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1.
Each study site staff member receives his/her own login and password. In order to receive
login credentials, fill in the Signature & Delegation Log (available at

https://www.eubreast.org/gramareg/ and follow the instructions at the bottom of page 1. Each

study site staff member will receive an e-mail with login information separately.

2,
Open the eCRF at:

https://eubreast-axsana.com

REDCap
Log In

Welcome to the eCRF-platform of the EUBREAST network.

Please log in with your user name and password. If you are having trouble logging in, please contact EUBREAST Support.

Username:

Password:

‘ LogIn | Forgot your password?

Log in using your personal username and password.
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Now you can see the list of open projects. Choose GRAMAREG.

*EDCap" Home @My Projects @ Helr

&FAQ B Training

eos WBSend-it W Messenger

Welcome to the eCRF-platform of the EUBREAST network.

Listed below are the REDCap projects to which you currently have access. Click the project title to open the project. Read more

My Projects & Organize || B8 Collapse All x |8
Project Title Records Flelds Instruments Type Status
AXSANA 16 s
MELODY V1.1 B s
GRAnulomatous MAstitis REGistry Study (GraMaReg - EUBREAST 15) I 10 forms ]

5.

Choose “Add / Edit Records” to add a new patient or to continue documentation of an

existing one.

REDCap

@ Logged in as nkrawczykmonitor
@ Logout

B My Projects
B REDCap Messenger
& Contact REDCap administrator

Project Home and Design =

# Project Home - #= Project Setup
[ Designer - @ Dictionary - B Codebook
W Project status: Production

Data Collection |

Applications |+

GRAnulomatous MAstitis REGistry Study (GraMaReg - EUBREAST 15)  »» &

# Project Home = Project Setup %t Other Functionality = £ Project Revision History

The tables below provide general dashboard information, such as a list of all users with access to this project, general project
statistics, and upcoming calendar events (if any).

B Project Statistics

Records in project 6
Most recent activity 09-13-2026 15:22
Space usage for docs 0.01 MB
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6.

To add a new patient, choose “Add new record”.

GRAnulomatous MAstitis REGistry Study (GraMaReg - EUBREAST 15) rm &

B Add / Edit Records

You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, click the button
below.

Total records: 6

Choose an existing Record ID -- select record -- ~

=+ Add new record

Data Search

Choose a ﬁeld to search All fields "
(excludes multiple choice fields)

Search query

Begin typing to search the project data, then click an
item in the list to navigate to that record.

7.

A new patient has been created.

Please keep in mind that the Record ID (in our example: 16) is a record number created by
RedCap and it is not the Patient-ID!

M Record Home Page

&) Record "16" is a new Record ID. To create the record and begin entering data for it, click any gray status icon below.

The grid below displays the form-by-form progress of data

entered for the currently selected record. You may click on R e
the colored status icons to access that form/event. ° Incomplete () Incomplete (no data saved) |2
(L) Unverified
(@ Complete
I NEW Record ID 16 I
Data Collection Instrument Status

1 - Study Entry
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At the beginning, you can only see the “Study Entry” form. Please open the “Study Entry”
form by clicking the gray button.

M Record Home Page
& Record "16" is a new Record ID. To create the record and begin entering data for it, click any gray status icon below.

The grid below displays the form-by-form progress of data
entered for the currently selected record. You may click on
the colo  d status icons to access that form/event.

Legend for status icons:

@ Incomplete () Incomplete (no data saved) |2
() Unverified

@ Complete

NEW Record ID 16

Data Collection Instrument Status
I 1 - Study Entry .

9.

Choose one of the following study arms: retrospective or prospective.

2 1 - Study Entry
Assign record to a Data Access Group? | - select a group ~ v
© Adding new Record ID 16.

Record ID 16
Study Arm

GRAMAREG - Retrospective (patients with IGh v
* must provide value -

Signed written informed consent (selecting “No" is permitted
only for retrospective patients): GRAMAREG - Prospective (patients with IGM - idiopathic granulomatous mastitis)

* must provide value GRAMAREG - Retrospective (patients with IGM - idiopathic granulomatous mastitis)

10

As soon as you have chosen the study arm and saved the form by clicking “Save &
Exit Form” at the bottom of the page, you will be able to see all CRF forms for your
patient.

Form Status

Complete? Incomplete
Lock this instrument?
O Sebinsd, s s weill B kbl 15 oAy this instrumant for this recond Ll samesne with U & Lock
Instrument Level Leck/Unlock privileges unlocks it.

- Cancel -

1.
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The number of CRF forms depends on the selected study arm.

CREF forms for the retrospective study arm: CRF forms for the prospective study arm:

Record ID 16
Data Collection Instrument Status
1 - Study Entry °

2a- Onset of current episode
3 - Treatment

4 - End of treatment

5a - Post-treatment Outcome

8 - End of Observation

11.

Choose the form you would like to open.

Record ID 16

Data Collection Instrument Status

1 - Study Entry

2a - Onset of current episode

3 - Treatment (

4 - End of treatment

5 - Follow up after 1 year [

6 - Follow up after 3 years
7 - Follow up after 5 years [
8 - End of Observation

GRAMAREG eCRF User Manual — Version 1.0

Record ID 16
Data Collection Instrument Status
1 - Study Entry o

2a - Onset of current episode
3 - Treatment

4 - End of treatment

5 - Follow up after 1 year

& - Follow up after 3 years

7 - Follow up after 5 years

8 - End of Observation
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Complete the CRF form. Fields marked as “must provide value” are mandatory.

= 1-Study Entry

+ Editing existing Record 1D 16.

Record ID

Study Arm

* must provide

Signed written informed consent (selecting "No" is permitted

only for retrospective patients):

* must provide value
Age at the time of diagnosis (years)

* must provide value

Sex

* must provide value

Height (cm)

* must provide value
Weigth (kg)

* must provide value

Inclusion and exclusion criteria checked and fulfilled

* must provide value

Histological diagnosis

* must provide value

Exclusion of tuberculosis by

# must provide value
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Data Access Group: [No Assignment] |7

ee the record action drop-down at top of the

GRAMAREG - Retrospective (patients with IGh v

O Yes
® No

reset
O Female
O Male

reset
O Yes
O No

reset
O idiopathic granulomatous mastitis
O Cystic neutrophilic granulomatous mastitis

reset

U Histopathology (e.g. Ziehl-Neelsen staining)

[J microbiological testing of breast tissue/aspirate
(PCR/culture)

[ Skin or blood test (e.g., tuberculin skin test or
IGRA)

[ Chest X-Ray

[J other

[J None of the above
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13.
If you have chosen the prospective study arm, do not forget to enter the Patient ID

that you created according to the instructions in the Subject & Identification Log

(Country Code — Site ID — consecutive patient number).

= 1 - Study Entry

Data Access Group: [No ﬁssignmcnt] ?

.~ Editing existing Record ID 16.

16
Record ID

=riame the record, see the record action -down at top of the
Record Home Page.

Study Arm
GRAMAREG - Prospective (patients with IGM - ~

* must provide value

Patient ID

* must provide value {__-___-___)Country - Site - Patient

Signed written informed consent (selecting “No" is permitted ®ves
only for retrospective patients): No

* must provide value reset

Date of Consent
Y | Today

* must provide value

For the retrospective study arm, there is no ‘Patient ID’ field, as the data are collected

anonymously.

B 1- Study Entry

Data Access Group: [Ne Assignment] ?

# Editing existing Record ID 16.

&
Record ID rename the record, see the record a Tl b

Home Page.

T

|

Study Arm

Ry R vl i GRAMAREG - Retrospective (patients with IGh +

Signed written informed consent (selecting "No" is permitted O Yes
only for retrospective patients): ré‘. No
* must provide value raset

Age at the time of diagnaosis (years)

* must provide value
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14,

If some information required in this CRF form are missing at the time, choose “Incomplete” at

the bottom of the page and save the form.

Form Status

Complete? Incomplete v
Incomplete
Complete
- Cancel - }
15.

If you have saved the form as “Incomplete,” the CRF form will be displayed in red

(“Incomplete”):

Record ID 16

Data Collection Instrument Status

1 - Study Entry

2a - Onset of current episode

3 - Treatment .
4 - End of treatment

5 - Follow up after 1 year

6 - Follow up after 3 years

7 - Follow up after 5 years -

8 - End of Observation

16. Once you have completed the form, select “Complete” at the bottom of the page

and save the form.

Form Status

Complete? Ll
Incomplete
‘ Unverified il
Complete
'~ Cancel - }
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Now the CRF form is green (“‘complete”):
Record ID 16
Data Collection Instrument Status

1 - Study Entry E

2a - Onset of current episode
3 - Treatment

4 - End of treatment

5 - Follow up after 1 year

6 - Follow up after 3 years

7 - Follow up after 5 years

8 - End of Observation

17.
If your patient had IGM on both sides, please select “Bilateral” in CRF Form 2a,
“Onset of Current Episode”.

¢ 2a- Onset of current episode

Data Access Group: [Ne Assignmcnl] ?

.~ Editing existing Record ID 16.

Record ID 16
. O Right
Side A g
* must provide value ® Bilateral
reset
If bilateral, simultaneous onset ® yes
* must provide UdILIE‘ I:- ) No

reset
If bilateral, questions in this CRF refer to the side with earlier

onset of symptoms or, in case of simultaneous onset, stronger ® Right
symptoms; this corresponds to O Left
* must provide value reset

Please fill out an additional CRF 2b for the contralateral breast

GRAMAREG eCRF User Manual — Version 1.0
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You will then be asked to complete an additional CRF form for the contralateral

breast.

The form will be generated automatically as soon as you select “Bilateral,” and you

do not have to create it yourself.

© 2a - Onset of current episode

.~ Editing existing Record ID 16.

Record ID

Side

* must provide value

If bilateral, simultaneous onset

* must provide value

If bilateral, questions in this CRF refer to the side with earlier
onset of symptoms or, in case of simultaneous enset, stronger
symptoms; this corresponds to

* must provide value

I Please fill out an additional CRF 2b for the contralateral breast I

16
2 Right
O Left
® Bilateral

@ Yes

O No

® Right
O Left

Data Access Group: [No Assignmcnl] ?

reset

reset

reset

You can see the additional CRF Form 2b on the patient’s dashboard:

Record ID 16

Data Collection Instrument

1 - Study Entry

Status

2a - Onset of current episode -
I 2b - Onset of symptoms on the contralateral breast in case of bilateral IGM |

3 - Treatment

4 - End of treatment

5 - Follow up after 1 year
6 - Follow up after 3 years
7 - Follow up after 5 years
8 - End of Observation

GRAMAREG eCRF User Manual — Version 1.0
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18.
Once a CRF form has been saved as “Complete,” monitoring can begin. You can

recognize forms that have been locked by the monitors by the small lock icon.

Monitoring may begin as soon as individual CRF forms are completed and does not
necessarily require the entire case to be completed.

If you wish to edit a form that has already been locked, please send an e-mail to:

gramareg@eubreast.org

Data Collection Instrument Status

1 - Study Entry

2a - Onset of current episode

2b - Onset of symptoms on the contralateral breast in case of bilateral IGM
- Treatment
- End of treatment

- Follow up after 1 year

- Follow up after 5 years

sessssssfe]

3
4
5
6 - Follow up after 3 years
E
8

- End of Observation
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19.

You can see all patients recruited at your Study Site by choosing “Record Status
Dashboard”.

My Projects
@ REDCap Messengero
Contact REDCap administrator

Project Home and Design =)

#A Project Home - B Codebook

£ Project status: Production

Data Collection — DE-064

M Record ID 1101-1 (Patient ID DE-064-002)
Select other record

Applications [=]

®) Resolve Issues

External Modules © Manage |—|

Help & Information (=]

@ Help & FAQ
B Video Tutorials

(@ Suggest a New Feature

Contact REDCap administrator

GRAMAREG eCRF User Manual — Version 1.0
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20.

In case of inconclusive or missing data, you might receive a query from one of the monitors.

Forms with open queries are shown as yellow.

Data Collection Instrument Status

1 - Study Entry i

2a - Onset of current episode

2b - Onset of symptoms on the contralateral breast in case of bilateral IGM
3 - Treatment

4 - End of treatment

5 - Follow up after 1 year

& - Follow up after 3 years

7 - Follow up after 5 years
8 - End of Observation

PLEASE NOTE THAT NO QUERIES WILL BE ISSUED FOR
RETROSPECTIVE CASES, AS THE DATA ARE COLLECTED
ANONYMOUSLY. THEREFORE, PLEASE ENSURE THAT
THE FORMS ARE COMPLETED AS THOROUGHLY AND
ACCURATELY AS POSSIBLE. THE STUDY MONITORS
WILL NOT BE ABLE TO VERIFY THE ENTERED DATA OR
REQUEST CORRECTIONS.

14
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21.

The fields in the CRF form for which a query has been generated have a small speech
bubble sign with an exlamation mark next to them.You can click on the sign to see the query.

Race / ethnic group

) White: Not Arab

) White: Arab
O Aslan
Race ® Black / African American
* st provide value O Amer. Indian / Alaska Native

O Hispanic / Latino
O Native Hawaiian / Pacific Islander

O Unkown
reset
Obstetric and gynecologic history
History of pregnancy O Yes
* miust provide value @] No
reset
22.
Once you clicked on the speech bubble, the query will appear:
¥ Data Resolution Workflow ®

&8 VIDEO: Data Resolution Workflow

This pop-up displays the Data Resolution Workflow for the specified record for a given field and/or Data Quality rule.
Users with appropriate user privileges may open data queries to begin a documented process of resolving an issue
with the data. Opened data queries may thus be responded to by users with appropriate privileges, and then they
may be closed once the issue has been resolved. All data queries can also be viewed on the Resolve Issues page in
this project.

Record ID: 3
Field: entry_pregnancy_ever ("History of pregnancy”)
Status: g Open / Unresolved (unresponded)
Date/Time User Comments and Details

Action: Opened query

09-13-2026 20:18 comment: "please providethe value”
# Assign query to a user
® Reply with response: - choose response -- v
Upload file (optional): ) Upload file
— OR—

O
09-13-2026 20:18 nkrawczvkmonitor )

Comment:

Respond to query | Cancel

15
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23.

Now you can reply and comment the query. Afterwards, click on “Respond to query”.

Reply with response: -- choose response -- v
Upload il (optional
Comment: | Corrected - Data missing

Corrected - Typographical error

Corrected - Wrong source used
Verified - Confirmed correct (no error) |

Other

Respond to query H-Cancel ‘

24,
Once you have responded to the query, the status of the speech bubble changes.

Race / ethnic group

J White: Not Arab

) White: Arab
O Asian
Race ® Black / African American
* must provide value O Amer. Indian / Alaska Native

O Hispanic / Latino
O Native Hawaiian / Pacific Islander
O Unkown
reset
Obstetric and gynecologic history

History of pregnancy O Yes
0
* must provide value - '® No
reset

IMPORTANT: Do not change the status of the CRF form. It should remain “Unverified” until
the monitor has closed the query. Once the query has been closed by the monitor, the status
of the CRF form will be changed to “Complete” (green) and the form will be locked.

Form Status
Complete? Unverified v

Incomplete
e
Complete

| _cancel - ‘

16
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25.

Next to questions with resolved queries you will see a speech bubble with a green “tick”
mark.

Race / ethnic group
O White: Not Arab
O White: Arab
O Asian
Race ® Black / African American
* must provide value O Amer. Indian / Alaska Native

() Hispanic / Latino
() Native Hawaiian / Pacific Islander

) Unkown
reset
Obstetric and gynecologic history
History of pregnancy ) Yes
* must provide value /' No
reset

-

26.

To see all queries/comments, click on “Resolve Issues”.

My Projects
W REDCap Messenger @)
&% Contact REDCap administrator

Project Home and Design =

A Project Home - B Codebook

2 Project status: Production

Data Collection — DE-064 =]

&3 Survey Distribution Tools
B Record Status Dashboard
B Add/ Edit Records

© Manage |-|

Help & Information =

If you click on the query/comment (No. 1), you will see the monitor's comment directly. If you
click on the Record Number (No. 2), you will be taken directly to the CRF form that the query

refers to.
Data Resolution Dashboard Filters: | Open / unresolved issues (1) v
| All fields and rules b
[3¢] Export | All data access groups v
[ User assigned (all users) or not assigned v
Click button 4o Record Data Quality rule ; Days .
- User Assigned First Update Last Update
viey aqpery  (Sorted by DAG) and/or Field 8! Open P P
Field: ent eEERCTTGeE nkrawczykmonitor (09-13-2026 nkrawczykmonitor (09-13-2026
@ 5 comments Pa(lentID DE-0 H £ o I;y_pﬁ‘g L \‘y- - 0 20:18): 20:32):
{History:of'pregnancy) "please providethe value” "

A
2
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27.

Once you are finished, you can log out.

REDCap

@ Loggedin as | Log out

My Projects
® REDCap Messenger @)
Contact REDCap administrator

In case of questions concerning the use of eCRF, you can contact

gramareg@eubreast.org
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