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Participant Onboarding Process

1. Pre-Enrollment: LibreView Account Assessment

To connect the participant to the system, the process begins with the LibreView account
setup. Please follow these steps in sequence:

Participants With an Existing Personal LibreView Account

If the participant confirms they have an active personal LibreView account, no
additional account should be created.

The staff member shall verify that the participant remembers their login credentials, as
these credentials will be required once for the initial connection to endo.digital.

Note: Inform the participant that using their personal account will avoid having two
separate data streams to reconcile with their provider after the study.

Participants Without a Personal Account or Who Prefer Not to Use Their Personal
Account

If the participant does not have a personal LibreView account or chooses not to use their
existing one for the study, a study-specific LibreView account may be assigned. These
accounts may be pre-generated to facilitate enrollment.
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2. Adding participant to endo.digital
2.1 Click the “Add Patient” button to begin patient enrollment

endo For clinical trial use only Patients Help e

Putipty

Hame Date of birth MRN Status
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2.2 Complete the required fields and click "Add Patient" to finalize

When completing the “Add Patient” form”, the following fields must be entered according to the
JCHR patient-ID convention:

First Name: Enter the site-level study ID

Last Name: Enter the participant sequence number

Example:

First Name: MODIUS-005

Last Name: 002

This corresponds to JCHR PtID: MODIUS-005-002

Additionally:

Date of Birth (DOB): Enter the participant’s real date of birth

Email: Enter the participant’s real email address to ensure they receive the invitation
MRN: Enter the participant’s study sequence number

The First Name/Last Name convention must be used consistently for all participants to
ensure accurate identification throughout the study.

Far climical trial use only Fatients Help e

Palierf ~ A0d Matiens

Enter the patient’s details

—
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3. Connecting the Participant’s LibreView Account to endo.digital

Select the Participant Name from list or search for it.

eﬂdo. For dinical trial use oty Patients Melp o

Palients

Click “Connect Devices”

endo. For climical trial use only Patients Melp e

Patients ~ AMOQIUS

AMODI US ratient setones ot Devee
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Click “Connect FreeStyle Libre Account”

For clinical trial use only Patsents Help e

Patients * AMOQIUS « Connest Devoces

AMODI US

{ Coanaxt FreesStyle Litire
| Account .’

S

Enter Participant’s LibreView Credentials and click “SIGN IN”

P s,
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Complete HIPAA Authorization
Finalize the privacy and data-sharing consent by clicking “Allow”, followed by “Agree”

FreeStyle Libre &

If you would like to share your personal health Information with Endo.Digital, please review and agree to the terms of this Authorization

HIPAA AUTHORIZATION

| authorize Abbott Diabetes Care Inc's (“ADC") HIPAA Covered Component to use and to disclose my Protected Health Information (see
list below) to Endo.Digital for the development and operation of diabetes management products and healthcare services that help me
manage my diabetes, | further understand and acknowledge that Endo.Digital may use my data for research purposes and | also
authorize ADC and its affiliates to use my data for research purposes as explained in Abbott’s Global Privacy Notice.

| understand that consenting to this Authorization is voluntary and that | may refuse to sign this Authorization by selecting "DENY"
below. Services provided by ADC {other than the transfer of my Protected Health Information to Endo.Digital) will not be conditioned
upon my signing this authorization.

| understand that | have a right to revoke (cancel) this Authorization at any time in the Connected Apps menu of the FreeStyle Libre app.
My revocation will not be effective to the extent ADC has already relied on this Authorization. If | do not revoke this Authorization, this
Authorization will expire when my LibreView account is terminated or ADC no longer offers continuous glucose monitering products or
services. Additionally, if ADC is receiving data from Endo.Digital and no data is received from Endo.Digital after 6 months of inactivity
and | do not take any action to continue the connection within 30 days of receiving the email notification about inactivity, then this
Authorization will expire. | understand that if my information is disclosed to Endo.Digital for the purposes described above, itis no
longer protected by HIPAA, | also understand that | am entitled to a copy of this Authorization that will be provided via my email address.

The Protected Health Information that Endo.Digital is requesting access to includes:

» Glucoss Dato

Authorize Data Sharing
Enable data transfer by switching the “Share the following data” toggle to blue and confirming
with “Allow”

FreeStyle Libre %

Endo.Digital is requesting access to your LibreView account data.

i Share the following data with Endo.Digital:
Glucose Data
Device Information
The data you share with Endo.Digital will be governed by Endo.Digital's Privacy and Terms of Service, Abbott’s Privacy Policy and Terms of

Use apply to your LibreView account whether data is uploaded by you or received from your Endo.Digital account. You can revoke access
at any time in the Connected Apps menu of your FreeStyle Libre app.

- T

Confirm Successful Linkage
A confirmation message will appear. Select “OK” to complete the process.
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4 Participant Onboarding on the Diary App

4.1.Email Invitation Acceptance & Registration

a) Participant should receive an email invitation from: no-reply@dreamed-

diabetes.com
b) Click ‘Accept the Invitation’ in the email
invited you to join DreaMed Diary

m-uowdrum'od-dubnnzos
endo.digital

Dear AMOO! LIS
Ve e phedsad 10 wekcome you %o Dreaed Déary,
ONCe fegeienid, yOou Can downiad the Dréahsed Cuary mabis 3o, In wikeh you

o Laily 100 your sty meals. Glucose snd mauln
» Receive personatznd nsulh dosage and behavioea iscommendations

To o Creahied Duary FOR FREE st Ton below
§ { \\.
Accopt mypanan |

Ve MR I e e Fseess

N _‘,
i you need pssstance, pResse confac YOUT Desthcnre provider or smal
supportiireamed 3

Thanks

c) Enter participant’s date of birth
<l IUU-UI\_.JIL\.II

Hi Terrie Us Clinical,

Please enter your date of birth and select a
password

January v~ 2026v

Su Mo Tu We Th Fr Sa '

28 29 30 31 1 2 3


mailto:no-reply@dreamed-diabetes.com
mailto:no-reply@dreamed-diabetes.com

MODIUS Study: Clinical Site’s Workflow

dreamed

Version: 1.1

d) Create and Confirm Password

Type a password in the “Password” field that meets all listed criteria, then re-enter it in “Confirm
Password.”
As you type, each criterion will change from a red X to a green v once satisfied

Hi Terrie Us Clinical,

Please enter your date of birth and select a
password

Date of birth

D3/04/1995 =

Password

= <

confirm Password

Minimum of 8 characters
Upper case & lower case letters
Number

Symbol

X XXX

e) Accept Privacy Policy and Terms and click “Sign Up”

Date of birth Date of birth
03/04/1995 | 02/04/1995 =
Password Password

esesssssssnene ‘Q YT ‘Q

Confirm Password Confirm Password

sssssassssnnse ‘Q Y \‘

+ Minimum of 8 characters + Minimum of 8 characters
 Upper case & lower case letters v Upper case & lower case letters
v Number + Number
+ Symbol v Symbol
ave read and agreed to Advisor Pro I have read and agreed to Advisor Pro

lvacy Policy and Terms of Use Privacy Policy and Terms of Use
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4.2. Download the DreaMed Diary App

a) Download the app from the appropriate store and complete installation on the device:
Google Play (Android) / Apple App Store (i0S)

—

YOU H& NEGISTERED
SUCCE LY.

Download the DreaMed Diary mobile
app to login.

fon
@

The best app for logging your glucose,
insulin and meals data and share them

with your healthcare provider

b) Login to the DreaMed Diary app by entering the participant’s email in the
username field and the password as created.

From this point the participant will go through the self-onboarding process.
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4.1 Carbs Counting Participants - Special Onboarding Instructions:

Participants who usually count carbs but the participant and investigator agree they can
switch to meal size bolusing, should do the following:

Complete the full onboarding workflow in the Diary app with Meal Size boluses:
e Acknowledge the dosing warning
o Enter weight
e Complete long-acting insulin setup
e Complete rapid-acting (mealtime) insulin setup

o Enter Meal Size Plan values (Small / Medium / Large) based on the average
amount of carbs per meal. *
*If the participant has different Small/Medium/Large doses for each meal of
the day: (1) the participant should enter the Small / Medium / Large values for the
breakfast meal at the app onboarding. (2) after onboarding is complete, the site
should instruct the participant how to proceed with entering the additional meal
doses - see below™**.

e Complete the onboarding

Important:
The participant must complete the entire onboarding workflow.

** From here forward, proceed only for carbs counting participants who have
different doses for each meal.

Once onboarding is completed:

1. Open the external Meal Size Calculator webpage:
https://insulin-sync-cd8db0db.base44.app
The calculator will be used to calculate meal size insulin doses for each meal

(Breakfast, Lunch, Dinner) based on the average amount of insulin the
participant takes per meal.

2. Enter the normal insulin amount for each meal and click calculate.

3. Atable will appear showing calculated doses for Small, Normal, and Large
meals.

10
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1 2 3

: : Enter the insulin amount for a normal
Bl Meal Estimation Calculator B Meal Estimation Calculator snaet laal:

- 3

Entar the Insulin amount for & normal Entor the insulin amount for a narmal

mead (units) meal {units): : :

7

Breaktaut 0

voxfast 3

: U . 5 - o
= Insulin Doses (units)
= = ;: .

Deaakfas Lunch Dinnes

2 3 3
3 5 7
a 7 9

e Action Required: Save or record this table (e.g., take a screenshot).

Note: The participant should use these values for prandial insulin dosing, based on
their meal sizes.

After receiving the table from the external calculator,; the participant should enter theses
values in the Diary app treatment plan:

1. Navigate to the treatment plan by selecting “Insulin Plan”

2. Click “Edit”

11
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1 2

Insulin Plan Settings Edit Insulin Plan Settings Edit
Basal plan lloog acting insling Basal plan lloog acting insling
20:00 20:00
20:00 14 Units 20:00 14 Units
Lantus Lantus
Bolus plan tshort / vapid actioy msuln Bolus plan (short 7 vapid actioy msuln
Mocning m Cooning | Might m Eaning | Might
Alternoon 11T AM —5PM Alternoon 1T AM —5PM
sl bype VPizap hrsibn type

Lunch Lunch
Dildey Irsssibey Plan Settings Dy Irssaibey Plan Settings

e Update the Small, Medium, and Large insulin values for Morning, Afternoon, and
Evening according to the calculator results.

e Make sure the values are entered correctly.

e After updating the values, click "Save".
A message may appear that this is a significant change. If you validated the
numbers are entered correctly, click Yes.

12
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< Edit Plan Settings < Edit Bolus
Basal phan (long acting isulin} -2 Afterncon (11 AM — 5 PM)
Insulin type Fasp -

Bolus plan (short / rapid acting insulin)

Mormning (S AM — 11 AM) - Smalt (3) Units
Alturnoon (11 AM — 5 PM) - Normal O Units
Evening (5 PM — 5 AM) -) Large O Units

Insulin units by pre meal glucose value

0- 135 myg/idl 0 Units
136 - 187 gl 1 Unit
O & &
Diary Insadin Plar Settngs 188 - 23% mg/dl 2 Units

x Edit Bolus @

Evening (5 PM — 5 AM)

Insulin type Fissp -
Small 5 Units
— Important fr—
Thes is a sgnificant change. Are
you! sure?

Nov Inits.
—— '3 Y ——"
Large a Units

.

Insulin units by pre meal glucose value

0135 mgldL 0 Units
136 - 187 mgldl 1 Uait
188 - 239 mo/dL 2 Units

Note: Once the changes have been saved and applied, review the full daily meal plan to
verify that all Small, Medium, and Large insulin values are correctly populated for

Morning, Afternoon, and Evening.

This process will only be done on the first time onboarding. From this point forward the
participant will receive updated treatment plans for each part of the day.

13
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Site Staff Patient Monitoring and Study Management

1. Verify Account Connection and View Data
Site staff should first verify that the participant’s CGM device is connected:

o Select the Participant Name from list or search for it.
o Confirm that the Connected CGM device field displays “Libre”.
endo. For clinical trial use only Patients Help e

Pagenss » Recommerdaninns Lat

Patieni Satiings  Connect Gences

CURRENT RECOMMENDATION

1 CGM device: Libre

o Select “View current data” and view participant’s data:

GndO For clinical trial use only Patiemts Help ‘

Patents * Becommendations L

Eatient Sectings  Conoedl Devices @V

CURRENT RECOMMENDATION

wice: Libre

Review in AGP:

14
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%CGM wear (should be >70%)

Insulin statistics

For chimical trial wse enly

Patients Melp °

AGP DAILY LOGROOK

DAILY LOGBOOK

15

Review in Daily report
« Basal insulin records (1 per day)

« Bolus insulin records using the bolus calculator
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2. Initiating Auto-Titration
Start auto-titration if the participant:
* Completed 7 days of data collection
* Has>67% CGM wear
* Has atleast 5 days with basal records
* Hasatleast 15 bolus records
endo. For dinical trial use only Patients Help ‘
Pollent Setings  Conved Deves D Start auts triration
CURRENT RECOMMENDATION
Stop Auto Titration (Only if needed):
endo. For clinical trial use only Patients Help o
Radisnls Bessmmendacions Lisk
Bageni Setlings  Coanecl Devices ¥

CURRENT RECOMMENDATION
o: Libre

mendaton

16
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3. Terminating a Participant from the Study

At the end of the study, clinic visit week 12 or early termination visit, click the
Terminate study’ link to disconnect the participant’s LibreView account and

disconnect their Diary app user.
Also be sure the participant uninstalls the DreaMed Diary app from their

phone.
GnCJO. For clinical trial use only Patients Help °

Zaluois Beioonmend s Ll

Patiend Setuings  Lonnec Devices o

CURRENT RECOMMENDATION

ed CGM desvice: Libre
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