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SQA in Pretrial

Please reach the pretrial platform by www.color3trial.com, than select the ‘pretrial’ tab. If you
click on the link the platform will open; then please enter your email address and click the ‘I never
logged in before’ to choose a password.

If this is not working please send email address of contact to colortrial@vumc.nl, probably
the new e-mail is not linked to your site or you site is not registered yet.

Afterwards you can register 3 pretrial cases in which we kindly ask you to submit a full length video
of 1 male TaTME procedure, 1 female TaTME procedure, 1 male lap TME. Please record the
abdominal and transanal phase including specimen extraction and anastomosis.

See the attached step by step tutorial guide to further assistance.

Some further instructions:
1) Please note that the platform supports only .mp4 format

2) Although we ask full length video of the procedure; we won’t need 4k quality / >20GB large
files. Try to reduce the total size per case <10 GB

3) Please rename the video files in a logical way;
Pretrial TaTME male transanal part a

Pretrial TaTME male transanal part b

Pretrial TaTME male transanal part c

Pretrial TaTME male abdominal part a

Pretrial TaTME male abdominal part b

Etc.

—

COLOR Ill pretrial guide
Step by step
Questions?

colortrial@vumc.nl
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Login to Alea Data Management
Username £ nl |
Login
Password [senssessenss v
1 forgot my password / I never logged in before
Terms, conditions and privacy About
Step 1: Login to Alea Data Management
- Enter your email and press | never logged in before.
- Then follow instructions to create a password.
- Return to the login page and enter your email and
password to login.
JCOLORIII & Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout =2
‘ i Study H __ Patients H] (5 Queries H .. SDV H > Coding ” £ Monitor H 9k Tasks H « Activities ” @ Labs ” 7 Reports ” - Options H Cuser | <
8- U General study info
i study COLORIII
Q Sty documents Test study for COLORIII trial
8- Study data
. = DA SNCLTI
= ::z ::::::" MID AND LOW RECTAL CANCER
&~ @ study options Study Scope nternational
Study logo Study phase
= Access management ‘
& Setup Alerts ,
Current patient accrual
First entered patient
Last entered patient 04-Oct-2016 00:00:00
Last activity 05-Oct-2016 09:07:12
Step 2: General Study Information
- To enter a new patient, press ‘Patients’ in the row
- above.
B
.-/COLORIII Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout =2
| i Study ” .| Patients H 105 Queries ” ~. SDV H ¢ Coding ” - Monitor H {1 Tasks H & Activities ” % Labs ” 7 Reports ” - Options ” Suser | <[2]

|ELayout\C\B\E |

‘ Recent patients | L,Add new patient ||

Drag a column header here to group by that column
Status ‘!‘ Institute B l_, Clinician A l_, patient key A |_, Registration date v‘ . Last updat; v | i I| Dossier
Al Al Al Al
Male VU (VUMC) Tuynman . VUMC-003 04-Oct-2016 i | open |
TaTMEupl Imperial College London (ICL) Tsai -, ICL-002 03-Oct-2016 i | open |
TaTMEupl Imperial College London (ICL) Tai .. 1CL-001 03-0ct-2016 i [open|
Male VU (VUMC) Tuynman . VUMC-002 26-Sep-2016 i open
Male VU (VUMC) Tuynman . VUMC-001 16-Sep-2016 i open
Male FormsVision BV (FV) van der Donk . Fv-015 13-Sep-2016 04-Oct-2016 16:52:39 i | open |
TaTMEupl FormsVision BV (FV) van der Donk . Fv-006 12-Sep-2016 05-Oct-2016 09:07:09 i open
FormsVision BV (FV) van der Donk . Fv-010 12-Sep-2016 27-Sep-2016 09:55:57 i | open |
CATLaTME FormsVision BV (FV) van der Donk . Fv-011 12-Sep-2016 19-Sep-2016 10:00:59 i E
CATTaTME FormsVision BV (FV) van der Donk . Fv-007 12-Sep-2016 19-Sep-2016 09:59:56 i open
FormsVision BV (FV) van der D . . open
FormsVision BV (FV) van der D Step 3 . LaY'Out I'egISte red patlentS E
FormsVision BV (FV) van der De open
FormsVision BV (FV) van der D . . open
FormsVision BV (FV) vanderD{ C|ICk ‘Add new patlent, E
FormsVision BV (FV) van der Dd open
FormsVision BV (FV) van der Donk . Fv-004 12-Sep-2016 12-Sep-2016 13:19:05 i | open |
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Add new patient in study COLORIII

Select clinician

Drag a column header here to group by that column

Clinician Full Name E] Institute Name

| I
. Tsai, Alice (ICL) Imperial College London (ICL)
. van der Donk, Emile (FV) FormsVision BV (FV)
-, Van der Horst, Sander (FV) FormsVision BV (FV)
. Wagemaker, Mats (FV) FormsVision BV (FV)

Step 4: Select Clinician

- Select the name of the head investigator of the
COLOR Il in your center.

TP Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout Ed

i Study ” & Patients ” @Quen‘s ” wv SDV || <+ Coding ” EJMonitor ” fl:Tasks ” & Activities oLabs ” @Reports ” 12} Options ” = User lz‘

| NEW Patient Close registrationform 3

Registration Registration form FEIEEED (DEmit
:>cltientid NEW K N L ‘ ‘ | — =
COLOR III h t - Reqistration |
T i e, | Step 5: Registratio <
. (Vume) Nederland
REGISTRATION FORM - Elease, fill all fields in the red
OX.

| Hospiat Y .| = Press submit afterwards.

: | Physician:

N E-mail:

Patient Year of Birth (yyyy)

Gender

Date written Informed Consent COLOR IlI study

Does this patient fulfil all eligibility criteria?

autosave: [off] formdata: [unchanged]

‘ -
autosave: [off] formdata: [unchanged]

' Submit N

TP Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout E4

i Study ” & Patients || 0 Queries ” wv SDV ” <+ Coding ” EﬁMonitor ” 31 Tasks ” | & Activities ” ¥ Labs ” 8 Reports ” 2} Options ” = User Elz‘

. NEW Patient I Close registrationform 3 ]

n - - - Form status : Submif
Registration Registration form Lock status -
Patient id NEW
Investigator Tuynman,
. 9 Jurriaan
: (VUMC)

Form i x]

The patient has been registered with Username VUMC-004 .

Step 6: Confirmation Registration
[ o |

- Note the username of patient in
the ISF for de-coding purposes.

- Press ‘OkK’

- Then, press “Close Registration
Form”

COLOR|
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2 COLORIII Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout I
| i Study ” | Patients H 10 Queries H ~.SDV ” > Coding H £ Monitor ” 9 Tasks H « Activities H ¥ Labs H 7 Reports ” ~ Options ” Cuser | <[>]
‘ Blayout | e | I8 | B | | Recent patients | . Add new patient |
Drag a column header here to group by that column
Status |? Institute B ., Clinician A ‘__‘ patient key A |J Registration date v| . Last update v [ i I‘ Dossier
2| il 2] 2| M| Lw
Male VU (VUMC) . Tuynman . VUMC-004 05-Oct-2016 05-Oct-2016 09:13:00
Male VU (VUMC) | Tuynman ., VUMC-003 04-Oct-2016 04-Oct-2016 15:59:12
TaTMEupl Imperial College London (ICL) - Tsai . ICL-002 03-Oct-2016 03-Oct-2016 16:02:39
TaTMEupl Imperial College London (ICL) . Tsai . ICL-001 03-Oct-2016 03-Oct-2016 15:21:45
Male VU (VUMC) . Tuynman . VUMC-002 26-Sep-2016 27-Sep-2016 16:08:05
Male VU (VUMC) . Tuynman . VUMC-001 16-Sep-2016 27-Sep-2016 16:27:32
FormsVision BV (FV) - van der Don§ 04-Oct-2016 16:52:39
FormsVision BV (FV) , van der Don} Step 6: Layout registe red patients 05-Oct-2016 09:07:09
FormsVision BV (FV) -, van der Don§ 27-Sep-2016 09:55:57
FormsVision BV (FV) - van der Don§ 19-Sep-2016 10:00:59
FormsVision BV (FV) s wnderood = Click on ‘Open’ to enter the 19-Sep-2016 09:59:56
FormsVision BV (FV) - van der Don§ . . . 13-Sep-2016 11:57:29
FormsVision BV (FV) - van der Don§ dOSSIer Of your reg|Ste red patlerTt 12-Sep-2016 16:24:59
FormsVision BV (FV) -, van der Dor —rvuTT pezoT 12-Sep-2016 15:53:24
FormsVision BV (FV) - van der Donk -, Fv-013 12-Sep-2016 12-Sep-2016 15:23:20
TaTMEupl FormsVision BV (FV) - van der Donk . Fv-008 12-Sep-2016 12-Sep-2016 14:58:06
TaTMEupl FormsVision BV (FV) -, van der Donk . Fv-005 12-Sep-2016 12-Sep-2016 14:30:07
Page 1 of 1 (21 items) [11 Page size: |40

Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout =2

i Study & Patients H lTOQueries H v SDV ” <+ Coding H EMonitor ” flgTasks H & Activities H @Labs H EReports ” 2} Options ” ) User < lz‘

., patient: VUMC-004 Registration date: 05-Oct-2016 Investigator: Tuynman, Jurriaan (VUMC) Close patientdossier

x
X

Step 7: CRF individual patient

- Click on ‘Surgery to open the video

upload form
o & Logged in as: t.koedam@vumc.nl Logged in since: 05-Oct-2016 09:09:47 On: ACCEPTANCE logout =2
i Study & Patients ” @Quer[es ” wv SDV H ¢+ Coding H E Monitor ” Tl-:Tasks ” & Activities H @Labs ” {53 Reports ” 2} Options H & User <
.| patient: VUMC-004 Registration date: 05-Oct-2016 Investigator: Tuynman, Jurriaan (VUMC)

' g evom [ [omrn |
; e - [amnma |

Please make sure to first upload the Vid

“| Registration

“ Review ” Upload video(s) “ ‘ Upload log ‘
&4 surgery VIDEO UPLOAD FORM
|Currentfor ‘

Hospital:
* Recurrence (0) Physician:
“| Events (0)

Date of Registration 05/10/2016

Gender of patient [ Male v

Step 8: Video upload form ¢ Yearof Birth 1999

Demographics
- Please provide the Helght (om)
information requested in Weight (kg) P
the de mog raph ICS and Please indicate whether you are uploading a video Select...
‘ s from a Laparoscopic TME or Transanal TME
press ‘Submit’ below. procedure
= Th en s CI |Ck on “ U p Ioad Please indicate case difficulty Select...
= VldeO(S)” Remarks
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Upload Service for video files

. Upload Service for video files
Form: Video Upload form

Patient: VUMC-004

UUID: A.749

Form: Video Upload form
Patient: VUMC-004

UUID: A.749889400.5081.21

89400.5081.21

Choose

Choose Drop

Confirm Upload

Upload 1 or more video items:

Choose Files o files selected

Drop files here to upload

Step 9: Choose or Drop files

- You can choose to select files and submit (A)
or drop the files and confirm download (B) by
clicking Choose or Drop (1).

- Leave your internet browser open until the files
are completely uploaded.

- Thank you for your patience!

Upload Service for video files
Form: Video Upload form
Patient: VUMC-004

UUID: A.749889400.5081.21

Choose Drop

Confirm Upload Successfully uploaded item(s).

It may take some time before it is available on the data management. Thank you for your patience.

16.2 MB

oxford teds4...

Step 10: Successfully uploaded item(s)

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, = You can now close your internet browser.

- Please, repeat these steps until you have
uploaded 2 TaTME videos and 1 Lap TME.

- Thank you for your effort!

co LOR‘ m Ta g(lﬁg::l. a?lcgggo%ahve
TRIAL TME



