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O AXSANA

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 and follow the instructions at the
bottom of page 1 and 2. Each study site staff member will receive an e-mail with login
information separately.

Updated version of user manual includes: “End of observation”. Please document all patients
in this section that leave the study, due to withdrawal, death, drop out, or lost to follow up.

2.
Open the eCRF at:

https://leubreast-axsana.com/

‘REDCap

LogIn
Welcome to the AXSANA study.

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

Username:

Password

Login EQrgot your passweord?

Welcome to REDCap!

REDCap is a secure web platform for building and managing online databases and
surveys. REDCap's streamiined process for rapidly creating and designing projects
offers a vast array of tools that can be tailored to virtually any data collection
strategy.

REDCap provides automated export procedures for seamless data downloads to
Excel and common statistical packages (SPSS, SAS, Stata, R), as well as a built-in
project calendar, a scheduling module, ad hoc reporting tools, and advanced
features, such as branching logic, file uploading, and calculated fields.

Learn more about REDCap by watching a I8 brief summary video (4 min). If you

REDCap Features

Build online surveys and databases quickly and securely in your browser
- Create and design your project using a secure login from any device. No extra
software required. Access from anywhere, at any time.

Fast and flexible - Go from project creation to starting data collection in less
than one day. Customizations and changes are possible any time, even after
data collection has begun.

Advanced instrument design features - Auto-validation, calculated fields, file
uploading branching/skip logic, and survey stop actions.

Log in using your personal username and password.
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& AXSANA

4.
Now you can see the list of open projects. Choose AXSANA.
Do not click on “New Project”.

R REDCap x - o x

(& O  © Nicht sicher | 52.59.214.159/redcap/index php?action=myprojects =4 Q = @ 8

*EDCa‘)' Home @MyProjects +NewProject @ Help & FAQ Bl Training Videos EBSendit B :W“’ © MyProfile @ Log out

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

My Projects W Organize  @a Collapse Al %R
Project Title Records Fields Instruments Type Status
AXSANA 18 385 13¢ s B8

5.
Choose “Add / Edit Records” to add a new patient or to continue documentation of an

existing one.

R AXSANA | REDCap x B -
€« O @ Nichtsicher | 52.59.214.159/redcap/redcap_v10.1.4/index.php?pid=14 gle .
REDCap —
e i AXSANA PID 14
B My Projects
B REDCap Messenger
: A Project Home
Project Home and Design =
: Project Homeml Codebook The tables below provide general dashboard information, such as a list of all users with access to this project, general project
Project status uction

statistics, and upcoming calendar events (if any).
Data Collection — Test-Site =

& Current Users (8) 8 Project Statistics
User Expires Records in project Total: 18/ in group: 6
I i Add / Edit Records I
ajursik = Most recent activity 08-31-2020 19:28
Applications = b el acion, Space usage for docs 0.08 M8
2 banys
& Field Comment Log . (Maggie Banys)
ng/E-sign:
& Customize & Manage Locking/E-signatures Investigator
= = (Test Investigator)

investigatortest R

© Help & FAQ (Test Investigator) ’

B Video Tutorials jshabbir

(@ Suggest a New Feature {Jana Shabbir)
jzeppenfeld Aot

8 Contact REDCap administrator (Jeanette Zeppenfek =

mmangold

(Marina Mangold)

tkuehn
(Thorsten Kihn)
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& AXSANA

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

R AXSANA | REDCap x

€« O

REDCap

- banys

@ My Projects
@ REDCap Messenger

Project Home and Design -

#4 Project Home - [l Codebook
@ Project status: Production

Data Collection — Test-Site =

+

Nicht sicher

Log out

88 Record Status Dashboard
B Add / Edit Records

Applications. =

& Field Comment Log
& Customize & Manage Locking/E-signatures

52.59.214.159/r¢

icap/redcag

AXSANA

PID 14

Bl Add / Edit Records

1.4/DataEntry/record_h

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: 18 / In group: 6

Choose an existing Record ID

select record v

Data Search

Help & Information -

© Help & FAQ
B Video Tutorials
[ Suggest a New Feature

8 Contact REDCap administrator

Choose a field to search Al fields

Search query

7.
A new patient has been

created.

Please keep in mind that the Record ID (3-7) is a record number created by RedCap and it is

not the Patient-ID!

R AXSANA | REDCap x |+ = =] X
&« O © Nicht sicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/record_home.php?pid=14&id=3-7&auto... % Q = @ 3
REDCap = ’
as banys | Logout NA =
My Projects
® REDCap Messenger [0 Record Home Page
I Project Home and Design =) © Record "3-7" is a new Record ID. To create the record and begin entering data for it, click any gray status icon below.
# Project Home - B Codebook
@ Project status: Production The grid below displays the form-by-form progress of data T -
entered for the currently selected record. You may click on = g| ! = d
[ Data Collection — Test-Site \=|  the colored status icons to access that form/event. @ incomplete (@) Incompiete (no data saved) [2
(L) Unverified
H Record Status Dashboard @ Complete
B Add / Edit Records
0 Record ID 37 T I NEW Record ID 3-7 I
 Applcations = FU1 FU2S
& Field Comment Log Data Collection Instrument After Planned year years
& Customize & Manage Locking/E-signatures Study neoad. After Postop. adj. after after
entry therapy surgery histopathology treatment surgery surgery

Ilhlplldwmldon =

© Help & FAQ
B Video Tutorials
@ Suggest a New Feature

8 Contact REDCap administrator

CRF 1a - Study entry: Status before
neoadjuvant chematherapy (NACT)

CRF 1b - Study entry: Status before
neoadjuvant chemotherapy (NACT)

CRF 2 - to be completed after neocadjuvant
therapy

CRF 33 - to be completed after surgery
CRF 3b - to be completed after surgery
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Now you can see all CRF forms of your patient.

R AXSANA | REDCap x B o
= O © Nicht sicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/record_home.php?pid=14&id=3-7&auto =1 Q - @ 8
— Unverified
B8 Record Status Dashboard @ Complete
B Add / Edit Records
0 Record ID 3-7 NEW Record ID 3-7
Applications o FU1 FU2s
A Field Comment Log After Planned year years
Data Collection Instrument
& Customize & Manage Locking/E-signatures Study neoad. After Postop. adj. after after
entry therapy surgery histopathology treatment surgery surgery
Help & Information =
CRF 13 - Study entry: Status before
© Help & FAQ neoadjuvant chemotherapy (NACT)
B Video Tutorials CRF 1b - Study entry: Status before
[ Suggest a New Feature neoadjuvant chemotherapy (NACT)
B Contact CRF 2 - to be completed after necadjuvant
therapy
CRF 33 - to be completed after surgery 5
CRF 3b - to be completed after surgery
CRF 4 - Postoperative histopathology
CRF S - Planned adjuvant treatment
CRF 62 - Follow up 1 year after surgery
CRF 6b - Follow up 1 year after surgery -
CRF 73 - Follow up 2 years after surgery >
CRF 7b - Follow up 3 years after surgery
CRF 7¢ - Follow up 4 years after surgery
CRF 7d - Follow up S years after surgery
*EDCap’ EUBREAST eV.
AXSANA oo
@ Logged in 23 aangrisano | Logowe
B My Projects or € Control Cencer
B REDCap Messenger M Record Home Page
& View project as user: | - swiect s uter - v . ) =
he grid below displays the form-by-form progress of data B
| Project ome and Design [5] entered for the currently selected record. You may dlick on Lewerd '“:::“"Im' i 0 e s 8
4 Project =Projects the colored status kKons to access that form/event, If you @ Inco ’-.d | swed) (1)
an h, %3 bel i ) Urivers
@ Designer - Q1D B¢ wnllw.‘yo.ammo:‘f:ewe events below by navigating to the  Complete
@ Project matus Production
l-mm {5 L@ Choose sction for record J
1 Record Status Dashboard Record ID §-1 (Patient ID DE-001-001)
B Add/ Ede Records DE-001
M Recard 1D $-1 (Pavent 10 0€-001.001)
$ai91 atnae rezorg - i U1 FU2s
or nn year years
l e a8 Data Collestion Instrument Stody  neosd). After Postop. od). after fter End of
entry therapy surgery histopathology treatment surgery surgery Observation
& Aerts & Notfications
© Colendar CRF 10 - Study entry: Status before necadjuvant
B Data Exports, Reports, and Stats chemotherapy (NACT) A
8 Data Import Tool CRF 1b - Study entry: Status before -
# Data Comparison Tool necadjuvant chemotherapy (NACT) a
@ Logging CRF 2 to be completed after necadjuvant .
' File Repository therapy )
& User Rights and 48 DAGs CRF 38 - to be completed after surgery -
@ Customize & Manage Locking/E-signatures 1
;Dm Quagym-uﬁhm Issves CRF 36 - 1o be completed after surgery
APl and ) API Playground 4. .
(D REDCsp Moble App CRF 4 - Postoperative histopathology .\
q 2
i CRF 5 - Planned adjuvant treatment -
| meports Qiah ®Omacis 2k (=) 2
1+ Patient Recruitment CRF 6a - Follow up 1 year after surgery
Recrutment Curve CRF 65 - Follow up 1 year after surgery
Data Export
Moggie test CRF 7a - Follow up 2 years after surgery @
123 zest CRF 7b - Follow up 3 years after surgery
« Study Entry
7 After neoad). therapy CRF 7c - Follow up 4 years sfter surgery P
" After surgery CRF 7d - Follow up 5 years after surgery
o Pl creocient itk
111 CRF1b d
Futctn & tatnrrmarion =)
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10.

& AXSANA

Fill in the CRF form. Fields marked as “must provide value” are mandatory.

R AXSANA | REDCap x [ - O
€« O O Nichtsicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/index.php?pid=14&id=3-7&event_id=41 = o - @ @
REDCan
p Save & v
AXSANA  ro e

= e U, L - Cancel -
B My Projects “% Download PDF of instrument(s) B VIDEQ: Basic data entry

B REDCap Messenger
Project Home and Design = * CRF 1a - Study entry: Status before neoadjuvant chemotherapy (NACT)

4 Project Home - @ Codebook

s U o O Adding new Record ID 3-7

Data Collection — Test-Site -

B Record Status Dashboard
B Add/ Edit Records

@ Record ID 3-7
Study entry

CRF 1b - Study entry: Status before
neoadjuvant chemotherapy (NACT)

Applications -
) Field Comment Log
& Customize & Manage Locking/E-signatures

Help & Information -

© Help &FAQ
B Video Tutorials
[ Suggest a New Feature

Event Name: Study entry

Record ID 37

Patient ID

Patient Dota

Age

Sex

Side of breast cancer left
Height [cm]

Weight [kg)

female

right

x

1.

Do not forget to enter Patient-ID that you created according to the instructions in the Subject

& ldentification Log.

x

R AXSANA | REDCap x P B .
\Z O O Nichtsicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/index php?pid=14&id - a——- ol % & @
REDCap
Saveld .. ~
AXSANA  rm u
: . - Cancel
e “Z Download PDF of instrument(s) B VIDEQ: Basic data entry
@ REDCap Messenger
Sioe =/ = CRF 1a-Study entry: Status before neoadjuvant chemotherapy (NACT)
# Project Home - @ Codebook
@ Proect status. Production © Adding new Record ID 3-7

Data Collection — Test-Site -

B Record Status Dashboard
B Add / Edit Records

@ Record ID 3-7
+ Study entry

CRF 1b - Study entry: Status before
neoadjuvant chemotherapy (NACT)

Applications -
% Field Comment Log
& Customize & Manage Locking/E-signatures

Help & Information -

© Help & FAQ
B Video Tutorials
[ Suggest a New Feature

Event Name: Study entry

Record ID 3-7

Patient ID

Potient Doto

male

left

female

right
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12.

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

the bottom of the page.

R AXSANA | REDCap x BB
&« O A Nicht sicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/index.php Q
Max. tumor size [mm]
ESmochss Resed 0a Mammography Ultrasound MRI
133 1 2 3 4
Focality unifocal (bifocal () >= 3 tumors
Multicentricity e ONo
Form Status
Complete? Incomplete v
- Incomplete
Lock this instrument Unverified
1 locked mo uter wil be able 1o madify this instrument for T3 record untd someone with Complete
Instrument Level Lock/Undack privileges unkocks it
[oee ]
Cancel

"

== o x

@ ¢

- Cancel -

13.

Once you have finished, choose “Complete”. Do not Lock the form — this will be done by the

monitors as soon as they performed the plausibility checks.

R AXSANA | REDCap x

€ O A Nichtsicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/index.php?pid=148&id

Max. tumor size (mm)

. on Mammography Ultrasound MRI
T 1 2 3 “
R ty unifocal bifocal >= 3 umors
Multicentricity O
Form Status
Complete? Complete v
Lock this instrument?
\

1t locked ne user will be able to modify ths instrument for this recerd until somecne with Lock
Instrument Level Lock/Unlock peivileges unlocks it

- Cancel -

¥

reset

reset

reset

- o
@ ¢

Save & Bxit Form

Cancel

X
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& AXSANA

Do not forget to save the form before leaving.

R AXSANA | REDCap x e - O x
<« O A Nichtsicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/index.php?pid=14&id 41 Qo @ &

Max. tumor size (mm)

W o ovide value bJ\l‘& |

Max tumor size based on Mammography Ultrasound MRI Cancel

(34 1 2 3 4

on reset

Focality unifocal O bifocal ()>=3 twmors

Multicentricity oW

* must provide vaive reset

Form Status

Complete? Complete v

Lock this instrument?

~
1 kocked. ne user will be able to modify this instrument for this recerd until semesne with Lock
Instrument Level Lock/Undock privileges unbocks it

Now you can see the status of all forms. Locked forms have already been checked by

monitors. If you wish to edit them again send an e-mail to: jursik@eubreast.com and

shabbir@eubreast.com

Data Collection Instrument

CRF 1a - Study entry: Status before
neoadjuvant chemotherapy (NACT)

CRF 1b - Study entry: Status before
neoadjuvant chemotherapy (NACT)

CRF 2 - to be completed after neoadjuvant
therapy

CRF 3a - to be completed after surgery
CRF 3b - to be completed after surgery
CRF 4 - Postoperative histopathology
CRF 5 - Planned adjuvant treatment
CRF 6a - Follow up 1 year after surgery
CRF 6b -
CRF 7a-
CRF7b -
CRF 7¢-
CRF7d -

Follow up 1 year after surgery

Follow up 2 years after surgery
Follow up 3 years after surgery
Follow up 4 years after surgery
Follow up 5 years after surgery

Study
entry

]

A

After
neoadj.
therapy

After
surgery

Postop.
histopathology

FU1

year

after
surgery

FU 2-5

years
after

surgery

Planned
adj.
treatment

Legend for status icons:

© Incomplete
Unverified
@ Complete

Incomplete (no data saved) 2
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& AXSANA

16.
You can see all patients recruited by your study site by choosing “Record Status Dashboard”.

R AXSANA | REDCap X J'i‘ - o

< O @ Nicht sicher | 52.59.214.159/redcap/redcap_v10.1.4/index.php?pid=14 = Q - @ &

*EDCap’ EUBREAST e..

AXSANA w0 1s

& Logged in as banys | Logout

My Projects

@ REDCap Messenger
|mm-‘w =

# Project Home - @ Codebook

@ Project status: Production

# Project Home

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).

| Data Collection — Test-Site =
& Current Users (8) @ Project Statistics
e L User Expires Records in project Total: 18/ in group: 6
iU REcoras
jursik oo Most recent activity 08-31-2020 19:28
I prelcaions = (Angekika Jursik) Space usage for docs 0.08 M8
ba
& Field Comment Log ( "7‘. ) never
ki X
& Customize & Manage Locking/E-signatures Invesigacor .
l Help & Information ] (Test Investigator) s
investigatortest B
© Help & FAQ (Test Investigator) o
B Video Tutorials jshabbir o
[ Suggest a New Feature (Jana Shabbir) whei
feld
rer— lopoeritd | evr
mmangold ——
(Marina Mangold) e
tkuehn R
(Thorsten Kahn) e

17.

Now you can see all CRF forms of all patients.

R AXSANA | REDCap x |+ == FY s
< O  © Nicht sicher | 52.59.214.159/redcap/redcap_v10.1.4/DataEntry/record_status_dashboard.php?pid=14 -1 Q = @ &
Crpgp e TR TN L S URGG SV T e w .
Field Comment Log
Customize & Manage Locking/E-signatures
& Information =
&FAQ Displaying: Instrument status only | Lockstatus only | E-signature status only | Lock and E-signature status | All status types
Video Tutorials Aer o
Suggest a New Feature necad;. Postop. od). | FU1year after
Study entry therapy After surgery histopathology | treatment surgery FU 25 yeors after surgery
CRFGa CRFED |CRF7a CRFTD CRF7c CRF7d
CRF 1a- Study CRF 1b - Study
entry: Status  entry: Status |CRF2-tobe |CRF3a-to  CRF 35- Follow Follow | Follow Follow Follow Foliow
before before completed e o be CRFS upt upl w2 w3l uwé s |
neoadpuvant ) after CRF4- Planned year  year | years years years  years
chemotherapy chemotherapy | necadpavant afer after Postoperative aduvant after  after after  after  afRer  after
Record ID (NACT) (NACT) therapy surgery  surgery | histopathology | trestment |surgery surgery |surgery surgery surgery surgery
3:1 (Patient ID DE-003-001 - - o o © o o e o -
3:2 (Patient ID DE-003-002) o [ o o
3:3 (Patient 1D DE-003-004 o o ] o o o o o o o o
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& AXSANA

The eCRF includes a page called “End of observation”. Please document all patients in this

section that leave the study, due to withdrawal, death, drop out, or lost to follow up.

Fill in the form and choose a cause for “End of Observation”.

REDCap’

B Logged in &5 aangrisano | Logout
= My Projects or €8 Control Center

W REDCap Messenger

& View project as user: .. select a user v
roject Home and Design =
A Project Home - 7= Project Setup

Z Designer - [l Dictionary - B Codebook

B Proje Production

ata Collection =

# Record Status Dashboard
B Add/ Edit Records

D Record ID 5-1 (Patient ID DE-001-001)

venc End of Observation

»: n nts:

B Lock entire record

pplications =
A Alerts & Notifications

3 Calendar

B+ Data Exports, Reports, and Stats

8 Data Import Tool

# Data Comparison Tool

# Logging

W File Repository

& User Rights and 38 DAGs

B Customize & Manage Locking/E-signatures
8 Data Quality and % Resolve Issues

2 AP1 and B API Playground

B RENCaA Mahils ann

AXSANA o107

ctions 1«’ Download PDF of instrument(s)

= Crf 8 End Of Observation

o Editing existing Record ID 5-1 (Patient ID DE-001-001)

Event Name: End of Observation

19. Do not forget to save the form before leaving.

REDCap’

grisano

Logout

8 My Projects or 8 Control Center
B REDCap Messenger

& View project as user: | .. select a user v
roject Home and Design =
A Project Home - 7= Project Setup

Z Designer - [l Dictionary - B Codebook

B Proje us: Production

ata Collection =
# Record Status Dashboard
B Add/ Edit Records

D Record ID §-1 (Pavent ID DE-001-00
Select otner recorg

enc End of Observation

R Alerts & Notifications

3 Calendar

Be Data Exports, Reports, and Stats

8 Data Import Tool

# Data Comparison Tool

H Logging

& File Repository

& User Rights and 38 DAGS

@ Customize & Manage Locking/E-signatures
8 Data Quality and % Resolve Issues
2 AP and Bl API Playground
T)REDCap Mobile App

A External Modules

J |_we) Share instrument in the Library |

Save & Exit
Form

- Cancel - ‘

Data Access Group: DE-001 |?

Record ID S-1
Date of assessment -
* must provide value o me D
Main reason for end of observation
* must provice value v
Date of last contact patient died
* must provice vaue patient lost to follow up
£ Stat patient withdrew consent
orm Status

patient not eligible for the study - drop out
Complete? Incomplete v
Lock this instrument? .

J ) Lock

1f locked. mo user will be able to modify this instrument for this record until someone with )
Instrument Level Lock/Unlock privileges unlocks it

Save & Exit Form

- Cancel -

Delete data for THIS FORM only

Save & Exit
Form
AXSANA o0 2
tions: | 9 Download PDF of instrument(s) #e Share instrument in the Library 1 B VIDEQ: Basic data entry e J

= Crf 8 End Of Observation

& Editing existing Record ID 5-1 (Patient ID DE-001-001)
Event Name: End of Observation

Record ID

Date of assessment

* must provide value

Main reason for end of observation

* must provice vave

Date of last contact

* must provide value

Form Status

Complete?

Lock this instrument?

I focked. mo user will be able to modily this instrument for this record until someont with
Instrument Level Lock/Unkock peivileges unlocks it
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s Group: DE-001 |2/

51

0 (o] onr

patient died

patient lost to follow up

patient withdrew consent

patient not eligible for the study - drop out

Incomplete v

O 2 Lock
@
~ Cancel - |

Delete data for THIS FORM only |

10
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19.

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.

FU1 FU 2-5
s After Planned year years
Data Collect: Inst t 1 .
ata Coflection Instrumen Study neoadj. After Postop. adj. after after
entry therapy surgery histopathology treatment surgery surgery
CRF 1a - Study entry: Status before neoadjuvant chemotherapy (NACT) E
CRF 1b - Study entry: Status before neoadjuvant chemotherapy (NACT) ()]
CRF 2 - 10 be completed after neoadjuvant therapy °
CRF 3a - to be completed after surgery )
CRF 3b - to be completed after surgery o
After Planned
neoadj. Postop. adj. FU 1 year after
Study entry therapy After surgery histopathology | treatment surgery FU 2:5 years after surgery

CRF6a CRF6D | CRF7a CRF7b CRF7c CRF7d
CRF 1a.Study CRF1D.Study . - - - - .
enry:Status  entry: Status |CRF2.tobe [CRF33.to CRF3D. Foliow Follow | Follow Foliow Follow Follow

sefore oefore completed be o be RFS- | wpt  wpt | wp2  up3  wp4  ups
neoadjuvent  neoadjuvant efter completed completed CRF4- Plenned yeer yeor years years years years
chemotherapy chemotherapy | necadjuvant after after Postoperative adjuvant after  after after  after | after  after
Record ID (NACT) (NACT) therapy | surgery = surgery | nistopatnoiogy | treatment |surgery surgery |surgery surgery surgery surgery
1 (PatientID 11111111111) : \’l 9 \9 9 ‘Q "l 9 \9 ‘Q ¢9‘ " 9
5-1 (Patient ID DE-001-001) o ] ) @ r @ @) (@) @ (@) @

20.

To see all queries/comments, first click on “Resolve Issues” (No. 1 in the screenshot below)
and afterwards on the query/comment you would like to see (No. 2). To see the CRF form
the query refers to click on the Record Number (No. 3).

@ My Projects
W REDCap Messenger Data Quality
Project Home and Design -
Q Find Issues % Resolve Issues ) 14 Resolution Metrics
# Project Home - @ Codebook
@ Project status: Production
BVIDEQ: Data Resolution Workflow or Read introduction to Data Resolution Workfiow
Data Collection =
This page displays all data queries that are currently unresolved or have already been resolved using the Data Resolution Workflow. Some
I8 Record Status Dashboard issues may have been initiated by users on data collection instruments, and others may have been initiated after executing Data Quality
B View / Edit Records rules on the Find Issues tab. The table lists the name of the record and the specific field or Data Quality rule to which the data query belongs,
as well as the user assigned to the query (if applicable), the number of days the data query has been open, and a brief snippet of the query's
Applications. - first and last comment. The results in the table can be filtered by the query status type (e.g., open, closed), by certain fields or Data Quality

rules, and also by users assigned to it. Each data query may be viewed by clicking the button to its left.
‘sDa(a Exports, Reports, and Stats

& Customize & g G Lres
@ Data Quality a Data Resolution Dashboard Filters: | Open / unresolved issues (1) v
Al fields and rules v
Roports Q Search (4] export All events v
Daant B lTIEnE All data access groups v
User assigned (all users) or not assigned v |
Melp & Information = =
ecord Data Quality rule Days
okt (Sorted by OAG)  and/or Held User Assigned 0 First Update Last Update

Fleld:

8 Video Tutorials boerys ( 32020 09:34)
2 Suggest a New Feature m ent10 DEO signed written informed co 0 b ’. ,_,r if :
(Signed written informed infc consent is
3 ! study participation

8 Contact REDCap administrator
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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.

.~ Editing existing Record ID 1 (Patient ID DE-001-001)

Event Name: After neoadj. therapy

Record ID 1

Quality of life questionnaires completed by the patient within 4

weeks before surgery? ® Yes 'No

N rese
must provide value

Yes @® No

* must provide value rese

Neoadjuvant systemic therapy administered E 1
°

|
@ ALND (Axillary lymph node dissection)
TAD (Targeted axillary dissection = SLNB + TLNB)
SLNB (Sentinel lymph node biopsy)
TLNB (Target lymph node biopsy)
other

Planned axillary staging

* must provide value

22.

Once you have checked or corrected the data in the CRF form, you can respond to the
query.

%, Data Resolution Workflow x

i8I VIDEQ: 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: 1

Event: Study entry

Field: signed_written_informed _co ("Signed written informed consent”)
Status: g Open / Unresolved (unresponded)

Date/Time User Comments and Details

Action: Opened query
10-18-2020 09:34 banys comment: “Please check if correct! Signed informed consent is
necessary for study participation.”

Data Changes Made:

10-18-2020 09:34 banys signed_written_informed_co = 'No (0)'
® Reply with response:  -- choose response - v
Upload file (optional): _. choose response -
—OR— Corrected - Data missing
10-18-2020 09:36 banys ) Close the query Corrected - Typographical error
Corrected - Wrong source used
Comment: Verified - Confirmed correct (no error)
Other

Respond to query || Cancel
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23.

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.

Planned axillary staging

* must provide value

) ALND (Axillary lymph node dissection)
) TAD (Targeted axillary dissection = SLNB + TLNB)
SLNB (Sentinel lymph node biopsy)
_) TLNB (Target lymph node biopsy)

_ other
reset
Form Status
Complete? Unverified v
Incomplete
Lock this instrument? Unverified
If locked. no user will be able to modify this instrument for this record until someone with Complete
Instrument Level Lock/Unlock privileges unlocks it.
®, Data Resolution Workflow @ -
Save & Exit Form j Save &.. ~
@ Verify all fields
-- Cancel -- ‘
24.
Once you are finished, you can log out from the system.
R AXSANA | REDCap X | - = x
& O 52.59.214.159/redcap/r¢ 4 4 o + @ &
REDCap
— AXSANA
& My Projects
@ REDCap Messenger
# Project Home
Project Home and Design -
# Project Home - ([ Codebook The tables below provide general dashboard information, such as a list of all users with access to this project, general project
s Production statistics, and upcoming calendar events (if any)
Data Collection — Test-Site -
& Current Users (&) @ Project Statistics
I Record Status Dashboard User Expires Records in project Totak: 187 In group: 6
IR 3jursik MOst recent activity 08-31-2020 19:28
Applications = (Angelia Jursik Space usage for docs 0.08 M8
In case of questions concerning the use of eCRF, you can contact:
Ms. A. Jursik: jursik@eubreast.com
Ms. J. Shabbir: shabbir@eubreast.com
PD Dr. M. Banys-Paluchowski: m.banys@outlook.com
Dr. S. Hartmann: steffi.hartmann@kliniksued-rostock.de
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