. Please plan on completing the finger poke on a Mon-Wed and sending the FEDEX the
same day as the finger poke.

2. The blood should stay at room temperature.

3. Please include the date and time of the fingerpoke and return all paperwork in the kit.

e [f participant has reached 18 yrs of age since last consent was signed, a new
consent is included and should be signed by the participant.

e Complete the Diet Survey (yellow) and the Food Frequency Questionnaire.

e Fill out the W9 with information for whomever you would like check to be made
out to: name, address, SSN and sign and date.

4. We really need to have at least 1 of the microtainers filled between 400-600 to do the
autoantibody testing.

FOR A SUCCESSFUL FINGERPOKE:

e Please make sure the fingers are warm. If the hot pack is not enough, rubbing the
fingers together, putting the fingers in very warm water or washing hands with warm
water are additional ideas.

e Please make sure you press the lancet very firmly on the finger when you complete the
poke to ensure good blood flow.

https://youtu.be/idOMCtBfLls
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If you have any additional questions, please respond to this email or call the _

Thank you for your dedication to the DAISY Study!

The DAISY Study Staff
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DAISY LDP

Reminder text/email if FEDEX is not returned within 1 week of sent

Dear DAISY Family,
We want to confirm your DAISY Fingerpoke kit has arrived. It was sent out on XX-date.

Please complete the W9 form and return (name, address, SSN, and sign/date)
Please complete the diet survey and FFQ and include the date completed
Please sign and return the consent (if included)

Please complete and return the specimen collection form

Return all paperwork in the enclosed envelope

Please respond to this text if you would like additional clinic support via Zoom to assist you with
the finger poke. A clinician will set this up and email you an invite.

Helpful tips for the DAISY Finger Poke have been sent to your email.

We appreciate a response to this message on the day you plan to complete the finger poke so
we know when to expect your sample. You can also call our direct line at 303-724-7622 if you
have any immediate questions or concerns.

Thank you,
DAISY Study Staff

DAISY LDP
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DAISY LDP

Email/Text reminder if still have not returned kit after 3 weeks from send date:

Dear DAISY participant,

We thank you for your participation in DAISY and for completing the annual interview
guestionnaire over the phone. We have not received the finger poke kit please let us know
when you are planning to mail it back by replying to this email/text. The blood sample is very
important for checking your autoantibody status for type 1 diabetes. You will be compensated
$20 for your DAISY visit when we receive your blood sample.

If we don’t hear back from you or receive the kit by the end of the week of (enter following
week’s date), we will close out your visit for this year and attempt to obtain a blood sample
next year.

We realize it’s a challenging time and we truly appreciate your participation in DAISY. As always,
feel free to reach out to us if you have any questions or concerns at 303-724-7266.

We look forward to hearing back from you and receiving your samples.

Thank you,
Daisy Study Staff
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DAISY LDP

TEDDY FEDEX SHIPMENT

2 FED EX Labels will be generated per kit: # 1 TO: DAISY Participant/ FROM:DAISY and #2 FROM:
DAISY Participant/ TO: DAISY

1) Go to FEDEX.com
LOGIN

oUSER ID: teddystudy
oPASSWORD: Teddyfedex1212

o
2) GO TO SHIPPING

CREATE A SHIPMENT

1. From

Kathleen Waugh, 1775 Aurora Court F527, Rm 2213, Aurora, Colorado, 80045, United States

2.To

oEnter DAISY participant, ADDRESS, CITY, STATE, ZIP and PHONE # (should have been confirmed when
interview completed)
3. Package & Shipment Details

oSelect FEDEX EXPRESS SAVER (unless time sensitive)
oPackage Type: FEDEX PACK

oNo. of Packages: 1

oWeight 1 Ibs

oDimensions: FEDEX Pak

oSelect INCLUDE A RETURN LABEL

4. Billing Details

oYour reference: DAISY speedtype 63012454

5. SELECT Continue to Return Shipment
Section 8. Package & Shipment Details

DAISY LDP
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DAISY LDP

i Mail - Gesualdo, Patricia - ¢ X | o Mail - TEDDY Study Colora: X | & XLSX File viewer | Microsoft % | @ TEDDY Followup - Contact X Fedfx Ship Manager - Cre= X =+ - a x
« C & fedex.com/shipping/shipAction handle?method=doContinue a # P
= Apps 3 myCheryCreek @ TEDDY Colorado H.. @ td-scheduleucdenv.. @ WHC|ICD-100nlin.. @ The Environmental @ mighyTet @ [l BOC Intranet Home. »

saved to your computer at the completion of the shipment.

8. Package & Shipment Details @ Help = Hide

* Return label type Print h Please note:

« Click the Ship button only once. Expect some delay due to

transmission time, Do not click Stop or Reload; it may cause a

duplicate shipment transaction to occur.

By clicking the Ship/Continue button, you agree to the FedEx

Ship Manager at fedex.com Terms of Use and the FedEx terms

Declared Value @ U.S. Dollars of shipping in the applicable FedEx Service Guide and the

* Service type - Shipper's Terms and Conditions for FedEx Express international
yp Standard Overnight ~ shipments

By clicking the Ship/Continue button, you agree that this

shipment does not contain undeclared Dangerous Goods. If you

are uncertain of whether your shipment contains Dangerous

Goods, see the Help for more information.

Results provided by FedEx Address Checker are believed to be

reliable, but are not guaranteed

FedEx makes no warranties, express or implied, regarding

Address Checker information.

Correct completion of shipping documents is the responsibility of

* No of returns 1 ~

* Weight @ 1 Ibs

* Package type FedEx Pak v

[ the customer.

- 1f tha Aalians addrace ie latar idantifind ae racidantial s senld

n £ Type here to search

Section 10. BILLING DETAILS
Reference: DAISY

RMA No: Subject ID

i Mail - Gesualdo, Patricia - ¢ X | o Mail - TEDDY Study Colora: X | & XLSX File viewer | Microsoft % | @ TEDDY Followup - Contact X Fedfx Ship Manager - Cre= X =+ - a x
« C @& fedexcom/shipping/shipAction handle?method=doContinue a %« @
= Apps 33 myChemyCreek @ TEDDY Colorado H.. @ td-scheduleucdenv.. @ WHC|ICD-100nlin.. @ The Environmental @ mighyTet @ [l BOC Intranet Home. »

icia Gesualdo W
775 AURORA CT. F527 o . .
10. Billing Details @ Help [ Hide
m 2213
* Bill transportation to | DTA-424 v
1045 .
K_!,] Alert: Please remember to enter your reference
Jrora - information.
Your reference | TEDDY
olorado v &
* RMA no. E
137247536 |ext| e
. B More reference fields
5 P.0. no. |
This is a residential address @
Invoice no. |
_| Save new address in address book
Department no. |
: From @ Help [ Hide
1 Snerial Qanvirec (nntinnal) 7 Heln @ Edit -

IF SENDING INDIVIDUAL LABELS:

SELECT PRINT
DAISY LDP
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DAISY LDP

IF BATCHING a SERIES OF LABELS:

Select SAVE FOR LATER

List can be located in PENDING SHIPMENTS in the FEDEX SHIP MGR

el Mail - Gesualdo, Patricia - Outloc X \ o Mail - TEDDY Study Colorado - C X \ 6§ XLSX File viewer | Microsoft Tean X FedEx | Ship Manager | Pending © X 4 - X

< C @ fedex.com/shipping/returnShipAction.handle?method=doSaveForLater [CUNR+g Q :

it Apps 3P myCherryCreek @ TEDDY Colorado H.. @ td-schedule.ucdenv... @ WHO|[ICD-10onlin.. @ The Environmental... &8 MightyText @ [Hl BDC Intranet Home...

FedEx Ship Manager © My_Profile

Ship PN|| LTL Freight || Ship History || My Lists v” Reports

Create a Shipment

Create Return Shipment

Create Import Shipment ' Ship date v ‘@
Wizt el e IJKLMNOPQRSTUVWXYZ
H AR Type here to search i N p 7 a@ 6{/3;25(;;;\;0

SELECT PRINT TODAY’s LABELS.

Check to make sure Label Status is READY for all participants

2 ' > - x
: ) * @
5 aop o eddec ,‘_‘ [P - . o . N
Ioosecourrms
v ‘E Perpage| 5 v | Page of 2
RSTUVWXYZ
ght Service type Packaging Package contents Label status
Ibs FedEx Expres v | FedEx Pak Ready
[lbs [ FedEx Expres v | FedEx Pak Ready
‘ Ibs FedEx Expres v | FedEx Pak Ready
lbs FedEx Expres v | FedEx Pak Ready
|ibs [FedEx Expres v | FedEx Pak Ready

R O 2
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DAISY LDP

Login:teddystudy
Password: Teddyfedex1212

Go to Shipping and select Schedule and Manage Pickups

@ TEDDYColo X | @ Untitled Pac X | G Mail-Gesu- X | ik Mail-TEDD X | @B MightyText X | @ Participant( X = Fedfxpick. X & TEDDY (/D X | + - X
<« C @ fedex.com/en-us/shipping/schedule-manage-pickups html o a % @
i Apps J) myChemyCreck @ TEDDY Colorado H.. @ tdscheduleucdenv.. @ WHO|ICD-10onlin.. @ The Environmentsl.. ¢ MightyTest @ [ BDC Intranet Home. »

We are continuing to respond to the impact of COVID-19 around the world. See our latest updates. X

Before finalizing your shipment, please confirm your recipient i "OPEN" for business.

“ CINSCRUM Tracking ~  Design&Print~  Locations v Support v Sign Up or Log In @ Q

Home > Shipping > Scheddle
Create a Shipment

Shipping Rates & Delivery Times

x pickup options

ps

Schedule &anage Pic
Packing & Shipping Supplies _ _ _
bping experience is prompt and convenient, we
International Shipping Guide € ways to get your shipments to us.

In-Store Shipping Services oronavirus pandemic, we suggest checking

ed to Covid-19 prior to scheduling your pickup.

pickupshhtml =g

n P Type here to search

@ TEDDYCole X | @ UntitedPoc x | G Ml Gesu: x | o Mail-TEDD x | @8 MighyTert X | @ Particpant X - Fedixpicke X G TEDDY(/D X | 4 8 x

<« C @ fedexcom/en-us/shipping/schedule-manage-pickups html o a % @

Ooniin.. @ The Envionmental.. @3 Mightylext @ [l BDC Intinet Home. »

B Apps J) myChenyCreek @ TEDDY Colorado .. @ td-scheduleucdeny.. @ WHC

@ We are continuing to respond to the impact of COVID-19 around the world. See our latest updates. X
Before finalizing your shipment, please confirm your recipient is "OPEN" for business.

Shipping v Tracking v Design&Print v Locati SignUp or LogIn

Due to the current Coronavirus pandemic, we suggest checking
pickup information related to Covid-19 prior to scheduling your pickup.

S.G.H.ED.QLE.A_EI«S.K!E

OR SCHEDULE A FREIGHT PICKUP

p \QJ{

H P Type here to search

1. Pick Up Address: Enter Parent name, address and phone # of participant. Select This is a
Residence
2. Package Information: Schedule a FEDEX Express PickUp

DAISY LDP
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DAISY LDP

You can schedule FedEx Express pickups for either the same day or the next business day. All shipments

must be ready when the courier arrives.
Select a 4 hour window with parent

Include location of package

@ TEDDYColo X | @ UntitedPac X | R Mail-Gesuc X | Gl Mail -TEDD X | B MightyText X | @ Participantl X & Pickup X 6 TEDDY (/D X |+ = X

< C & fedex.com/PickupApp/login?locale=en_US&appTab=FDXE

Shipping v Tracking v Printing Services v

! Apps  J) myCherryCreek @ TEDDY Colorado H.. @ td-scheduleucdenv.. @ WHO|ICD-10 onlin..

@ The Environmental...  §B MightyText @ [l BDC Intranet Home... »

Locations v Support v

* Denotes required field.

Clear all fields

Account Details

2. Package Information Help

* Account no. DTA-424 v

Contact your administrator to add accounts

1. Pickup Address

@ Help

Use account address Clear all fields

(1) Alert: If this pickup request is scheduled on behalf of another
= shipper, please notify them that the request has been
submitted
* Country/Territory United States v

EErra—
* Address 1 1775 Aurora Ct. Mail Stop F527

Address 2 Rm 2213
Suite/unit/floor/etc.

*ZIP 80045

Colorado v

Schedule a FedEx Express Pickup

You can schedule FedEx Express pickups for either the same day or the next business
day. All shipments must be ready when the courier arrives.

* Total no. of packages

* Total weight

- Prkap i
“Ready e

* Latest time available [400pm v

Location of packages or special
instructions

FRONT PORCH %
("] schedule a FedEx Ground P
front porch

[] schedule a FedEx Express F

Pickup Notifications (optional) elp dit

Receive pickup request confirmation e-mail.

9:37 AM
7/2/2020

« 0 T Q) =]

3. Complete PickUp: Select Schedule Pickup

Email parent the confirmation
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DAISY LAB:
A whole blood sample will be taken by subjects per home finger poke protocol.

e Obtain 1-2 SST bullets of whole blood via finger poke and one small EDTA pink top (if
DM AB+)
e Run Alc, RG and HemoCue (if needed) from purple top microtainer
e Centrifuge SST bullet(s) for 10 min at 1500g (program 1)
i. If total serum sample from SST bullets is less than 100 uL notify Kathy Waugh
immediately via email
e Print/copy blank DAISY clinic visit sheet
e Assign LABID to subject visit-sticker on 1.0ml cryovial, clinic visit sheet, antibody
send tracking form
e Make aliquots of serum:
i. Aliquot .25mL into a 1.0mL cryovial with assigned LABID sticker for antibody
testing (to be sent upstairs)
ii. Aliguot .2mL into a 0.5mL labeled cryovial for QC, additional QC (0.1, 0.2ml)
samples if any serum is remaining
1. Saveinthe QC box

DAISY LAB DATA ENTRY:

Update the LD/FFQ Outcome Data Entry for the outstanding kit and FFQ

Go to the Clinic Visit tab and add a New Clinic Visit

Enter the date of blood sample collection as the Date of Visit

Enter the blood volume and height and weight if provided

Complete Draw Site Detail: Fingerpoke

Indicate “COVID-19 Finger Poke” in the Clinic Comments field

Complete the Clinic Visit data entry

Put completed W9 Forms in Kathy Waugh’s mailbox or office

Put completed diet forms in the basket in the records room

Please email Kathy Waugh with any deviations to the protocol
EX: If the fingerpoke sample results in the antibody serum sample <100ul OR if the
participant should have a purple top bullet for HbAlc analysis but this sample is not
included in the returned samples.

DAISY LDP
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