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Introduction

ProMISe (Project Manager Internet Server) is the system used by the EBMT for MED-AB data
entry and retrieval over a secure Internet connection. The MED-AB project was developed to
collect and analyse the data required by the EBMT Registry.

The MED-AB project consists of the EBMT transplant registry database, where the datais
stored, whilst the ProMISe system is used to manage and access the database.

All ProMISe users access the same copy of the entire database online, with the option of
downloading their own centre data to other programs (MS Access, SPSS, Excel etc) for
reference purposes. In addition to a statistical overview of the complete EBMT database, users
are able to view, enter and analyse data for their own centre.

Checking that your PC can run Promise

To use ProMISe version 3 you will need Internet Explorer, a reasonably fast processor and at
least 1 GB of Memory. You must also have access to a good internet connection. Your
computer will have to meet some minimum technical requirements in order for you to use
ProMISe efficiently. It is advisable to check that your PC specifications are compatible by
using the interactive browser configuration checker before trying ProMISe. For convenience
this web link contains full instructions and links for updating your computer’s local settings.
(Further information is in the Appendix)

Demo Version

If you would like to try the application, a DEMO project is available. The DEMO project has the
same functionality as the MED-AB project but instead of accessing the EBMT registry
database, it accesses a database filled with fake data. You can practice entering, erasing or
modifying data in this project without restrictions. Note that any new data entered must be
fake as the Demo can be seen by other users.

Please contact the Registry Helpdesk to request a Demo user name.



https://www2.clinicalresearch.nl/PROMISE/S/HEIT/GENERIC/CHECK/INDEX.HTM
http://www.ebmt.org/Contents/Data-Management/Helpdesk/Pages/Helpdesk.aspx
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Entering Your Database

To enter data directly into the MED-AB project you should first apply to the EBMT Central
Registry Office to request access. See “Password Access” below.

If you have sent transplant data to the EBMT in the past, these registrations will be present
when you access your centre database.

Please check that your PC meets the hardware requirements and that you have
the correct security settings in Internet Explorer. More information is available
on the interactive browser configuration checker

ProMISe is located on the EBMT web site [http://www.ebmt.org].

- [Data management]
- Login to ProMISe

Password Access

ProMISe usernames are assigned by the EBMT Central Registry Office in London. There are
two different levels of access:

Data Entry: access to all functions: Data Entry; Statistical Reports; Patient Reports and
Downloading Centre Data. We assign personal passwords to those entering data on behalf of
their team (authorised by Principal Investigators). ProMISe personal password request form -
data entry.

Data Download: access as Data Entry but data modification is disabled. Personal passwords
are assigned as above. ProMISe personal password request form - data download.

Usernames and passwords are personal and non-transferable. Please do not disclose your
password to anyone else, including other team members. ProMISe keeps a log of all
modifications made in the database, identifying the user and the time in which the
modification was performed. It is in your interest that the only modifications attributed to your
username are those performed by yourself.

New users will receive their login details via email. When accessing ProMISe for the first time
they must request a new password on the logon page.

= I MEDAB

Type of this Session Scope of this session
Donor outcome

Data Entry only (simplified) Med-AB: All diseases
Data Reports only
Predesigned Reports
SecureUploadCnly

% usemame || |
password | |

B - Start Session

Renew password? Click here



http://www.ebmt.org/Contents/Data-Management/Datasubmission/Documents/ProMIsePersonalPasswordRequest-dataEntry.pdf
http://www.ebmt.org/Contents/Data-Management/Datasubmission/Documents/ProMIsePersonalPasswordRequest-dataEntry.pdf
http://www.ebmt.org/Contents/Data-Management/Dataretrieval/Documents/Application_DataDownload.pdf
https://www3.clinicalresearch.nl/PROMISE/S/HEIT/GENERIC/CHECK/INDEX.HTM

Version: 13/02/2017 ProMISe Guide : MED-AB

Click here (highlighted above) in order to get a new password
On the next screen click [obtain new password]

Enter your username here:

Security code (required to continue)

(If you do not yet have a username, follow the instructions in the section above “Password
Access”)

Request Security Code

Click [Request Security Code]
The security code will be sent to your registered email address
When you receive the security code enter it here and add a new password of your choice:

As soon as we have verified your account, a security code will be sent to your
maobile number or email address.

If you do not receive this code and you are sure you entered the cormmect
information, please contact the helpdesk.

|
ST |

i
|

Note that your password must be strong, at least 8 characters long
and must...

contain UPPER CASE character(s)

contain lower case character(s)

contain one or more digits

Enter your username and password exactly as shown. (Usernames and passwords are case-
sensitive: please enter capitals or lower case letters as shown).

Click on [START SESSION]

It may take a few minutes for the session to load fully. If it takes longer than a few minutes to
initialise, the hardware specification or browser settings may not be correct.

Please contact the Registry Helpdesk if you experience problems or forget your username.

Renewing Your Promise password

For security reasons, you will need to renew your password occasionally, for example when
your password expires or if you forget your password. To renew your password, click the link
on the logon screen as shown above.


mailto:registryhelpdesk@ebmt.org
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After you have logged in

Immediately after very first logon, ProMISe will take you to the data entry module. You will find
yourself in the Index screen:

Data Entry

+ Data Manager
CIC  Patient Last modification Centre UPN Date of birth ~ Sex Status. Last seen Diagnosis HSCT date Cell therapy date

0 — i[201571002 1213 [TC3 1 200001001 |Male _|aive imary defici X
1 Build 2 e o001 1231 [1C3 B 1960/01/01_|Female |Alive & Related P L

3001 3201701716 1152 [TC3 3 2012/01/01_|Female_|unknonm Lymphoid Nei

2001 4|2014106/12 10:49 [TC2 6087935 1966112100 |Male |iive 013/06/12/AML & Related Precurs{2013(03/14

8001 5|2016/08/24 1449 [TC3 shidhj, ot 1865220 Dead 2011/09/07 AML & Related Precurs{2010/07/07]

3001 6|2015/10/06 1550 [TC3 6 1988/0822_|Female |unknown & Related Precurs(2011/12/15,

3001 7|201701/17 1224 [TC3 7 Male |Aiive 2017/01/16/AML & Related Precurs{2011/03/17

2001 8|201212/10 13:20 [TC2 10876 196111129 |Female |Alive 2012/01/13|Precursor Lymphoid Ne{2011/09/07

2001 1223 [TC3 NMOD01 2004102104 [Male |Aive 201210427 ¢ 201109228

3001 1020151007 1431 [TC3 10 1983/07119_|Male__|unknown 1308/00109 AML & Related Pracurs(2011/12/22)

3001 11]2012712/10 13.56 [TC3 10876 19611120 _|Female |Alive 2012/01/13]Precursor Lymphoid Ne{2011/18/07]

2001 12201611215 1631 [TC3 12 19801221 |Female |Dead 012/12/21/AML & Related Precurs{2012112/21

2001 13]2015/11/02 10:56 [TC3 2 1991/0923 _|Female |Aiive 2012/01/27/AML & Related Precurs{2011/01/11

3001 14201571102 1057 [TC3 04188 19641105 |Male |Dead o AML & Related Precurs{2012/01/20)

3001 15[2015/11/02 1146 [TC3 B 1991/01/31_|Female |Dead 2012/01/11[AML & Related Precurs(2011/1/11

2001 16[2015/11/02 1547 [TC3 16 1987/05119_|Female |Alive 001103112 AL & Related Precurs(2001/03/13,

2001 17]20151020 1448 [TC3 7 20001022 |Male |Died befors HSCT & Related Precurs

(8001 18/2015/10/20 15:02 |TC3 18 |2000/111/22 |Female |Dead 2004/11/11|AML & Related Precursq2004/11/11

3001 19]2016/1123 1654 [TC3 10876 19611120 |Female |Dead 2016/11/08|Precursor Lymphoid Ne{2011/08/09

2001 20[2016/0520 12.31 [lpswich 0 [846 107710425 _|Female |Alive 2002/10/22 Precursor Lymphoid Ne{2001/10/10

2001 21|2014/0622 07:10 |Agia Sophia__[353890 200106714 |[Male |Aiive recursor Lymphoid Ne{2013/09/01

(8001 EZD“E{““’Z“ 18:34 |TC3 22 1969/10/13 |Female |Dead Lymphoid N

3001 28|2016/12/13 1408 [TC3 unknown idosi

3001 24]2015/11/02 1636 [TC3 15741222 |Male__|Alive Lymphold N

2001 25(20160524 12.22 [TC3 1960/05/02_|Female |Dead 2011/11/11Multiple myeloma___|2008/01/01

8001 26(2015/10/13 18:41 |TC3 1980/11/22 |Male unknown & Related Precurs

3001 Z7|2016/01/12 1408 [TC3 158710200 _|Female |Alive ixed phenatype: B/m

3001 282015110021 1222 [TC3 181212223 |Male _|Dead 2001/06/14|Precursor Lymphoid Ne{2001/06/14

3001 29/2016/12/13 1411 [TC3 1800/09/00 [Aiive 2012/0101[NHL 2011101

8001 30{2016/06/09 15:07 |TC3 1978/11/07 |Male | Alive 2012/02/19| 2011111711 v

On the top left hand corner of the screen there is a series of tabs

Data Entry

These tabs indicate the main modules of ProMISe.

Below these tabs, there is another series of secondary tabs

Editor
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With your mouse, click on any of the tabs present in the top layer (“Data entry”, “Report”,
etc.). You will notice that the tabs available in the second layer change depending on which
tab is highlighted in the top layer. These tabs are the main way the user has to navigate
between the different modules or the options within each module.

In order to return to data entry go to Data entry — Index (click on the “Data entry” tab if not
already highlighted, and then click on the “Index” tab if not already highlighted).

On the top right hand corner of your screen in Data Entry, you will see a collection of icons:

15:35 |

A=A @2 &

Font size

Click the following icon if you prefer to toggle between a smaller / larger font size:

-
.-":'d II

A

Shortcut keys: Ctrl < or Ctrl >

Keyboard Shortcuts

Click the following icon to view a list of shortcuts for the currently active tab:

Below is an example list of shortcuts available in the Data Entry — Editor tab:

The following keyboard shoricuts are defined on this page
‘opic switching shortcuts

Alt Switches to Topic/indow (underlined char) DiataEntry. Rleport, X etc
Cirl | At | P Convert page to Printer and other applications
Ctl | At | M Toggle generic Message window on/off

Generic shortcuts
Crl 0 Show this page with shortcuts
Ctrl ArrowUp Scroll Screen Upwards Ctrl ArrowDn  Scroll Screen Downwards
crl PaUp Scroll Screen to top Cirl PgDn Scroll Screen to bottom
Crl = Decrease fontsize Cirl > Increase fontsize
ISpecific shortcuts
Enter Store Value and go to Next ltem Ctrl Enter Simulate click on current item
Tab On value input: =Enter; otherwise: gote 1st item in Section

ctrl Tab Store Item Value and continue to Next Record with Same item
Ctl | Alt | AmowUp Previous Section | Ctrl | At | AmowDn Next Section
Ctrl | Al | PgUp Previous Chapter | Ctrl = At | PgDn Next Chapter

At | AmowUp Previous Record in Locator Alt | AmowDn | Next Record in Locator

At | PgUp Same-type previous in Locator Alt | PgDn Same-type nextin Locator
Ctrl il View madifications ctrl s Save modifications
crl 2 View original values horizontal Cirl 3 View original values vertical
Crl 4 Evaluate all tests & wamnings Ctrl a Evaluate all tests
ctrl 6 View original horizontally (as Ctrl-2) but each record now a separate table
Ctrl G Prepare for Merge Crl Home Go to first item
Cirl H Step 1 back in History ctl | At | H |[View History
Ctrl Backspace Step 1 item upwards Shift Tab Step 1 item upwards
Crl 9 View original in template (if defined by current Report)
Crl B Reload entire case based on most recent modification in current CIC=8001
ctrl | At | C Show Clipboard ctrl | At | A View Trace
ctl | At | N Show Names ctl | At |V Hide Values Column
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All shortcuts in use in your currently active screen can be viewed when pressing the following
icon or the shortcut itself: Ctrl-@. (Press again to remove the shortcut window):

We recommend you print the Shortcut screen (the Editor window as shown above has the
most comprehensive list) and keep it by your computer for handy reference.

Shortcut key: Ctrl-0

Exit button

O

Use this button to properly close down your session

Refresh button

=
|

Use this button to restart or refresh your session in case of technical problems.

Full screen button

-ﬂ,ﬂ

Use this button to switch to full screen if preferred. Press the [Esc] key to exit full screen mode
and return to the standard screen.

The remaining icons will be explained later in this guide.
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Data Entry

How to find and load a registered patient in Data Entry

It is crucial to search for existing patients before starting your data entry. This is in order to
avoid duplicating registrations. We strongly recommend that you read the document Duplicate
registrations: how to avoid them before you begin entering any data in Promise.

The index screen has a list of all the patients registered by your centre.

PEICNSG' Report  Export Help  Filter

MEDAB — [8001][DEMOIICity_1] | 11:46 lsﬂmﬁ

[TFT Editor Overview

EHAEAOS P §

+ Data Manager .~ Create/Load Patient-record all cases (n=931) Link to History
CIC  Patient Lastmodification  Centre UPN Date of birth ~ Sex Status Last seen Diagnosis HSCT date Cell therapy date
" sl = Patientindex: 1|2015nw02 1213 [TC3 1 [2ovoro01_[wale _|aive immune defi ~
2001 2[2016/05/20 1231 [TC3 2 1960/01/01_|Female [Alive ML & Related P
001 3|2017/01/16 1152 [TC3 3 [2012/01/01_|Female |unknown Lymphoid Ne{2015/03/03]
2001 4201410813 1049 [TC3 6087935 1966/12/06_|Male [Alive 013/06/12[AML & Related Precurs{2013/03/14]
8001 5/2016/08724 1449 [TC3 shhafhj, ot 1965/12/20 Dead 2011/0/07|AML & Related Precurs{2010/07/07
2001 6/2015/10/06 1550 [TC3 6 1988/08/22 |Female |unknown ML & Related Precurs{2011/02/15)
2001 7|2017/0117 1224 [TC3 7 1987109/23 |Male [Alive 2017/01/16|AML & Related Precurs(2011/03/17
2001 812012112110 13.39 [TC3 10876 196111120 _|Female [Alive 2012/01/13|Precursor Lymphoid Ne{2011/09/07
2001 9|2016/06/06 12.23 [TC3 NMI0001 2004109/04 [Male |Alive 20120412 2011109128
i i i 2001 10/2015/10/07 1431 [TC3 10 198810719 _|Male |unknown 1808/09/09 AML & Relaled Precurs{2011/02/22]
RIi g ht'C | IC k W|th 2001 11/2012/12/10 1356 [TC3 10876 196111120 _|Female [Alive 2012/01/13|Precursor Lymphoid Ne{2011/08/07
2001 12|2016/12/15 16:31 |TC3 12 1980112/21 |Female |Dead 012/12/21]AML & Related Precurs{2012/12/21
yo ur mouse to 2001 13(2015/11/02 10.56 |TC3 13 1991/09/23 [Female [Alive 2012/01/27|AML & Related Precurs{2011/01/11
> 14[2015/11/02 10:57 [1C3 2104188 196411105 |Male  |Dead 012/03/30/AML & Related Precurs{2012/01/20|
|0ad as | n g | e 2001~ 15/2015/11/02 1146 [TC3 15 1991/01/31_|Female |Dead 2012/01/11|AML & Related Precurs{2011/01/11
2001 16/2015/1102 1547 |TC3 16 1987105119 _|Female [Alive 2001/03/13|AML & Related Precurs{2001/03/13
p at | ent form | n 2001 17|2015/10:20 1443 |TC3 17 200011022 |Male |Died before HSCT| ML & Related P
8001 181201510220 15:02 [TC3 18 2000111122 _[Female |Dead 2004/11/11|AML & Related Precurs(200411/11
one Cl | c k 8001 1912016/11/23 16:54 |TC3 10876 1961/11/29 |Female |Dead 2016/11/08|Precursor Lymphoid Ne{2011/09/09
2001 20[2016/05/20 1231 |lpswichH __|346 1977104725 _|Female |Alive 002/1022| Frecursor Lymphoid Ne{2001/10/10|
2001 21[2014/06/22 0710 |Agia Sophia__|353390 20010614 [Male |Alive 2014/06/22|Precursor Lymphoid Ne{2013/09/01
8001 22[2015/10/20 18:34 [TC3 22 1969/10/13 _|Female |Dead 2008/01/23|Precursor Lymphoid Ne{2008/01/23
8001 231201611213 14:09 [TC3 2012105125 unknown
2001 24[2015/11/02 1635 [TC3 24 197411222 |Male [Alive 004/08/ Lymphoid Ne{2004/08/23]
2001 25(2016/05/24 12.32 [TC3 66666 1960/05/02_|Female |Dead 2011/11/11|Multiple myeloma 20080101
8001 26[2015/1013 18:41 [TC3 98765 198011122 |Male |unknown & Related Precurs
8001 27]2016/0112 14:09 [TC3 2T 1987/02109 |Female |Alive 2006/01/23|Mxed phenotype: B/my42006/01/23
2001 28[2015/10/21 1222 [TC3 2 191211223 |Male  |Dead 2001/06/14|Precursor Lymphoid Ne{2001/06/14
2001 29[2016/1213 1411 [TC3 125 1809/09/09 Alive NHL 2011/01/01
8001 109 15.07 [TC3 30 Male [Alive 201111111 4

Mark

™

any entry in this INDEX; then load that case into Data-Editor or Status Report

The Data Entry Index is sorted by the EBMT Patient Number by default. You can opt to sort by
a different item such as UPN (Unique Patient Number at your hospital) or date of birth. Click
on the column heading to choose your sort item and direction.

To load a patient located in the index, either right-click with your mouse on the EBMT Patient
Number (as above), or left-click on a patient number to select it (highlighted in green when

selected), then press [Load into Data-Editor]:

Shortcut keys: Ctrl-1

-10 -



http://www.ebmt.org/Contents/Data-Management/Helpdesk/Documents/Duplicate%20registrations.pdf
http://www.ebmt.org/Contents/Data-Management/Helpdesk/Documents/Duplicate%20registrations.pdf
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Data Entry

General

- Data Manager ient- =

= Modify CIC  Patient Lastmodification  Centre UPN Date of birth ~ Sex Status Last seen Diagnosis HSCT date Cell therapy date ~
B | Load into Dala-Edit 0 1/2015/10/02 12:13 [TC3. i 2000/01/01 |Male  |Alive rimary immune defici
+ Status Report 8001 2[2016/05/20 12:31 [TC3 2 1960/01/01_|Female _|Alive & Related Prs
3001 3|2017/01716 11:52 [TC3. g [2012/01/01 _|Female |unknown Tecursor Lymphold N
+ Build 3 Patient-index: 2001 4[2014/06/13 10:49 [TC3. /6027935, 1066/12106 |Male |Alive |2013/06/12|AML & Related Precursq2013/03/14]
8001 5|2016/08/24 14:49 [TC3. [shindihj. dt 1965/12/20 Dead [2011/08/07|AML & Related Precursq2010/07/07 |
3001 6/2015/10/06 15:50 [TC3. 6 1988/08/22 |Female_|unknown & Related Precurs2011/02/15|
2001 7|2017/01/47 12:24 [TC3. i Male  |Alive [2017/01/16|AML & Related Precursq2011/03117 |
3001 8[2012/12/10 1330 [TC3. [10e76 186111728 _|Female_|Alive [2012/01/13 Precursor Lymphaid Ne¢2011/09/07 |
8001 !’mmm 1223 [TC3 INMODD 1 (2004100104 _[tMale |Alive 201 i 1201109728
3001 10/2015/10/07 14:31 [TC3 [0 1988/07/18_|Male _|unknown & Related Pr 1402722
3001 11/2012/12/10 13:56 [TC3 [10876 1961/11/28_|Female |Allve [2012/01/13]Precursor Lymphoid Ne¢2011/09/07|
8001| 12|2016/12/15 16:31 [TC3 112 1980/12/21 |Female |Dead |2012/12/21|AML & Related Precursq2012/12/21
2001 13|2015/11/02 10:56 [TC3 13 1991/09723 |Female |Alive |2012/01/27|AML & Related Precurs2011/01/11
3001 14]2015/11/02 10:57_[TC3 2104188 1864/11/05 |Male _|Dead & Related Pry 1720/
8001| 15/2015/11/02 11:46 |TC3 115 1991/01/31  |Female |Dead |2012/01/11|AML & Related Precursq2011/01/11
2001 16|2015/11/02 15:47 [TC3 16 1987/05/1¢ |Female |[Alive [2001/03/13|AML & Related Precursc 13]
3001 17|2015/10120 14:48 [TC3 7 [2000/10/22_|Male__|Died before HSCT| & Related Pry
8001 18[2015/10720 15:02 [TC3 18 [2000/11722_|Female |Dead [2004/11/11AML & Related Precursq2004/11/11
3001 1912016/11723 16:54 |TC3 10876 1961/11/28 |Female [Dead [2016/11/08 Precursor Lymphoid Ne¢2011/09/09|
3001 20[2016/06720 12:31 |ipswichH___[846 1877/04725_|Female_|Alive [2002/10/22 Precursor Lymphoid Neq2001/10/10}
8001 21[2014/06/22 07:10 |Agia Sephia__[353890 (20010614 |Male_|Alive 2014106122 Precursor Lymphoid Ned2013/09/01
3001 22| 2015/10/20 18:34 [TC3 22 1969/10113 |Female [Dead 008/01/23|Precurzor Lymphoid Ned2008/01/23]
2001 23]2016/12/13 14:09 [TC3 [2012/05125 lunknown idosi
3001 24[2015/11/02 16:35_[TC3 187411222 |Male__|Alive Lymphaoid N
8001 25[2016/05/24 12:32 [TC3 1960/05/02_|Female_|Dead [2011A1/11]Mutiple myeloma [2008/01/01
2001 26[2015/10/13 18:41 [TC3 1980/11/22 |Male _|unknown & Related Pr
3001 27|2016/01/12 14:08 [TC3 1987/02/08 _|Female_|Alive 006/01/23|Mixed phenotype: B/mye 1723
3001 28201510721 12:22 [TC3 1912/1223 |Male  |Dead [2001/06/14]Precursor Lymphoid Ne¢2001/06/14]
3001 29/2016/12/13 14:11_[TC3 1208/09/08 |Alive 12012/01/01|NHL [2011/01/01
3001 30[2016/06/08 15:07 [TC3 1878711007 |Male__|Alive 201210219 idosi: 201111111
v

If you already know the EBMT Patient Number and you prefer to enter it manually, click the
[Create / Load Patient Record] button above the Index. Select your CIC, enter the EBMT
Patient Number in the patient box and click [Load existing Patient]:

Data Entry

Build a Patient-index:

You can also search for a patient by creating a pattern filter. Click on Build a Patient-index
and open folder “Search using Patterns in items...”

-11 -
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Data Entry

Index

Data Manager

——>- |Build a Patient-index:

—
Last m-odiﬁcation...
specify pattern #1 £ [
O@: jCentre identification fo...
specify pattern #2 ' '
3| tem#3 ' .
spedfy pattern #3 K ‘
2 m jDate of bll’Eh of the pat...
———»specify pattern #4 [

2 @ x of he patient...
specify pattern #5 7NN

2 m A Last survival status..
specify pattern #6 -

2 m | fiDate of last follow up..
specify pattern #7 ﬁ';-

2 m lagosmt entered,.
specify pattern #8 .; % .

) m ' _raf.t”da‘t'eA(-lvés't entered...

specify patte_m. #9

Index: Search by Pattern

To search for a patient by date of birth for example, click on the corresponding ‘specify pattern
# indicated above, and enter the date in the EBMT format yyyy/mm/dd

-12-
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Example: to find a patient with the date of birth 1963/01/02

Click specify pattern # as indicated above and enter the date in format: 1963/01/02 or 1963-01-
02 or 1963/01% (% can be used as a wildcard to find any unknown characters after), then press

the button named Search using patterns I:-el-:-w|

After the Index results have loaded (when the central tab in the Index reads [Found Cases
n=x]) you can load the individual patient into the Data Entry Editor by right-clicking on the
patient ID, or left-clicking on the patient ID to mark it, then pressing [Load into Data Editor] in
the Patient Data Manager:

[b=1=N=dy' Report Export Help Filter

m Editor Overview

jData Manager
- IModify
B Load into Data-Editor
ﬂstatus Report

jBuiId a Patient-index:
) Get all cases (refrash)

i - Find cases with this text |
) Search by Record Filter

To restore your original index after carrying out a Search, or after entering a new patient select
[Get all cases (refresh)]

_;JBuild a Patient-index:
g -~  GCetall cases (refresh) <

B - Find cases with this text: |
B - Search by Record Filter

Choose Other Items for Search

A selection of default items to search on has been pre-programmed by the designer. However,
you can replace this selection at any time with other items of your choice in “Build a Patient
index” — “Search using Patterns in items...”. Click on the Iltem button that you wish to change,
for example item #1.:

jBuild a Patient-index:
B - Get all cases (refresh)

B - Find cases with this text: |
» - Search by Record Filter

jSearch using Patterns in items...
B - Search using patterns below

——F item #1 Last modification
specify pattern #1 m

-13-
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The current list of marked items will display, where you can unmark or mark any other item(s)
of your choice. Click on the item descriptions. When selected, the checkbox will be filled. Click
[Accept Selection] to continue.

modal dialog (Choose ALL items for pattern matching, then ....)

Choose ALL tems for pattern matching, then ...
Accept Selection Cancel

— ITEM FILTER TOOLS
up to Tables
up to Chapters
up to Sections
up to Items
select items
unselect items
invert items

text to se.ar-::l'lI:I

count selected items

~ Patient information
Centre

Unit or team

Unit or team type

Date of the last report
Patient in nat / international study...
UPN
——>Dossier number
1st initials
2nd initials
Date of birth
Sex
Patient AB0 blood group

Pl
[]
L
L
L
L
L
L
Pl
[]
L
L
Pl
Pl
L

You can search on your new item in the corresponding specify pattern #. For example the
search entry below will find all dossier numbers in your centre containing the digits 255:
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Report Export Help Filter MEDAB -- [8001][DEMO.
mgditﬂr Overview

L= FaLgin La>L DT e L= L]
. _ N o i J DA W [ P LW - 9 e e ) | L)
- ;'i:_'d“;::;";'s'::e;;fmsm 5001 25|2016/05/24 12:32 [TC3
B [ — 2001 26/2015/10/13 18:41 [TC3
Find cases with this text. || 2001 27(2016/01/12 14:08 [TC3
) Search by Record Filter 3001 28|2015/10/21 12:22 [TC3
- Search using Patterns in items... a0 28/12016/M2/13 1411 |TC3
O e s———T 2001 30(2016/06/09 15:07 [TC3
e 8001 31|2015/10/21 11:01 [TC3
: 2001 32|2015M10/21 11:31 [TC3
specify pattern #1 [ 2001 332015110121 1157 [TC3
4| jtem #2 [Centre 2001 34|2015M11/30 16:10 [TC3
spedfy pattem #2 ] 8001 35(2015/11/02 1717 [TC3
R T 8001 36/2015/11/02 17:30 [TC3
8001 37(2015/11/02 16:38 [TC3
specify pattern *3 [ 2001 38(2015/11/03 14:32 [TC3
) ee— Dossier number| 3001 36(2015/11/03 15:30 [TC3
specify pattern #4 ::}_ 8001 40(2015/12/02 16:48 [TC3
8001 41|2015/12/02 16:57 [TC3

Specify the pattern to match with (use ywyw/mmidd for dates;use a SPACE to search for empty items)

|%255%] X B
O Accept @ Default @ Cancel E—
T T rETTE Ty ¥
specify pattern 6 [ 2001 46(2015/10/22 1713 [TC3
Y — tus 2001 47|2015M10/21 19:16 [TC3
———— — 2001 48|2015M10/22 12:44 TC3
2001 48|2015M10/22 12:48 [TC3
3| item #8 [Cast seen| 2001 50|2015/M10/23 12:21 [Hotel Dieu
specify pattern #8 I 2001 51|2015/10/06 14:25 [TC3
- - A2 Mo/ :
s o G ol =owonis
SERSTEIS S [ 8001 54|2015/11/05 14:42
——>i.= | Default Pattern ltem(s) @m

o

Clear Patternis)

Mark

any entry in this INDEX; then load that

(To restore the original items in the Index click [Default Pattern Item(s)])

Record Filters

In Data Entry you can also create an index restricted to a filtered group of records. For
example, if you are collecting data for a study on AML, you can filter using a selection you

have created or loaded from menu [Filter] — [Records].
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Navigation

Navigation is the term used for the movement of the cursor during data entry. The MED-AB
project is designed so that navigation follows the MED-AB forms as closely as possible.

The EBMT database is a relational database with several levels and the data is stored in
several tables.

It is recommended that for a better understanding of the navigation involved in entering data,
you read the document The EBMT Registry Database

The basic (MED-A only) database structure contains 5-6 main tables, namely:

atient

Treatment

(] - ne
=
=]
]
7]
5

rugs (Chemo, MoAB, etc)

(Allos only)

Assessment{1)

This chart shows how the main tables relate to each other in the database structure:

Team X Time
A 4
Patient 22
A\ 4
Diagnosis 1 Patient 22 Assessment 1 Patient 22 Treatment 1 Patient 22

Assessment 2 Patient 22

Treatment 2 Patient 22

Diagnosis 2 Patient 22

\ 4
Donor 1 v

The tables Diagnosis, Treatment and Assessmentl are indexed by date. During the process of
data entry, you will find that the cursor lands in fields named “New record creation” fields. If
the records to be created at this point belong to one of the tables above, a note will then

appear advising you which date has to be entered, for example the diagnosis date; transplant
date.


http://www.ebmt.org/Contents/Data-Management/Dataretrieval/Documents/TheEBMTRegistryDatabase_Graphic.pdf

Version: 13/02/2017

Example of note indicating new record creation:

bEicWS)iig's Report Export Help Filter

ProMISe Guide : MED-AB

[B003[DEMO]City_2] |

Resume with the first item in the current section by pressing Tab (or click on any other item)

Index B=GliGl g Overview

LI Assessment(1) value label
Clc 2003 2003
Patient 12345680 12345630
_ |Assessment date 2010004722 00:00 2010/04/22 {exact}

I New record creation

"~ |New record creation, Date

ED: Index date for new record 2D1 v0a20 00:00(| |

{

t&dMote: Enter the date of HSC
exact v @B .

E1: Index date for new record

Mew record creation: Code

EQ: New record index: cytogenetics

E2: New record index: infect & complications]

776

E3: New record index: involvement

E4: New record index. markers

Data entry help asses

Mavigation field

Events

[ED: Index date for new record

= (empty)
2010/08/20 00:00:00|(current value)
2010/04/22 # (this record)

In the Data Entry Editor you will see that each stored patient registration has a short
abbreviation on the right in the Record Locator (‘Main indication diagnosis’, ‘HSCT’, ‘Alive’,
etc). When the abbreviation belongs to the Diagnosis, Assessmentl or Treatment tables, this
abbreviation represents the “Event” that took place on the date that warrants the collection of

the data. The events are listed below

| Code | Label

1 Main indication diagnosis

2 Non graft treatment

3 Alive

4 Collection

5 Worst disease status

6 Staging

7 HSCT

8 Myelosuppression

9 GvHD

10 Relapse/progression

11 Dead

12 Study entry

13 Complication

14 Support / Boosts

15 Complete remission

16 Other, non indication diagnosis
17 DLI

18 Cell Therapy (non HSCT/DLI)
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When the abbreviation belongs to any of the other tables, it is the main information stored in
that table, whose code behaves as the unique index key for that record. For example,
“Busulfex” as a label in the Record Locator would correspond to a drug that the patient
received during their stem cell treatment on a certain date (event “HSCT”) in the MED-AB:

J Asszel 2010/01M19 [Complete remigsion]
— D Treat 201004122 [HSCT]
@ Drug Cyclophosphamide / Endoxan
® Drug Ciclosporin / Cyclosporin / Neoral
o Drug Busulfex
o Donor 4
_ J Assel 2010/04/22 [HSCT]
@ TCompl Other complication 1
@ Chimaerism test date 2010/07/28
& 2sse1 201010820 [Alive]

Dates

As you can see in the Record Locator, some records are indexed by date so that each type of
record is unique, and we can follow a chronological event chart for each patient. What
happens if you do not know the exact date an event happened —how can a new record be
created in Data Entry?

In ProMISe we have implemented “approximate dates” in case the exact date is not known
when creating a new record for a patient (the example shows a Diagnosis date):

- Record Locator
— Patient [8003] 48

— Diagn 2074/71/13 [Main indication diagnosis]
_ D Treat 2015/06/41 [H5CT]

[ Drug Busulfan | Busulphan
[ Drug Cyclophosphamide / Endoxan
[ Drug Ciclosporin [ Cyclosporin / Meoral
@ Drug Methotrexate
@ Donor 1

D Assel 2015/06M1 [HSCT]

& Assel 201506125 [Alive]

P Assel 2015/06/26 [Alive]

After saving, the record locator displays the date in italics to indicate it is approximate.
If you are unsure of the exact date, please give your best estimate, for example enter the

approximate date and specify “this month” or “this year” depending on the information
available to you.
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[Sex of the patient [ 1 Male
New record creation
A Index date for new record [[2014111/19

A Index code for new recornd

EaNote: Enter date of initial diagnosis for this subsequent transplant

This month '“

A: Index date for new record |
|=(ematy) |

|(c urrent value)|

If you know only that the event took place in 2004 for example, we recommend that you enter
the 1° of the year, e.g. 2004/01/01 and select “This year” as the approximation.

If you know only that the event took place in March 2000 for example, we recommend that you
enter the 1°' of the month, e.g. 2000/03/01 and select “This month” as the approximation.

If you have no date available we ask you to make an estimate based on the information
available. For example if the patient was born in 2000 and had a transplant in 2004 but you do
not have the date of diagnosis, you can enter 2002/01/01 and select “Within 5 years” as the
approximation.

NB: this concept does help to solve the problem of unknown/imprecise dates, however, there
is some concern regarding overuse of approximate dates when it is not strictly necessary.
Where an exact date cannot be given this system allows a patient to be registered, although
the record cannot be included in a statistical analysis. Please bear this in mind and do not
abuse the system.

Approximate dates should be kept to a minimum and used only when strictly necessary.

Item Filters during Data Entry

PEiENE i Report Export Help Filter

Item filters in ProMISe are dynamic. This means that as soon as you enter/load the main
diagnosis or type of graft for a patient, the filter will automatically exclude all irrelevant items.
The programmed cursor jumps are designed to follow the MED-AB forms. For example, once
you enter or load a diagnosis as Acute Leukaemia, only Acute Leukaemia items will be
displayed. All items relating to other diseases will be excluded from your filter. Equally the
filter will transform itself depending on the type of graft or treatment entered.

You will notice items appearing or disappearing depending on the type of patient record
entered or loaded at the time. Therefore you do not normally need to manually apply any filters
in Data Entry. To ensure that the correct dynamic filter is applied in terms of MED-A or MED-B,
at day 0, day 100 or follow up, you must always fill the first question in the Data Entry Editor:
“Form about to be entered”. You will find more information on this item on page 25.

You can toggle dynamic filters on and off in menu Actions — Visibility — No DynFilters by
unmarking / marking the blue checkbox:

-19 -



Version: 13/02/2017

ProMISe Guide : MED-AB

NS Report Export  Help  Filter

[3003)[DEMO][City_2]

Resume with the first item in the current section by pressing Tab (or click on any other item)

g Overview

[CIC Patient Jvalue label
cic | 3003 8003 |
Patient 48 43
Patient data
Form information
Form about to be entered 1| Med-A: Day 0Of
Main indication for therapy
lAre you adding Med-B items to 3 Med-A registration?
___|Registering a transplant performed before one already registered
__[Towhich registered transplant number are you adding data?
___|Date of cell infusion/HSCT to which you want to add donor data
For subsequent treatment: same diagnosis? 1 No
For subsequent treatment: same centre? A Yes
For subsequent freatment: same unit or team? Yes
Patient i i

(Centre for last

IName of unit or team for the last transplant
[Type of unit or team for the last transplant 7| BMT unit
IContact person for the last transplant

Area code where patient lived at time of HSCT{optionai)
Date of the 1st report

ate of the last report

Patient in nat / international study / trial

Unigue Patient Number/code given by hospital CHUACCMQ CHUACD4S
Patient dossier number (Optional) |

12015/06/27 | 2015/06/27

[, 0C3) [

EA =

- Actions
— Visibility
Apply Ttem Filter |:|
No DynFilters. Ij_

Show Names [l
Hide Values [l
Recloc at Ivl=2 O
Keep Chp&Sec closed |:|
Recloc 100% visible ||
History always vlslb\eD
Trace always visible |:|
+ Cancel,Change,Delete...
+ ClipBoard

Form abaut to be...
Are you adding M. [nul
UPN

Date of birth
Are you adding M... null

Alternatively you can click on the Binoculars icon to toggle these filters on and off:

12

(The current number of hidden items will be displayed next to the Binoculars. If all items are

visible, number ‘0’ will display).

Example of a MED-B allograft with dynamic filters applied:

No. of hidden items

[E00TIDEMOICHy_1]

LEER=NOS Report Export Help Filter

Resume with the first item in the current section by pressing Tab (or click on any other item).

\
@12@@

P
mdex [JETRE overview L
FYC Treatm alue  label |
cic 30018001
Patient 273273

Treatment date 2010/05/25 00-00 2010/05/25 {exact},

Type of transplant
Type of HSC transplant

Specify if HSC transplant unusual
Multiple donors or different sources of stem cells 1 No
Total number of products

Tissue source

Number and graft program

Chronologic number of this transplant for this patient

Doner the same as previous transplant

Date previous transplant

Type of previaus transplant

Reason for this HSC transplant

Specify other reasans for the HSCT if there are more than onel
Multiple graft pragram 1/ No
Type of multiple graft program

Graft number in the program

Total number of transplants in the pragram
YYear of this treatment

1| Allogensic

1 First

2010 2010
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_~Inctions
~visibility

Apply Item Filter
No DynFilters
Show Names
Hide Values
Recloc at lvl=2
Keep Chp&Sec closed
Recloc 100% visible

History always visible| |

Trace always visible

ﬂcancel,channe.Delete.

*lcipeoard

Form about to be...
/Are you adding i... | null
UPN 214
Date of birth of . | 196704127
Are you adding M... null

HSCT MED-B

[]
Dh
[

L

[
[
[
|

Disease-
specific
filter

L[5

Create Delete Move

g modification:

- [patient [g001] 273
@Diagn 2004/04/21 [Other, non indicat

002 @|

@Diagn 2010/03/16 [Main indication diagnosis]

DynFilters
On

- @Treat 2010104116 [Non graft
@Drug Adriamycine
@ Drug Cyclophosphamide / Endoxan
@Drug Etoposide VP16
@Drug Vincristine
@Drug Campath (CD52, Alentuzumab)

a

@Drug ARA-C | Cytarabine

@Drug Methotrexate

@Drug Prednisone’solone
DAssel 2010/0516 [Complete

Form
filter

B [ -|@Treat 20100525 HscT]
@Drug Adriamycine
@Drug Ciclosporin / Cyclosporin { Neoral
@Drug Mycophenolate mofetil
@Drug GCSF
@Donor 1
|-l @asse1 201010525 HscT]
@TCompl Mucositis
@infec 1
@1nfec 2
BAssel 2010/09/01 [Alive]




. 50 Relapse
[77|Other
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Example of a MED-B allograft without dynamic filters applied:

No. of hidden items:

No

ZIEN=) Y Report Export Help Filter

T vz
Treatment

[E00TIDEMOICHy_1]

<

}

BRSO Pl R

14:46 5

QAECDS &

Disease
| -specific

o n
CIC
Patient
Treatment date

8001 8001
273 273
2010/05/25 00-00 2010/05/25 {exact}

Type of transplant

Type of HSC transplant

Specify if HSC transplant unusual
Multiple donors or different sources of stem cells
Total number of products

Cell origin

Tissue source

Bone marrow (BM)

Number of BM collections

Peripheral blood (PB)

Number of mobilisation courses

Cord blood (CB)

Adipose tissue

Endathelial cell progenitors

Other tissue source

Other tissue source: specify

First date of BM collection or PB pheresis
Number and graft program

Chronologic number of this transplant for this patient
Donor the same as previous transplant
Date previous transplant

Type of previous transplant

Reason for this HSC transplant

Specify ather reasons for the HSCT if there are more than onel

Cell support {French centres only}
Multiple graft program

Type of multiple graft program

Graft number in the program

Total number of ransplants in the program
[Year of this treatment

1| Allogeneic

1 First

2010, 2010

JActiuns
“Ivisibility

Apply Item Filter

Create Delete Move

0
No DynFilters | B
Show Names [
Hide Values n
Recloc at Ivl=2 [
Keep Chp&Sec closed| |
RecLoc 100% visible [ |
History always visible| |
Trace always visible [ |
ﬂcance\.change,De\ete...

+ciipBoard

[~ Ipatient (0011273

@Diagn 2010/03/16 [Main indication diagnosis]
| @Treat 2010104116 MNon graft treatment]
@Drug Adriamycine
@Drug Cyclophosphamide / Endoxan
@Drug Etoposide / VP16
@Drug Vincristine
@0rug Campath (CD52, Alentuzumab)

lisiiiiiiiloni
<

@Diagn 2004/04721 [Other, non indication diagnosis]

filter

pending modifications Dyn Fi |ters
~

Off

Form

Form about o be... | HSCT MED-8
Are you adding i... | null

214
Date of birth of .| 1967104127
/Are you adding M_.. null

@Drug ARA-C / Cytarabine
@Drug Methotrexate
@Drug Prednisonelsolone
DAssel 2010/05/16 [Complete remission]

B -|@rreat 2010005725 scT]
@Drug Adriamycine
@ Drug Ciclosporin i Cyclosporin  Neoral
@Drug Mycophenolate mofetil
@Drug G-CSF
@Donor 1
| @asse1 201005125 HscT)
@ TCompl Mucositis
@infec 1
@infec 2
DAssel 2010/09/01 [Alive]

ﬂGenera\

| |+[Transplant and cell source specifics

filter
ignored

The dynamic filters are applied by default, so you do not need to change anything manually
when following a MED-A or B form. The filters are designed to follow these forms. If you find
that the cursor is not jumping to the correct place, always check first that the “No DynFilters”
checkbox is not marked in blue (equivalent to hidden items: 0).

Remember to use the Tab or Enter key to move from item to item rather than clicking around
the form with your mouse.

IMPORTANT: We strongly recommend that you enter your form in its entirety until the screen

with a message prompting you to save appears (shown on page 41) This will ensure that all

items have been filled, and calculations are made for automatic entry such as ‘age at
transplant’. This results in good data and saves you being contacted in future with requests

for missing data.

There are occasions where you may need to switch off dynamic filters manually. (Mainly if you
need to enter data outside of MED-AB for your own use). More information is available in
“Creating New Records Manually...” on page 51

Reduced Labelsets

You should be aware that the labelsets also follow the dynamic behaviour in the same way as

the item filters.

Example:

The full labelset for the question “Disease Status” is indicated below:

BE
TAG LABEL NAME CODES LONG LABEL 0-9 Reg Cen
BEO VOLUME Content

BEOR

BEOKO  SECTION
BEOROD1 Disease slatus|VDISESTA 169 Disease status|
& (vpIsESTA]
1 [Chronic phase
8 [Relapsing/remitiing
40[First partial remission (PR1) 41 Very good PR (VGPR)
60 Progression
80Not evaluable

2 Accelerated phase

Last disease status before this date (1)

3 Blast crisis

432 Minor response (MR)
65 Neverin CR
83 Not evaluated

5 [Progressive relapsing (malignant) 6 [Primary progressive
10 Primary induction failure / Primary refractory 20/Stable disease (o change, no response) 25[Treatment not aimed at remission 28/stringent Complete remission {sCR) 30 Complete remission (CR)
&7 Nodular partial remission (NPR)

45 |Partial remission
B6|Not in CR
88|Not applicable
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If you have, for example, a solid tumour patient loaded in the Data Entry Editor, the dynamic
labelset will show areduced number of options available depending on the relevance to the
disease:

Report Export Help Filter [3002][DEMOI[City_2] I

Index F=iliG]d Overview

(LI Assassment(1)
CIC 8003 8003
Patient 48 48
Assessment date 2015/06/11 00:00) 2015/06/M11 {exact}
Last diseace Status before this date (1) |Qﬁ
D o 30EL | Q86 @
CR confirmed? Tie=zomaiE
g:%ﬁ?;igft‘;]lshmtsherapy ! 20| Stable disease (no change, no response)
Last disease status before this date (2) 30| Complete remission (CR)
Last disease status before this date (3) 40| First partial remission (PR1)
50|Relapse
60| Progression
70| Mever treated / Upfront
75| Adjuvant
77| Other
99| unknown

How to view the full list of codes for an item:

If a set of labels attached to an item has been reduced, press ? on your keyboard to view the
full labelset. (Your cursor will need to be placed in the input box).

NB: If you need to enter a code outside of the “reduced” labelset, this can still be entered
manually as long as the code exists in the full labelset for that particular item. However, if you
find this is necessary we advise you to seek advice from the Helpdesk. (To our knowledge, the
visible codes should be sufficient for normal data entry.)
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Creating a Data Entry Form for a New Patient

While in the Index screen, to view free EBMT Patient Numbers that have not already been
assigned in the database click the [Create/Load Patient record] tab in the Index. (The
combination of your centre number (CIC) and the patient number in the database forms the
EBMT Patient Number.)

EBMT Patient Number:

If you are entering a new patient in the EBMT database yourself, you can choose any free
number suggested by the database, or enter a free number of your choice manually. The EBMT
Patient Number is a unique database key and should never be changed. All data for a patient

should be entered under one number, including subsequent transplants. Patients transferred
to other centres for further transplants must always keep their original number. If your patient
had a prior transplant elsewhere please use this form to request access to their existing
record:

http://www.ebmt.org/Contents/Data-
Management/Datasubmission/Documents/PatientGivenPreviousHSCTinOtherCentre.pdf:

Select any free patient number (the number does not have to follow a chronological order) and
click on it to create a new empty patient form:

Report Export Help Filter [3001][DEMO](City_1]

m Editor Overview

ﬂ[)ata. Manager B = Create/Load Patient-record ALL cases (n=391) Link to History
|+|Build a Patient-index: [8001] City_1 [TC3] v
29 ~
34
36
41 <
46
57
63
66 v
70

JCreate (or load) a Patient ...
cic (10)

Patient 1
@ - | Create new Patient
[-|Loap:

- Load existing Patient

o Just click on a free slot to create this new case and load it into Data Entry.
s Alternatively you may fill in a specific identification number in the "Create/Load" tree above|
+ Caveat

NOTE: If the list with free slots doesn’t appear, go to ‘Build a Patient-index and select [Get all
cases (refresh)] first
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_-|Build a Patient-index:

Press [OK] to confirm:

Please confirm that you want to create a new case with these
specifications:

CIC=8001
D=29

IMPORTANT NOTE: When you create a hew patient in the database that has never been
registered before, make sure you have an empty form loaded. You should never overwrite
any patient details unless you are making corrections to an existing patient record.

If you prefer to enter your own number manually instead of choosing from the free slots,
select your CIC from the drop-down list on the left, enter your chosen ID number in the
patient box, accept and click [Create new Patient]:

Data Entry

Index
|+|pata Manage

|+|Build a Patie

(If your chosen ID number is already taken you will receive an error message.)
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Starting Your Data Entry

It is crucial to search for existing patients before starting your data entry. Please see “how to
find and load an existing patient” above.

Certain items must be filled in at the very beginning in the field “Form about to be entered” in
order to follow the programmed navigation for the EBMT data collection forms. Entering a
code in this field is vital. If you leave it empty, the cursor will not direct you to the correct place
in the data entry form. By entering the code for day 0, day 100 or follow up (MED-A or B) the
programmed navigation will follow your form order, while skipping any irrelevant questions for
that particular patient characteristics or time point. When you want to add new information to
an existing patient record, the code in this field should be overwritten with a new form code
depending on the form you are entering at the time (please see ‘Form about to be entered’
below).

Notes during Data Entry
You will see a green ‘Note’ attached to certain items such as the image below. To the right you
have a more detailed explanation. Please always read the explanations that appear next to an
item before proceeding, as they contain important information or help.

a) Entering a new MED-AB registration

Form about to be entered:

Enter code 1 (MED-A day 0) or 4 (MED-B day 0) whenever you are registering a new
transplant whether it is for a new or existing patient.

Report Export Help Filter MEDAB — [2001]DEMO]City_1] |

Index m Overview

cic | 8001] 8001]

B9 o Usecoces 4.5 r o orea
|
] olole

Form information
Form about to be entered

Main indication for therapy
Date of cell infusion/HSCT to which you want to add donor data Form about to be entered
Patient information 1 [Med-A Day 0
Mame of unit or t2am for the HSCT or Cell therapy . i P
Type of unit or team for the last HSCT or Cell therapy 4 |Med-5: Day 0 1—2 Iiﬁ;ﬁ‘:ﬁ:?:&g‘;gmig::s ary
Contact person for the last HSCT or Cell therapy 9 _|Cell Therapy Med-A registration .
\Area code where pafient lived at time of HSCT or Cell therapy 21|Mew CT Med-A registration The information on this field wil
Date of the 1st report determine the behaviour of the cursor
Patient in nat / international study / rial during data entry. Use it to indicate
Unigue Patient Number/code given by hospital 'which type of form you are about to enter.
Patient dossier number
Initial(s) first name Use codes 1 (Med-A: Day 0) or 4 (Med-B)
~[Iinitial(s) family name 'whenever you are registering a new
Date of birth of the pafient transplant whether it is for a new or
Gender of the patient for an existing patient.
FPatient ABO blood group
Patient Rhesus factor If you are doing spot corrections to existing
New record creation registrations it is best to leave the field
|A: Inde new 1 empty.
|A: Inde
See instructions on how to do this by
clicking on the link MEDAORB.PDF below
Additional help in MEDACRB PDE
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b) Entering a patient that died during the conditioning or transplant

Enter code 1 (MED-A day 0) as above if you are registering a patient that died during
conditioning or transplant. Enter the date of death as the date of HSCT. It is
understood that this is not the date of HSCT since the transplant was never done.
When you finish entering the planned transplant you will be asked the Patient Status:
please select code 3 - Died before HSCT but after Conditioning was initiated

SHORTCUT: Press [Ctrl-Home] to return to the “Form about to be entered” question
at any time during data entry.

¢) Entering a MED-A day 100 report

Note that the day 0 report must already be entered and ensure the existing patient record is
loaded

Go to the first field [Form about to be entered]. Enter code 2 (MED-A day 100)

MEDAB - [8001][DEMO](City_1] | 16:26 lsﬂmé l

Report Export Help Filter
486 Ul A=A 2T & &

Index [N Overview
___ i Actions E% @ ‘
cic I 3001 8001 | _ Visibility -
Patient 1610 1610 Craste Delete vae/
Apply Item Filt
Patient data §¥Note: Use codes 4, 5 or 6 for Med-B pply Ttem Filter ] Sie Show Cancel
Form information | No DynFilters [ — Record Ln(alnr
Form about to be entered B 08 ® - Patjent (30011 1610 2
Are you adding Med-B items to a Med-A a _ .
"~ |Revistering a transpiant performed before one already registered Form about to be entered Diagn [2014/38119 [Man indication diagnosis]
" [To which registered franspiant number are you adding data heean s _ @ Asse1 (201410819 (Main indication diagnosis]
or trealment same diagnosis? b v Tms & a navigation item and can
For subsequent treatment: same centre? e Dl 00 Bonc N mow

as often as necessary.

Type of unit or leam for the last HSCT or Cell therapy [which type of form you are about to enter.

For subsequent treatment same unit of team? 3[Med-£: Fallovr up Tnvol CNS (1)
Patient information 4[M=38 Day 0 IThe on on this field il a
— | Treat 2014/11/13 [HS!
entre for [ast HSCT or Cell fherapy I5|Med-8: Day 100 \determine the behaviour of the cursor e e
lame of unit or tzam for the HSCT or Cell therapy MaﬂrB' Fallow up |during data entry. Use it to indicate ] Drug Ciclosperin / Cyclosporin | Neoral

[Donor donation procedure and 30 days| ® rug Etoposide | VP16

ontact person for Ihe last HSCT or Cell therapy

Area code where patient lived at time of HSCT or Cell therapy

ate of the 1st report

[8[Donor follow up. Use codes 1 (Med-A: Day 0) or 4 (Med-B)

|9[Cen Therapy Med-A registration

1 ® g Meiphalan
lwhenever you are registering a new

" |pate of fhe last report [transplant whether it is for a new or ® ponor o
" |Patient in na / international study / il lfor an existing patient. A s —
|Unique Patient Number/code given by hospial 7] Assert 2014111113 [HSCT]
nitial(s) first name: If you are doing spot comrections to existing
Inifial(s) family name registrations it is best to leave the field Chagters & Sections
" |Date of binth of the patient lempty 1D ahd admin
—|Gender of the patient I atiLot st

Fgrm information

|See instructions on how fo do this by
clicking on the link MEDAORB.PDF below

|Additional help in MEDAORB.PDF

+ Management
+ EBNTto centre
+ Datd entry support

After entering the type of form, the system will recognise that a day 0 has already been
entered. You will be asked which transplant you are editing (first, second..), and the most
recent date of the report, then the cursor will go straight to the Neutrophil & Platelet recovery
guestions.
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d) Entering a subsequent transplant for an existing patient:
Ensure that the existing patient record is loaded

Click on [Form about to be entered]

LEENIG Report Export Help  Filter EE R RRI] [T Gl | 16:40  fzolos :
&) UE A= @2 &
n s )
FESORF RNEsE” 2 T
Index [Z0 Overview
Kl value _llabel | - Actions
cic | 2001 8001 | + visibility @ @ ‘ E E % '
Patient 1103 1103 a =T
Patient data & 3Note: Use codes 4, 5 of 6 for Med-5) EIE S e Dl Y ggyg o Shew Cancel
Form information | + ClipBoard B record
Form about to be entered 1 0 60 ® e ord Locator ~
e you g Met B fems l ¢ Med-A egiicion? I - Patient [5001] 1103
tering a transplant performed before ane already registered Eormhotiielteninral o @ stugyfi
ro which registered fransplant number are you adding data? > [TMed A Day 0 e of birth 1965/09720
‘or subsequent freatment same diagnosis? =) ms s a navigation item and ean vou adging M... null @ Diagn 2015108/07 [Main indication diagnosis]
~ For subscauen reatment same centre? 2Zuec2: D3y 100 gD = i ——
— o e 3Mied-A Follon up as often as necessary. — O xsse1 (2015108107 [Main indication diagnosis]
__|Patient information D The on this field vill D cytog del3)a14) (+)
Centre for last HSGT or Cell therapy I5 Mea-6: Day 100 b ST 0 o e i £ e o
" |Name of unit or team for the HSCT or Cell fherapy 16 Miec-B- Follow up quring cata entry. Use It to indicate Cytog H11;14) (9
Type of unit or feam for the last HSCT or Cell terapy [5/Get Therapy e A regisration] [Which ype of form you are about fo enter. OGrm e T
Contact person for ihe last HSCT o Cell therapy
__|Area code where palient lived al ime of HSCT or Cell therapy Use codes 1 (Med-A: Day 0) or 4 (Med-B) D cytog 14 ()
ate of fhe 1si report whenever you are registering a new a
- ftog @bn 17 ()
ate of the last report transplant whether it is for a new or Cytog abn 17a ()
Patient in nat / Study / trial for an existing patient. OermmerereE v
nique Patient Number/code given by hospital ? S
nitial(s) first name If you are doing spot comrections to existing Cvtoa 1a amolification (-}
Initial(s) family name regisiraions it best o leave the field
Dale of birth of the patient lempty. ju Chiapters & Sections
\Gender of the patient + 1D and admin
record DrEﬂ“DlI ~ Patient data
x e e o new reEors Form information
A Index code Tor new record See Instructions on how to do this by Patient information
clicking on the link MEDAORB.PDF below S ——
[Additional help in MEDAORE PDE e tvicts
+ Outcome
+ Management
+ EBMT {0 centre
+ Data eniry support

Enter code 1 (MED-A day 0) or 4 (MED-B) depending on the type of form you wish to enter. The
system will recognise that a transplant has already been entered. You will be asked

“For subsequent transplant: same diagnosis / same centre / same team?” If the answers are
‘yes’, you will not be asked for the diagnosis or centre / team data again. If the diagnosis,
centre or team is different for the subsequent transplant, answer ‘no’ to the question and the
navigation will prompt you to enter the new information:

fPationt ———————— \ae  labol |

CIC | 2003 5003 |
|Patient 2015 2015

Patient data
"Form information

Form about to be entered 1| Med-A: Day D

/Are you adding Med-B items to a Med-A registration?
Reqistering a transplant performed before one already registerad
To which registered transplant number are you adding data?

For subsequent treatment: same diagnosis? | | 28| ®

For subsequent treatment: same centre? [ For subseguent treatment: same diagnosis?
For subsequent treatment: same unit or team? | 1 o

Patient information

Centre for last transplant 2003 2 |ves

MName of unit or team for the last transplant INSTITUT CURIE 99| unkncwn)

Type of unit or team for the last fransplant 1

While moving through the form you will be prompted to enter the new treatment date.

Note: If the first transplant for your patient took place in another centre, the new transplant
must also be registered under the original ID number in the database. Please contact the
Registry Helpdesk or your national registry before entering the new transplant in the database,
so that they can give you access to the existing data and ID number. A request form to do so
is available here (Access to patients given a prior HSCT in a different centre):
http://www.ebmt.org/Contents/Data-Management/Datasubmission/Pages/Data-
Submission.aspx#application

.27 -



Version: 13/02/2017 ProMISe Guide : MED-AB
e) Entering a MED-B on top of a MED-A for the same transplant

Enter code 4 (Med-B day 0) in Form about to be entered and answer yes to:
“Are you adding Med-B items to a Med-A registration?”. You can later proceed to the day 100
update in MED-B by using code 5 (Med-B day 100).

PEI=N=" Report Export Help Filter MEDAB — [2001][DEMO][City_1] |

Index N=fldGid Overview

Patent

CIC | 3001| 8001 |

Patient 1103 1103

Patient data

Form information |

Form about to be entered [ 4 Med-B: Day 0l

lAre you adding Med-B items to a Med-A registration? ] @ @

Renistering a transplant performed before one already registered

[To which registered transplant number arg you adding data? Are you adding Med-B items to a Med-A registration?
For subsequent treatment: same diagnosis? 1 Tne
For subsequent treatment: same centre? 5 Tves
For subsequent treatment: same unit or feam?
Patient information 98] unknowin
Centre for last HSCT or Cell therapy G 1 A o)

|§l"
iy

f) Entering a transplant performed before one already registered

If you need to enter transplants in reverse order for any reason, enter the correct form code
(e.g. MED-A or B day 0) for the transplant you are about to enter and go manually to the
question

“Registering a transplant performed before one already registered?”, then answer Yes.
Answer the subsequent transplant questions, interpreting them as “prior treatment: same
diagnosis, same centre, team”. While moving through the form you will be prompted to enter
the new (prior) treatment date.

Report Export Help Filter [ELiLE) 200 (i3 2 I
tesume with the first item in the current section by pressing Tab (or click on any other item) IE @(
5
Index f=ili61d Overview
_
cIC | 3003 3003 |
Patient 24) 24
Patient data
Form information
Form about to be entered [ 1[ Med-A: Day 0
\Are you adding Med-B items to a Med-A registration?
Reg 0 ansp erfo efore one d gisie 2|p o @ @
o which registered transplant number are you adding data? Registering a transplant performed before one already registered
For subsequent treatment: same diagnosis? 2 1 Mo
For subsequent treatment: same centre? 2
For subsequent treatment: same unit or team? 2) 2 |ves
Patient information 99{unknown
Centre for last transplant 8003

Mame of unit or team for the last transplant

Type of unit or team for the last transplant

Contact person for the last transplant

\Area code where pafient lived at time of HSCT {optional)
Date of the 1st report

Date of the |ast report [2016/03/D1] 2016/03/01
Fatient in nat / international study / trial 1| Mo
Unigue Patient Number/code given by hospital 122226 22226

Initial(s) first name
Initial(s) family name
Date of birth of the patient 1952/01/05| 1952/01/05
Sex of the patient 2| Female
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g) Entering a follow up
Start at the same question (Form about to be entered) and enter the code for MED-A follow up

(code 3) or a MED-B follow up (code 6). You may have to re-enter the same code again and
again whenever you have new follow up data

DEIEN=Z'S Report Export Help Filter MEDAB -- [8001][DEMO]ICity_1] |

Index Overview

LIC P atient
CIC | 2001 2001 |
"~ |Patient 1103 1103

I Patient data ¥ dNote: Use codes 4, 5 or 6 for

Form information

|
llForm abouttobeentered |3 0 8 ®

Patient information
Mame of unit or ieam for the HSCT or Cell therapy Form about to be entered

Type of unit or team for the last HSCT or Cell therapy 1

Contact person for the last HSCT or Cell therapy

/Area code where patient lived at time of HSCT or Cell therapy 2|Med-A: Day 100

Date of the last report 3[Med-A: Follow up

Patient in nat / international study / inal 4|Med-B: Day 0
5
G
9

Med-&: Day 0

Unigque Patient Mumber/code given by hospital Med-B: Day 100
Initial(s) first name Med-B: Follow up

Initial(s) family name Cell Therapy Med-A registration

Mintn nf hirth af Hhoeo moadinond

You will be asked the date the follow up data was collected (Date of the last report), whether
the patient is in a study and then the cursor will move straight to “Date last contact” where
you enter the date the patient was last seen or the date of death and you can continue with the
follow up entry

h) Entering a new donor registration (donation procedure at 30 days)

Please use code 7 in “form about to be entered”. Note that the MED-A or B 100 day registration
must be entered first with the Donor record. For more information please see Donor Outcome
forms and manual. (The follow up for this Donatjon procedure can be entered using form code
8).

Report Export Help Filter MEDAB — [2001][DEMO](City_1] |

ProMISe has computed some additional modifications for
the current case, which also need to be saved.
Please save these pending changes as soon as convenient for you

Index BflGId Overview DynFil:35:Donor follow up
! value Jabel | - Actio
CIC | BDU']'P:CI[” | + Wisil

1112[ 1112

(% iNote: Use codes 4, 5 or 6 for Med-B
Form about to be entered

| o
Q B8 @
Date of cell infusion/HSCT to which you want to add donor data
Patient information Form about to be enterad
Centre for last HSCT or Cell therapy TMod.A Day 0
Date of the 1st report .
Date of the last report 2 [Med-A: Day 100
Unigque Patient Number/code given by hospital 3|Med-A: Follow up
Diate of hirth of the patient 4|Med-B: Day 0
Gender of the patient 5[Med-B: Day 100
G
-
a
9

New record creation Med-B: Follow up

Donor donation procedure and 30 days
Donor follow up
(Cell Therapy Med-A regisfration

SHORTCUT: Press [Ctrl-Home] to return to the “Form about to be entered” question
at any time during data entry.



http://www.ebmt.org/Contents/Data-Management/Registrystructure/MED-ABdatacollectionforms/Pages/MED-AB-data-collection-forms.aspx#DonorOutcomeForms
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Version: 13/02/2017 ProMISe Guide : MED-AB

i) Entering a non consenting patient

For patients who have not consented for their data to be viewed by the Registry, you have 2
options.

1. You can enter the minimal data set (so it is counted in your centre numbers)

2. Enter the full report for your own centre records but ensure you mark them as “Not to
be seen by EBMT” and/or “Not to be seen by National Registry” (if applicable) before
saving the data.

Option 1: Here is the minimal required data to be entered (No patient identifiers allowed):

Diagnosis (& Date)
. Date of Transplant
. Type of Transplant
° Chronological Number of the Transplant for this Patient

Create a new patient record in the Index. Create the diagnosis record manually by clicking
[Create] and select Diagn:

—[3[2 w @ o

Create Delete Move

JRecord Locator
B | |patient [3001] 30

o Ld

C_reate Delete

Enter the diagnosis date then [click here to create the record]:

a ProMISe Generic Dialog -- Webpage Dialug- ﬁ

Create (a) new Diagn record(s) in table [IER Lo

1. Specify the value of [Diagnosis date]

year mm dd approximate? today
If you are unsure about the exact date, give your best esfimate above and indicate
the precision.

2. click here to create the recurd(sﬂ

To create multiple records in one action ...
e Check this box ||
» specify the number of records EI

(records will be generated by incrementing the start value with unit{s) until the
requested number of new records is reached) and proceed as indicated above.
Click here to cancel the operation
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Indicate the precision of the diagnosis date and code it as main indication diagnosis (code 1):

Data Entry

value label
CIC 2001 2001
Patient a0

30
Diagnosis date 2010/01/01 00:00, 2010v01/01 00:00:00

manual inpu F-EE<ErE Jm

[ 16] Other, non indication diagnaosis

Open the chapter on Diagnosis classification — Main classification to enter the code for the
main disease. The sub-classification can also be entered next.

Data Entry

DynFil:23:1ymphoma

Repeat similar steps to create the Transplant record. Click [Create], select Treat and enter the
date of transplant. Code the context as HSCT (code 7).

Open the chapter on Transplant and cell source specifics to enter the type and chronological
number of this transplant:
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= slals  FE B o

p d 0 p
[Form about to be... | - L
lAf:;:mTlgi Pending modifications.

cify If HSC transplant unusual I:| %. | -Irecord Locator B3
Multiple donors or different sources of stem cells Dateofbithol.. [“lpatient
All:
bl nanber of producs [z = youstmant [ Diagn
Treat 2014105105
[4] Complex, requires explanation]
Bone marrow (BM)
Number of BM collections | —lchapters & Sections
Peripheral biood (PB) |+ Treatment denification &
Number of mobilisation courses
[Treatment record qualifier
ord blood (CB) [aroement meategty
ipose tissue [+]General
Endothelial cell progenitors = [Transplant and cel sour
er tissue source
er tissue source: spec =
First date of BM collection or 8 pheresis [===E
nronologic number of this transplant for this patient 4] gaft manpuatn
Donor ihe same as previous transplant
Date previous fransplant [3]Main reatment
"ype of previous transplant El-hqpita\ admin (STABMT)
Reason for this HSC transplant e .
cify other reasons for the HSCT if there are more than =
ne Ecelllur therapy (non HSH
ell support {French centres only} [+ Trestment relsted to o
Multiple graft program
'ype of multiple graft program Esmmnemmm
raft number in the program [+]Chapter ¥’
otal number of transpiants in the program [&ew resora creation
‘ear of this treatment
PROMISE ®100% v

To exclude this record from research analysis, go to Record Locator:
Patient — Management — Registry Administration

Enter “consent not asked/denied” to block access to National Registry, EBMT Registry and/or
WPs

Data Entry

DataEnty  BrowsenlServer
Editor

(I Patient
1

|Are you adding M

[IDAA of patient NOT found to be double

[+Jpats entry support

®100% v

Option 2: Enter the full report if needed for your own centre records but ensure you mark them
as “Not to be seen by EBMT” and/or “Not to be seen by National Registry” (if applicable)
before saving the data. See screen above.
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Entering and Editing Data

To move from item to item (and to activate the filters previously mentioned) during data entry
use the [Tab] or [Enter] key.

Note: for all text fields e.g. additional comments, you need to use the [Tab] key to continue.

To enter data for coded items, you can enter the number manually, or (if you have a long list of
codes to scroll through) type part of the text to find the corresponding code.

Alternatively you can click on the label itself with your mouse and it will jump automatically to
the next item.

IMPORTANT: Please avoid using your mouse to jump from item to item, otherwise the pre-
programmed navigation will not work / you will miss out relevant questions

A small selection of shortcuts is available when entering data:

\ |Not applicable
? |Unknown
!

#

Today
Same date as this record

PLCRSL'S Report  Export Help  Filter MEDAB -

esume with the first item in the current section by pressing Tab (or click on any

Index [F[T08 Overview DynFil: 20: Acute
JgDonor —— Nalue  label |
~loic 2001| 8001

Patient hh55R5RGA 55555595

Treatment date 20110120 00:00( 2011/01720 {exact)

Donor 11

Donor ID and order of infusion
HLA relation and donor registry
Number of mismatches

Donor details

Donor ABO blood group

Donor birthdate

Age of donor: years

402 of donor: manths

Donor sex 2| Female
Aoe of the donor 999 99 unknown
Serologic status

HIV antibodies in donor
HIV antigens in donor

~ ENEITETT— .0 @

EBV antibodies in donor

HEVs anfibodies in donor : _ CMV antibodizs ir
HEVs antigens in donor data entry options: 1 -
HEVc antibodies in donor | 1. Type the code manually Hegative
HEVe antibodies in donor | OF 2 |Positive
HEVe antigens in donor 2. Type part of the text 3 |Mot evaluated
HCV antibodies in donor (e.g. neg for negative) 05| unknown

Press [Tab] or [Enter] key

to continue

3. Click on the answer with

your mouse (without

pressing [Tab] or [Enter])
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Record Locator, Chapter and Sections

At times you may need to use the Record Locator to edit an existing record, for example if you
return and enter some items that were previously unanswered.

The interface in Promise operates as a tree-like structure. On the right hand side of the Data
entry screen you will see two tree-like structures: the Record Locator and the Chapters &
Sections.

In the Record locator you have a full description of the patient’s records. Each patient may
have one or more records in each of the main tables uniquely identified by a date or other
index key. Depending on the information recorded, there may also be records in tables at
deeper levels, such as Donor below a Treatment record, uniquely identified by a number.

In the Chapters & Sections, you have all the items within the MED-AB project which can be
found in the table that particular record belongs to.

To view different stages, and data, of the patient record in the Data Entry Editor you can click
on a ‘branch’ of the Record Locator and in the desired ‘branch’ of the table as shown in the
Chapters & Sections.

Using your mouse:

=

oo F]-
©oar

+ Cpen or close a branch by clicking on a ~icon respectively.

Left-clicking on a date or index key in the Record Locator takes you to that record in the Data
Entry form, e.g. the darker shading below shows a user has moved to HSCT treatment date
2012/11/20 of this patient:

_—_Patient [8001] 16000558

A Records are listed in
@ Disgn 2012/06/03 [Main indication diagnosis] ascending date order.
2 _ You can see this
Treat 2012/06/03 patient has had 2
+ B Assel 2012106103 [Main indication diagnosi] transplants [HSCT]
and multiple
+ J Treat 2012M11/20 [HSET_I assessments.

. Aszzel 201211720 [HECT] Therefore it is

B psse1 2013001110 [Alive] important to look at
events e.g. [Diagnosis]
or [HSCT] or [Non graft
+ D Treat 201509101 [Mon graft treatment] treatment], if you want
to modify or view data
at a certain timepoint

B psse1 201311119 [Alive]

2 Azsel 20150901 [Relapse/progression]
+ J Treat 2015210 [HECT] b

LS

Using Chapters and Sections to move to other parts of the form

You can click on a Record, then Chapter & Section to move to a field of your choice. For
example, to view or edit the specifics on the Diagnosis classification in Data Entry, first left-
click with your mouse on the Diagnosis record in the Locator (when loaded it will be
highlighted with a darker shade of blue):
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= Record Lu:.nl:ﬂru
= Pati=nt [S003] 120213634

. Study 1

[ Diagn 20010515 [Maln Indlcation dizgnosis]
+ B 7omat 200105 [HECT]

D enms 200108027 [HECT]

D et 0020 [Aliva]

B et 0r107rS [Retapes/prograssion]

D 1rmet rv007E [Mon graft freatmeant]

N T [Mon graft reatment]

D sazet orini0z0 [alva]
+ B Tomat s0vir [HECT]

D et mmrunims [HECT] b
a

Next left-click on the relevant section in the Chapter/Section below. In this example:
Lymphomas — Subclassification.

— Chapters & Sections
+ Diagnosis identification & adminisir
+ Diagnosis record qualifier (manual)
+ Diagnosis classification
+ Leukaemias
— Lymphomas
Subclassification
+ Plasma cell dizorders
+ Solid tumours
+ Grade and staging
+ Myelodysplastic & myeloproliferative
+ Non malignancies
+ Inheritance
+ Other diagnosis & secondary disease
+ Global subclassification
+ Fields not in use

+ Mew record creation

This will take you to the part of the form where the sub-classification is located for this
disease.

You can also right-click on arecord in the Record Locator and move directly to an item by
clicking on it within the mini-overview.

To change the TBI item from ‘no’ to ‘yes’ for example, right-click on the Treatment [HSCT]
record in the Record Locator (check you have the correct transplant date if there is more than
one) and click on the response TBI in the mini overview. You will be taken to that item in the
Data Entry Editor where you can change it.
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click below will go to .

“:;\at item on that Eemrd Show empty items
leic 3003
[Patient 120219634
||Treatment date 20111123 {exact}
(Record creafion type created during data entry
Record creation date 2015/04/0% 15:28:00
‘}Recurd modification date 2015/04/09 15:29:00
((SQL Server autonumber field) 39595
(Context of this treatment Hematopoietic stem cell transplant
(User that created this record promise3003k
(User most recently modifying this record promisef003k
[Centre in which this treatment was given City_2 [TCZ]
(Country of the centre Metherlands, The
(Unit or team BMT
(Type of unit or team Haematology
Contact person GLAISMER

“UF'N for this patient for this centre 12021634

(Last diagnosis before this treatment MHL

(Interval from last diagnosis to this treatment 3844

lAge at this treatment 46.86

(Country (= 10 centres) Netherlands, The
(Chronologic number of this autograft for this patient [Second

(Type of HSC transplant Autologous

(Bone marrow (BM) Mo

(Peripheral blaod (PE) Yes

[Cord biood (CB) No

(Chronologic number of this transplant for this patieniSecond

(Date previous transplant 2001/00/27 {exact)
(Type of previous transplant Autologous
(Multiple graft protocol (program) Mo

ear of this treatment 2011

‘Ex—vim manipulation of the cells Mone

Drugs or chemotherapy es

ITBI Mo <

TLI THIS TAI Mo

Additional disease treatment Mo

(Cther cell therapy (non HSCT) Mo

(Best response CR

(Date response achieved or assessed 2012/02/15 {exact}
IS Index date for new record 2012/02/15 {exact}
[C0: Index code for new donor First

(C2: Index code for new drug/agent ARA-C [ Cytarabine

The programmed navigation (dynamic filters) will be switched off when you edit the form in
this way, but you can switch the filter back on again afterwards (see page 45).

Record Locator shortcuts

Ctrl Alt ArrowDn  Next Section
Ctrl Alt FoCn Mext Chapter
Alt ArrowDn Mext Record in Locator
Alt | PaDn Same-type next in Locator
Cirl Alt ArmmowUp Previous Section
Ctrl Alt | PgUp Previous Chapter
Alt ArmowlUp Previous Record in Locator
Alt | PgUp Same-type previous in Locater
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How to make corrections to data
Before Saving

There are various ways to modify items in Data Entry before you have saved your data on the
server. An efficient way is to use the Show Modifications icon:

SR oSN

Creste Delete  Movel pending
Copy Save modifications

Show Cancel

Shortcut key: Ctrl-1

While editing, you can click the Show Modifications icon to see your changes before you save
them to the server. If you see a specific item in the Overview needs amending, click on any
data cell to link back and change it directly in the Data Entry Editor:

Report Export Help Filter [3003][DEMO][City_2] [

‘ou can click on any data cell to return to data entry on that particular record/item!

Index Editor

erased‘ﬁlled ‘ modified:new| modified:old

lick here - to save all pending modific ations after reviewing the report below
ABLE Patient

CHAPTER ID and admin
SECTION Patient identification
D cic |
DAA Patient
CHAPTER Patient data
SECTION Form information
MEDACKHE Form about to be entered |1 | Med-A: Day 0

| Med-A: Day 10

SECTION Patient information
DATLSTREDate of the last report [ 2016/03/01 |

SECTION Navigation items

AACODT  Last dated record created2015/12/30
1610215

LASTITEM Last item visited PATSTAT
DDPROT

ABLE  Treatment

CHAPTER Treatment identification & administr
SECTION Patient ID and treatment date

D cic 8003 3003
DAA Patient 24 24
DAABC  Treatment date 2015/12/30 00:00:00 [2016/02/15 00:00:00
SECTION Treatment database administration
_BC FUZ How approximate is the Index Date NaN |
B ) Context of this treatment 2 | Non graft treatment|

CHAPTER General
SECTION Location

AACODZT Diagnosis (enforced formula) 23 | PPL
NTDIAG  Interval from last diagnosis to this treatment (enforced formula 1385
AGETHET Age at this treatment (enforced formula 64.11 |

CHAPTER Transplant and cell source specifics

SECTION Graft program

YEAR Year of this treatment {enforced formula |2016 | |
CHAPTER Supportive treatment in the patient

SECTION Disease treatment

ADDPROT Additional disease treatment 3 | Yes, pot planned| |
CHAPTER Cellular therapy (non HSCT)

SECTION Cellular therapy (non HSCT)
WVADCELLTOther cell therapy (non HSCT) 1] No | |

Example:

In the Overview screen click on
_37- [Yes, not planned] to switch back
to the Editor and change it to
Additional Treatment = No
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How to cancel pending changes

If you have modified data but wish to cancel all pending modifications, click [cancel] next to
the pending changes counter. After confirming you will return to the beginning of your form.

E%E%\!-!

Create Delete Mwa’
St mudﬁcahms

Moving back to a previous field

Click on the History icon to go back 1 step
a Bk
EJE{B o)

You can click to go back one step in history

Shortcut key: Ctrl-H

The navigation implemented to follow the MED-AB forms may skip items present in the screen
because they are not relevant (drugs given for conditioning if conditioning has been answered
no”, for example). You can rewind your exact step using the History feature.

You can also see an overview of the entire history since last saving, and click on an item to
move back to it in the data entry form

Shortcut key: Ctrl-Alt-H

Type of HSC transplant Treat 2014/01/03 m12-40 02
Kamofsky or Lansky status Assel 201410103 /123958
Performance system used Assel 2014/0103 Ej12;39;55
Number of this status Assel 20140103 [#}1239.54
CR confirmed? Assel 201410103 [#/12:39.49
Disease status Assel 201410103 & }1239.41
CR confirmed? Asse1 201410103 [#12:39.38
Disease status Asse1 20140103 /123929
B: Index date for new record Diagn 2012/05/04 &123915
Lymphoma WHO subclassification  Diagn 20120504 [ }12:29-11
Diagnosis Diagn 201210504 [#/12:39.07
A Index date for new record Patient [8001) 29 §J12’38’58
Sex of the patient Patient [8001) 20 [#/12.33.56
C———""Date of birth of the patient Patient (8001) 20 [#}12.28.49
Initial(s) family name Patient [8001) 20 [#/12.35:45
Initial{s) first name Patient [8001) 29 [#}1235.46
UPN Patient [8001) 29 [#}12:35-44
Patient in nat / international study / trial Patient [8001] 20 [#/12.35.42
UPN Patient (8001 29 [#}12:35.40
Patient in nat / international study / trial Patient [8001] 20 [#12:35:39
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Please note:

The history contains only those items that your cursor has visited. It is valid only for the
patient record currently in the Editor screen. To move back one item at a time (including items
that your cursor has not visited) then you would use shortcut [Ctrl-Backspace]. Once you save
your data, the history is automatically emptied.

Clicking on the item in the “TraceBack of cursor movements” (above) directs you to the field
in the data entry form e.g. date of birth:

[#EicWSi Report Export Help Filter [8003][DEMOIICity_2] I

Index BEilid]d Overview

eI Patient value label
CIC 3003 8003
Patient 24 24

I Patient data

Form information
Form about to be entered 1| Med-A: Day 0
iAre you adding Med-B items to a Med-A registration?
Registering a transplant performed before one already regisiered
To which registered transplant number are you adding data?

For subsequent treatment: same diagnosis?

For subsequent treatment: same centre?

For subsequent treatment: same unit or team?

Patient information

Centre for last fransplant 8003 City_2 [TC2Z]
Mame of unit or team for the last transplant

Type of unit or team for the last transplant

Contact person for the last transplant

Area code where patient lived at time of HSCToptional)
Date of the 1st report

Date of the last report

Patient in nat / international study / trial

Unique Patient Number/code given by hospital (22226 22226
Initial{s) first name
Initial(s) family name

Date of birth of the patient | ] 0 0 ®

Sex of the patient Date of birth of the patient |

New record creation = (empty)

A Index date for new record -

A~ Index code Tor NEw record 1809/09/09)? {unkmown)
2016/03/01|! (today)
1952/01/05|(current value)

Finding a Specific Item

PRV E %&@@ P

This search tool can be used to locate a specific item in the full database dictionary.

Example: you want to look for the item “engraftment” but you are not sure where to find it
within the Data Entry Editor.
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Click on the above ‘magnifying glass’ icon and press Ctrl-1 or click the button [specify TEXT to
search for...] and type the partial or full text, for example ‘engraf’ or ‘engraftment’.
Alternatively if you know the database item name, e.g. ENGRAF you can also type this in the
Search.

Next press Ctrl-2 to search in Item Labels (MED-AB questions). If you need to search the
Codes&Labels (MED-AB answers), press Ctrl-3.

Data Entry Report Export ﬂelp

1:Ttems 2:Records 2:Centers 4:Qutput S:Templates

jSEARCH FOR ITEMS ltems in project r_'.-1EDﬁ-.E
Ctrii | Specity TEXT tosearch for .. [STTEG |~ O ems found:713
Chrl 2 SEARCH in ltem Labels
Ctrl 3 SEARCH in Codes&Labels
Apply Ttem Filter [ ]
Suppress Headers [ ]

It is possible to link back directly to that item in the Editor by clicking on the item label (see
arrow):

e i e Bt [ MEDAB -- [S001][DEMO][City_1] |

1:Items 2:Records 3:Centers EHENNd 5:Templates

_ SEARCH FOR ITEMS ltems in project MEDARB You can search for items that contain a specific text in the label
Cirl 1 Specify TEXT to search for .. |/Engraf RCUETEIRIE
Ctrl 2 SEARCH in liem Labels
Ctrl 3 SEARCH in Codes&labels

Apply Ttem Filter D
Suppress Headers D
TAG LABEL NAME CODES LONG LABEL 0-9Reg Cen
BED VOLUME Content
BEDC CHAPTER Diagnostics {cont.)
BEQCE SECTION Clinical status
BEDCEEL Test used for maternal engraftment 114 Test used for maternal engraftment
BEDH Haematopoietic recovery & chimaerism
BEDH1 SECTION Cell count recovery (engraftment)
aematopoeitic recovery (engraffment) ENGRAF 350 Haematopoeitic recovery (engraffment)
BEDH1X1 Interval to neutrophil recovery {engraftment) (days){INTENGR 503 Interval to neutrophil recovery (engrafiment) (days)
BEDHZ  SECTION Graft function / Chimaerism
BEDHZEI Date full T-cell recovery (engrafiment) achieved |Z: FTICENG Date full T-cell recovery (engrafimeni) achieved |
| [ENGRTEST] |
1 HLAtyping |2 Microsatelite[IL2 T-cell lined [Cytogenetics [@%unknown |
| [ENGRAF ]
[1 Mo engraftmeni2 [Engrafted [Lostgraft  [77|not evaluated8&not applicable@8unknown
|& [ INTENGR ]

[BBENot evaluated [B98unknown |

The Table / Chapter / Section titles in the data entry form will show the location of the item in
the database structure. In this case, you can see that the engraftment question is located in

Record — Assessment
Chapter — Haematopoietic recovery & chimaerism
Section - Cell count recovery (engraftment)
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NOTE: If you want to modify data using this search output, we advise you to either empty the
first field “Form about to be entered”, or enter the relevant code in the first field if you know
which form contains the data question. (Shortcut to return to this field no matter where you are
in the form is [Ctrl-Home].) If you know that the item you need to correct is in MED-A day 100
for example, ensure the code for the MED-A day 100 form is entered in this field. (If you do
this, remember to switch the dynamic filter back on when you have finished your corrections.
Please see page 25 for more info on filters).

You will be directed to the correct place in the Editor after clicking on the item in your search
results:

pE1-W=1'8 Report Export Help Filter HELS=EE0] DEAEEr ] | 15:22 lsn:ma :
— - Sk PNy =
Resume with the first item in the current section by pressing Tab (or dick on any other item) @ (3 E : } A= 4% L_)\ & (%;
A ON Vil =6 4
Index 2% overview DynFil:24:Plasma cell disorders
E_ Assessment(1) value _ Jabel | 5 N g
cic | 30018001 i Actions .j o :
Patient 16000588, 16000588 | -
Sses 7 Fomabouttobe  MedAcDayd o oot Yo Save Shaw Cancel
Med-5 over Med-A 7 —
[IEE A151057 @ Diagn 201210603 [Main indication diagnosis|
| Date of bith 185701116 h § I nossll A
Are you adding M., ? Treat 2012106103
068 ®

+ @ asse1 2012106103 [Main indication diagnosis]

|Platelets == 20 x 10*9/L reached? ils = 0.6.% 10°9IL reached (ANC recovery)?_|
Date piatelets >= 20 o
Early graft loss >
[ast assessment date for no neulrophil recovery P
raft function f Chimaerism 3 [Never beiow Assel 2013101119 [Alive]
4
5
g

+ @ Treat 201241/20 [HSCT]

D s 4
Yes Assel 201211720 [HSCT]

Immune recenstitution Date unknown- Patient discharged beforehand|

D isset 201311719 [Alive]

Date unknown- Ouipatient
G[unknoun + @ Treat 2015103/01 [Non graft treatment]

D isset 201608101 [Relapse/progression]
+ @ Treat 20161210 [HSCT]
2 Assel 20151210 [HSCT]

— Chapters & Sections

+ Investigations identificat & admin

— Assessment record qualiier (manual)
Date precision
Event
Intervals

+ Diagnosfics

+ Diagnostics (cont.)

+ Physical examination

+ History of disease and treatment

+ Patient viral & fungal history

+ Performance

- Haematopoietic recovery & chimaerism
Myelosuppression

< >

Before editing, check that you are first on the correct record (and date) in the Record Locator if
the patient has had multiple HSCT.
Saving Data

You are advised to save your work regularly while in data entry mode. You can do so by
clicking on the Save button or pressing Ctrl-S on your keyboard.

When you reach the end of the form and press [Tab] in the additional comments field, you will
be prompted to save your data:

Message from webpage ‘ ﬁ

l L You have finished MED-AB. Click 'OK'. You can save using Ctrl-5

OK

Shortcut key: Ctrl-S
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or click on the icon to save:

E%E%\- BIF

Creste Delete Mme’ pending
Save rnudrﬁt:ahuns

The data has been saved to the server when the pending modifications counter returns to ‘000’
after pressing Save. (If the counter still shows pending changes then your data has not saved
and you need to press Save again):

Emergency Save Procedure

In case you accidentally close down / or are forced to close your Promise session before
saving modifications, a warning message will appear allowing you to “Stay on this page” and
save your pending changes.

,

 Are you sure you want to leave this page?

Message from webpage:

You are closing your session but there seem to be
pending medifications in the Data Editor!

< Leave this page

= Stay on this page

Making corrections to saved data

If you are familiar with the database structure, you can move to the item you wish to edit by
using the Record Locator and clicking on the Record, Chapter and Section. Alternatively, in
the same way as using the ‘Show Modifications’ icon, you can click the Original Values icon to
obtain a complete overview of the stored patient data.

LARC O &

Shortcut key: Ctrl-2
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If you want to modify data using this overview, we advise you to enter the relevant code in the
first field “Form about to be entered”. (Shortcut to return to this field no matter where you are
in the form is [Ctrl-Home].) If you know that the item you need to correct is in MED-B day O for
example, ensure that code for a MED-B day O form is entered in this field. Alternatively, if you
are not sure which form code to use, then you can leave this field empty and all items will be
visible. (If you do this, remember to switch the dynamic filter back on when you have finished
your corrections. Please see page 25 for more info on filters).

To view or modify a stored item click on the Original Values icon or press [Ctrl-2] in tab [Data
Entry] — [Editor]. You will be taken to the Overview screen. A quick way to locate an item in
the overview is to use shortcut [Ctrl-F] instead of scrolling. You may also prefer to switch the

Headers on, so it is easier to interpret the overview. In the Layout Display select “Show
Headers”:

Report Export Help Fliter [8003)[DEMO]ICily_2] | 17:31
o =
Y lick data cell to return to data ents that particul d/item! E} =l ) @) =,
ou can click on any data cell to return to data entry on that particular record/item / r,“%l%](j\ =
Index Edimr él
Horizontal or Vertical overview of all values curently stored on the Server.
Patient
ID and admin
Patient i i i
=T 3003 ogo - LAYOUT DISPLAY
Z — Current Display Properties
Patient 24| Show empty cells O
R ini i hy I lues in cell
AAuthorized CIC 8003 City_2 [TC2] Smapetsiab (W]
Country NLKingdom of the Nefherlands| Suppress values when labelled |
Record creation date 2016/01/26 11:34:00 Invert key order O
Last modification 2016/03/01 15:57:00) |:‘l:> Show headers |:|
(SQL Server field) 29683 h N
Record creation type 0 created during data entry| Show Date Tracker ]
User that created this record bmt0001s| Apply current Item Filter (|
User most recently modifying this record promiseB8003s| Show Item Names. |:|
Form i i |

|[Form about to be entered | Med-A Day 0]
[[Patient information [

To change for example, multiple graft program from No to Yes, click on the code or label in the
overview:

DEI=N= 3" Report Export Help Filter MEDAB — [S001][DEMO](City_1] |

You can click on any data cell to return to data entry on that particular record/item!

Index Editor

|Transplal and cell source speciics ]
Type of transplant

([HSCT type 2|Autologous| 2|Autologous|
[Tissue source

||Bone marrow (BM) 2|Yes 1|No
|Peripheral blood (PB) 1INo 2[Yes
([Cord blood (CB) 1|No 1|No
||Numher of the transplant

([HSCT number 2|Secend| 1|Firsi]
[Previous transplant

Date previous transplant 201211720 {exact}

Type of previous transplant 2|Autologous

Graft program

Multiple graft protocol (program) 1Mo 1Mo
Year of this treatment 2015 2015 2012

0 Qra il D i D
Ex vivo manipulation
Ex-vivo manipulation of the cells 1|Nong| | 1|None|

You will be taken back to the same field in the Editor where you can change the code. (You
would need to change it for each transplant in the multiple program):
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. Treatment value label
fcic 2003 2003

Patient 24| 24
[Treatment date 20151230 00:00) 201512430 {exact]
jIransplant and cell source specifics

Type of transplant

Type of HSC transplant 2 Autologous

Specify if HSC transplant unusual
Tissue source

Bone marrow (BM) 1| No
Peripheral blood (PB) 2 Yes
Cord blood (CE) 1| No
Number of the transplant

Chronologic number of this transplant for this patient 1| First
Date previous transplant

Type of previous transplant

Was last HSCT at different institution?

(Other centre in which this treatment was given
Mame of different institution if CIC unknown
City of different institution

City of different institution if not listed

Cell support {French centres only?

‘Graft program
Muﬂiple graft protocol {program) 1 I \% O @ @
Type of multiple graft protocol Multiple graft protocol (program) |
Graft number in the protocol 1 o
Total number of transplants in the protocol
Year of this treatment 2015 2 |ves
99unknown

Data Entry Actions

#:00) Uln | QA=A92 <

1]
e EIFlr

Create Delete Move i
ﬂCa ncel,Change,Delete... ALY

ﬂCIinBuard JREI.:Hrd Locator IEJED
Visibility:

jActions

- Ivisibility
Apply Item Filter
No DynFilters
Show Names
Hide Values
RecLoc at Ivl=2
Keep Chp&Sec closed| |
RecLoc 100% visible | |
History always visible| |
Trace always visible | |

ﬂCancel,Change,Delete...

ﬂCIipBoard

(L JC Tl
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No Dynamic Filters

Item Filters are dynamic. If you load a patient with a certain diagnosis or type of transplant,
then the item filter will change automatically depending on your patient selection. If for any
reason you want this dynamic behaviour to be ignored, for example when creating a record
manually, please select “No DynFilters”. For general information on Item Filters please go to
page 19. You can switch the dynamic filter on and off in menu Actions — Visibility — No
DynFilters. (When the checkbox is filled, dynamic filters are turned off. Alternatively you can
click on the Binoculars icon to toggle between visible and hidden items):

&12

Show Names

It is possible to show/hide the database item names. This example has the item names shown,
for example VTRANTYP is the item name in the database for Type of Transplant (see column
indicated below). This feature in “Actions” in the Editor can be turned on if you need to view
the item names for programming, data exports, error reporting etc:

- Actions

Cic 8003 3003 1D — Visibility

Patient 24 24 IDAA

Treatment daie 2075/ 2730 00:00 2015/12/30 {exactjIDAALL Apply Ttem Fitter [ ]

bRt 0

Type of transplant BCOCO

2 Aulologous VTRANTYP Show Names B

Specify if HSC transplant unusual | | VEXTYPET Hide values D

Tissue source BCOC1

Bone marrow (BM) 1 No RecLoc at hvi=2 |
VBMSC

Feripheral biood (FB) 7 Ves Kecoiheaseien] |
VPBSC RecLoc 100% visible ||

Cord blood (CB) 1 Ne CBSC History always visible| |

Number of the BCOC2 Trace always visible D

Chronelogic number of this transplant for this patien 1| First BMTNR

Date previous fransplant + Cancel,Change,Delete...

_ VPREVDOG + ClipBoard

Type of previous transplant
VPASTGRE 'Form about to be... | Med-A: Day D

‘Was last HSCT at different institution? Are you adding M... |2
DIFFINST PN 27928

Other centre in which this treatment was given Date of hirth 1852/01/05
DIFFCNTR Are you adding M... 2

Name of different instifution if CIC unknown [OTHINSTN

City of different insfitution INSTCITY

City of different insfitution if not listed (OTHCITY

Cell support {French centres only} CELLSUPP

Graft program |BCOC3

Multiple graft protocol (program) 1 No [VMULGRAF

Record Locator options

jActions

_~Ivisibility
Apply Item Filter | ]
No DynFilters [ ]
Show Names | ]
Hide Values [ ]
RecLoc at Ivi=2 [ ]
Keep Chp&Sec closed| |
RecLoc 100% visible | |
History always visible| |
Trace always visible | |

_"'JCanceI,Change,Delete...

ﬂCIipBoard

There are 3 options here (mainly useful to MED-B users). You may have noticed that the
Record Locator can become very long, particular if a patient has a long history of treatments
and follow up. To improve visibility and reduce scrolling, you can mark:
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RecLoc at lvlI=2

Toggle the checkbox on and off to hide/view the level 2 tables in the record locator, for
example:

Record locator with RecLoc at Ivl=2 off:

- Record Locator u
— Patient [8003] 24

L Diagn 2012/05/01 [Main indication diagnosis]
. Aszel 20M12005/01 [Main indication diagnosis]
— ' Treat 201512130 [HSCT]
[ Drug Carboplatin
@ Drug Etoposide | VP16
D assel 20152130 [HSCT]

Record locator with RecLoc at lvl=2 option on:

— Record Locator n
— Patient [8003] 24

& Diagn 2012/05/01 [Main indication diagnosis]

2 Assel 201M12/05/01 [Main indication diagnosis]
+ & Treat 20151230 [HSCT]

D Assel 201542130 [HSCT]

Keep Chp&Sec closed

Toggle the checkbox on and off to hide/view the Chapters & Sections below the record locator,
for example: Keep Chp&Sec closed: off

+ Chapters & Sections

Keep Chp&Sec closed: on
— Chapters & Sections
+ Treatment identification & administr
+ Treatment record qualifier (manual)
+ General
— Trangplant and cell source specifics
Type of transplant
Tissue source
Number of the transplant
Graft program
+ Ex-vivo graft manipulation
+ Main treatment
+ Hospital admin (STABMT)
+ Supportive treatment in the patient
+ Cellular therapy (non HSCT)
+ Treatment related to complications
+ Status after treatment

+ Mew record creation
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RecLoc 100% visible
Mark this option to view the Record Locator in full

History always visible

Mark this option to continuously show the clickable History of data entered for the current
record. For more information on the History function please see page 38

TraceBack of cursor movements:

Patient Rhesus factor Patient [8001] 1225 [# 13-02:30
Initial{s) family name Patient [8001] 1225 E1 3:02:28 8%

Trace always visible

Mark this option to continuously show the traceback of cursor movements in the current
record for reference.

TraceBack of modifications:

1[A] Patient ABO blood group
2 [Female] Sex of the patient

Change or Delete

How to change the date/index key of a record for a patient

If you need to correct a date / index key for arecord within a patient record (for example date
of diagnosis, HSCT, or a code for a drug) you need to change this manually. NB: first you must
save any pending changes before changing an index key.

Index keys and dates can be changed using the Record Locator. For example, the correct
HSCT date should be 2015/12/03:

Click on the corresponding record in the locator (it will be highlighted in darker blue):

— Record Locator n
— Patient [8003] 24

2 Diagn 2012/06/01 [Main indication diagnosis]
2 Aszel 20M12705/01 [Main indication diagnosis]
— ' Treat 201542130 [HSCT]
[ Drug Carboplatin
@ Drug Etoposide | VP16
D assel 201512130 [HSCT]

In the “Actions” menu (folder Cancel, Change, Delete) click [change index current]
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JActions
+|visibility
_'lCanceI,Change,DeIete...
- cancel changes
- delete record
- change index current <——1
& >  Copy current+children

iJCIipBoard

(You will be prompted to save changes first if there are any modifications pending)

Alternatively, you can click directly on an index date in the data entry form to change it. Click
on the date, you will see the following message:

Message from webpage I&

o Press OK if you want to change the "Treatrment date’ now (or press
¥ Cancel)

QK | ’ Cancel

To enter the correct treatment date click [ok].

Enter the correct date in the dialog box and press [click here to recode the key of this record].
Press [0k] to confirm.

a ProMI5e Generic Dialog -- Webpage Dialf_é_
I Recode the key of a Treat record in table |@Ml

1. Specify the new value for [Treatment date]: recode key from
| current value 2015/12/30#00:00:00
into new value 201512 [o3|

year (mm| dd
. click here to recode the key of this record <———

Click here to cancel the operation

[

Whenever you change the date key of arecord, you must enter the precision of the date and
the context. In this example we have confirmed that it is the exact date, and code 7 (HSCT)
must be entered in the field ‘Context’ because it is the date of the transplant:
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Report Export Help Eilter [3003][DEMO][City_2] |

Index N=hliGlg Overview

. value label
CIC 2003 3003
Patient 24| 24
___[Treatment date 2015/12/03 00:00] 2015M2/03 {exact}
B rcatment record qualifer (manwal) |
Date precision
Date precision (manual input, see note) 0] exact date
Event

Context (manual input, see note) ?[E | O @ @
Context (manual input, see note)

2 |Mon graft treatment
4 | Collection

7 |Hematopoietic stem cell transplant]
14|Support / Boosts

17| Danor lymphocyte infusion
18| Cell therapy (non HSCT/DLI)

IMPORTANT: Please pay attention to this note that appears whenever index dates are being
changed:

If you have changed a date in the record locator, and that date has any

! . associated records e.g. an assessment for transplant or mobilisation,
note that you must also change the associated record so it is the same
as your corrected date, You must save pending modifications first

OK

If there is another record associated with the revised date, remember to change this at the
same time. For example an assessment for HSCT will have been created automatically and it
will have the same date as the HSCT date before it was revised. This will often be true for other
events e.g. when changing the diagnosis or collection dates in certain forms.

In this example, record Assel 2015/12/30 [HSCT] also needs to be changed manually to match
the revised HSCT treatment date:

- Record Locator
— Patient [8003] 24

- L Diagn 20412/05/01 [Main indication diagnosis
. Aszel 2012005/01 [Main indication diagnosis]

— D Treat 201512103 [HSCT]
[ Drug Carboplatin

@ Drug Etoposide | VP16

D pssel 201512130 [HSCT]
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How to delete a patient, or record(s) for a patient
_'I,Actions
+}visibility
_-lCanceI,Change,Delete...
i - cancelchanges

- delete record <—

B change index current
) copy current+children

ilclipBoard

If you have registered a record by mistake, it is possible to delete the entire patient record or a
subset of records for a patient, by clicking the option [delete record] in “Actions”, or by using
the icon above the Record Locator:

d

Delete

Warning: please take care when you delete a record: all children records belonging to tables
which are dependent on the erased record (ie: drug records sitting under a treatment record)
for that patient will also be erased. Therefore you must check the active record selected in the
Record Locator. If the top record (patient) is selected when you press [delete record], the
entire patient will be erased.

Example Record Locator:
— Record Locator
— Patient [8003] 24

@ Diagn 2012/05/01 [Main indication diagnosis]

When records
J Aszel 2012/05/01 [Main indication diagnosis] are selected they
— & Treat 201542730 [HSCT] will be .
highlighted with
[ Drug Carboplatin a darker blue

@ Drug Etoposide | VP16
D asse1 201512730 [HSCT]

To delete a specific record for a Patient, click on the record you want to delete and follow the
steps above. Click on the Patient ID number to delete a full patient record.

Or click on the Treatment record to delete the Treatment only for example. (Remember that
you will also be deleting the level below, for example, deleting a Treatment with a Donor
registered will delete both the Treatment and the Donor record.)

— Record Locator
— Patient [8003] 24

Delete this Treatment (and
associated drugs) by
highlighting the record and
clicking the action [delete
record], or the delete icon,
as indicated above

L Diagn 2012/05/04 [Main indication diagnosis]

. Aszel 2012/05/01 [Main indication diagn

— J Treat 20151230 [HSCT]
L Drug Carboplatin

@ Drug Etoposide | VP16
D 2ssel 2015142030 [HSCT]
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Clipboard

To copy/paste data from one record to another you can use the Clipboard function. Select the
record to Copy in the Record Locator, then choose one of the copy actions to copy it to
Clipboard. Select the record you want to paste the data to in the Record Locator, then choose
one of the paste actions below. To paste data to a new record, you will need to create the
record first with the correct date or index key. (For more information on creating records
manually please see page 51.)

Go to the menu: Actions: ClipBoard

_'IActions
+ '\/isibility
iJCanceI,Change,Delete...

_-JclipBoard
clipboard visible

o clear
Ctrl G prepare for merge

L]

_-ICOPY current TO clipboard
) fill+mod+erase

) fill+mod

- fill

JPASTE clipboard TO current
B - fill+mod+erase

.~ fill+mod
B - fill

Copy/Paste Options:
fill+tmod+erase: this will copy and replace both filled and empty items
fill+mod: this will copy and replace only filled items

fill: this will copy and paste filled items, but only to empty fields in the new record.

Creating New Records manually for an existing Patient

You may wish to create new records manually if, for example, you need to enter additional
data to an existing MED-A or B registration. You can create records to register data that is not
requested in the MED-AB forms. For example, the EBMT is not requesting the data at this
timepoint but you need to register it for your own reference. As long as the table exists in the
database structure, you can create it manually. Before using the [Create] button in the Data
Entry Editor, be aware that this will override all programmed navigation. You will therefore
have to direct yourself to the correct place within the database structure. We recommend you
follow first the instructions on page 25 to add more information to an existing patient.

If you are confident in finding your own way in the database structure, new records can be
created manually by clicking on atable in the tree-like structure. Any tables in the structure
below can be created manually. (To create tables at a deeper level, for example Cells, you will
need to create the corresponding Treatment record first if it is not already present.)
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Data Entry Browser/Server

Example 1: To add a new (non graft) treatment record for a patient

Click on the [Create] button (above) and then the “Treat” table. You will be prompted to enter
the treatment date (1), then click the button to create the record (2).

g ProMISe Generi X |

Treatment]

After creating the manual record you will be prompted to confirm if the date is exact or
approximate, then you will be asked to enter the context of the record. When creating records
manually it is imperative that you enter this code. For example, a new record for a non
transplant treatment must be coded as ‘2’ non graft treatment:
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Data Entry

Data Entry
Editor DynFil: 27 :Aplastic anaemia

LI T reatment label
5001 2001

1220 1220 —
12012/01/01 00:00 2012/01/01 00:00:00 lAre you adding i...
Treatment record qualifier (manual) ,7::: of birth oF

ion (manual input, see note)|

'EW“ adding M...

Mon graft treatment
Collection

5 ic stem cell
Donor lymphocyte infusion
el therapy (non HECT/DL)

IMPORTANT: Please indicate details of this non graft treatment as well as creating the record.
If the patient received additional drugs for example, you must enter “drugs given = yes” in the
Main Treatment chapter:

Data Entry

Data Entry
Editor DynFil:27:Aplastic ansemia
lciireatment value label
IC 8001, 8001
Patient 1220 1220

12012/01/01 00:00, 2012/01/01 00-00:00 ’Eumynuaddingi -

Mal tment
- Date of birth of._. ,
CET [=Ipatient 180011 1220

Freparative (conditioning) treatment
Regimen intended to be myeloablative {full infensity}
Reason for nen myeloablative (reduced intensity) regimen
Other or additional reason for non i

equential number of this freatment
Reason for this reatment
Cther reas:

Brags or o E 8018 - lchapters & sections

Date conditiening chemo started lemnem identification & admir
Bl

Total bod tion, detail [T | [fTm=aneiEcon taE
Date tonditioning TE! started o [ R

IC Radiophysics group [unknown| [+ [Fransplant and cel source spe
Hespital of radiophysicist group
Radiophysicist unit

[ |Ex-vivo grat manipuiation
Radiophysicist phone/fax \nltedm:nl

You will then be prompted to enter the drug codes and doses.

If the patient received a non graft treatment due to complications, please answer “Yes” to
Treatment for Complications chapter:

Data Entry

Data Entry

Editor DynFil:27:Aplastic anaemia

LIC) Treatment. ivalue label
IC 8001) 8001
|Patient 1220 1220

| oo
reatment date [2012/01/01 00:00 2012/01/01 00:00:00 ,7"5;"53'““"““9"

| Treatment related to complications -
GvHD pravention & immunosuppression e Ipatient te0011 1220
HD prevention in the patient || @piagn 200610101 (Ma
|Drugs or
Exiracorporeal photopheresis (ECP)
er therapy for previ n

er GvHD prevention: speci

[ —— NN N

~|Subsequent transplant for failure or complications
Type of transplant used for failure or complications
Date subsequent transplant

Autologous PBSC re-infusion (not transplant)
Autologous BM re-infusion (not transplant)
Other treatment for failure or complications
___Other treatment for failure or complications: specify

Elﬂ!nptnrs & Sections
ma:mmt identification & admi

_¢[Treatment record qualfer (ma
[4[General
ran!p\allﬂ'lﬂ cell source spet
#MJ graft manipulation

Treatment for aGvHD
~|Chema/drug reatment for aGvHD (inchuding MoAE, eic) [ Main treatment
‘Other treatment for aGvHD piha\ admin (STABMT)

‘Other treatment for aGvHD: specify llppﬂ‘ﬁwelmmnam in the pati
[+ [oelitar therapy (non HSCT)
[[Treatment related to compiica
[T]evHD prevention &immu
i [[Jreaim for failure or comp

and provide the details e.g. growth factor. Press [save] or Ctrl-S to add the new changes.
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Example 2: To add a (non transplant) diagnosis record for a patient

Data Entry Browser/Server

Click on the [Create] button (above) and then the “Diagn” table:

You will be prompted to enter the diagnosis date (1), then click the button to create the record

).

Diagnosis

After creating the manual record you will be prompted to confirm if the date is exact or
approximate, then you will be asked to enter the context of the record. When creating records
manually it is imperative that you enter this code. For example, a new record for a diagnosis

that is not the main indication diagnosis must be coded as ‘16’ Other, non indication
diagnosis:
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[PEIEN=iW Report Export Help Filter

[B001][DEMO][City_1]

tesume with the first item in the current section by pressing Tab (or click on any other item)

Index Editor Overview
WDiagnosis.~__halue . llabel |
CIC 2001 3001
Patient 1220 1220

Diagnosis date 2004/01/01 00:00 2004/01/01 00:00

. I [ C Rl hal) |

00

Date precision

Date precision (manual input, see
nofte)

Event

ype (manual input, see note)

31 This month

1E-EI|_

080 | @®

|Typ-e (manual input, see note)

E
16

Main indication diagnosis
Other, non indication diagnosis

Please enter the details of the diagnosis using the Record Locator — Chapter “Diagnosis
classification”. Press [save] or Ctrl-S to add the new changes.

NOTE: If the patient developed a secondary disease after HSCT, this should be entered using
the MED-A or B follow up form navigation, where you can answer “yes” to the question on

“secondary malignancy after transplant” and give the date

and disease classification.

Example 3: To add a cytogenetic record manually for a patient

To add the Cytogenetics datato a Diaghosis Assessment record, set the form filter to code 1

at the beginning (Day 0 MED-A) then go straight to:

Record: Assel (in Diagnosis)

Chapter: Diagnostics

Section: Cytogenetics and molecular markers
Item: Chromosome analysis

Enter code ‘1’ for Normal results

[G0D3IDEMOICity_2] I

EICN= ) Report Export Help Filter

Index J=i[[G] Overview

LIC Assessment(1) E label
cic 8003 8003 |
Patient 3434 |
Assessment date 014/02/03 00:00( 2014/02/03 {exact}
Diagnostics
DS / MPS / CLL / Hgbpthy class
MDS WHO classification [ 1

RA [ith excess of blasts-1 (RAEB-1
RA [ith excess of blasts (RAEB)
[

|
|
7

|MDS, CMML or JMML FAB classification | 3
IMD-MP overlay syndromes WHO classification |

Involvement & bone investigations
Immunophenotyping/histochemistry
ytogenetics and molecular markers

INote: Cylogenetics at diagnosis|
Q8 @®

IChromosome analysis

IComplex karyotype: Are there 3 or more abnormalities Chromesome analysis |
IMolecular or other type of markers | |
) 1 |Mormal
T 2 |Abnomal
Bi isiry 3 [Not done/Failed
99 |unknown

-B5-

@

14:192

(4,5 [Al] | GA=EQAO &

— Actions o ’
+ Visibility @ B :é /‘T @
+ Cancel,Change,Delete... Creste Delete Movel pending

Copy €02 modifications.
+ ClipBoard
- Record Locator EJEJES
Form about to be... Med-A: Day 0

Ao sddng M ~ Patient [8003] 34
UPN

Date of birth

Are you adding M.

2
— @ Dizgn 2014/02/03 [Main indication diagnosis]
2 3 Assel 2014102103 [Main indication diagnosis]
@ Treat 2015112101

D Asse1 2015112001 (HSCT)

- Chapters & Sections
+ Investigations identificat & admin
+ Assessment record qualifier (manual)
+ Diagnostics
+ Diagnostics (cont.)
+ Physical examination
-+ History of disease and trestment
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If the cytogenetics were abnormal, enter code ‘2’.
You will be prompted to enter the cytogenetic abnormalities, absent/present.

When they are all complete press [save] or Ctrl-S to add the new changes.

Example 4: To add TBI data only to a registered patient
Ensure you have the first field "Form about to be entered" as code 4"Med-B Day 0"

Go directly to the Treatment [HSCT] record in the Record Locator, for which you want to enter
the TBI.

Then go to:

Chapter: Main treatment
Section: Drugs / chemo & TBI
Field: TBI

(CICEIOTO) Med 28 Al Interet Bplorer N | (&) =

[8001)[DEMONCity_1] | 17:57 -

2 hitp: hunlf - BMT]IS]e

DECYETSY Report Export Help  Filter

Resume with the first item in the current section by pressing Tab (or click on any other itsm) N/ =14 2 A ® =
w0 TilE | EA 02
ndex [JEROE overview
T 3FET— v 1
cic 8001/ 8001 +isivilty OoE @ -~
Patient Create Delete Move .
pending modifications
Treatment date 5006/10/20 00:00 200610720 {excact) [tlcancel,change,Delet...
[+kaiipBoard - IRecord Locator IE3EN
[Collection, Form abouit to be... | HSCT MED-B registration Llpetint [£001] 1220 .
General Are you adaing i... | nul @ iagn 2004/01/01 [Other, non indication diagnosis]

Preparative (condiicning) reatment

Regimen intended to be myeloablative (fuil intensity)

Reason for non myeloablative (reduced infensiy) regime

Other or additional reason for non myeloablafive
Drugs / chemo and TBI
Drugs or chemotherapy

Total body irradiation, details:
TBI total dose (Gy)

Total body irradiation, continued
Number of fractions

Number of radiation days

‘Other modalities

TLIZ TN/ TAI

TLI7TNI/ TAI total dose (Gy)
Radiotherapy (not TBI)

4

| Message from webpage

10| ®

UPN
Date of birth of
Are you adding M.

206
1986/01/22
null

@ Ciagn 200601401 [Main indication diagnosis]
Dassel 2006/04/20 [HSCT]
‘DAsse1 2006108101 [Alive]

\e\ Click OK if you want to enter the TBI Form now, otherwise click Cancel

[b;l WTreat 200610720 (HSCT]
@oonor 1

|- | @reat 200710002 pascTy
@oonor 4
@ Treat 2012/01/01 [Non graft treatment]
~lAssel 2006/01/01{This month}
Cytog 4

~lchapters & Sections
+[Treatment ideniification & aoministr

[ < [Freatment record quaifier (mancal)
Date precision
Event
| [General
[s¢]Transpiant ana ceil sourse specifics
| [Evivo grat manipulation
|+ JMain reatment
[s¢]Hospital admin (STABMT)
| +[supserive tresiment in the patient
[s¢Joetar tnerapy (non HSGT)
| [Treatment rested to complications
[¢Jotatus ater treament
[[chaptery
| ¢]Hew record ereation v

#100% v

— e

A message will appear, giving you the option to complete the TBI data now.

Example 5: To add a relapse

We recommend that this is not added manually, instead users should add relapse data using
the MED-A follow up form (code 3) in the first field “Form about to be entered”.
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Viewing and Printing Individual Patient Data from the Index

Individual patient records stored on the server can be viewed and printed from the Data Entry
Index.

Data Entry — Index

It is possible to view and print data from the Index for a single patient. Mark the patient in the
Index and select Status Report - Horizontal layout.

PEIENS 8 Report Export Help Filter [BD01)[DEMO]ICity_1]

m Editor Overview

| -Ipata Manager B~ Create/Load Patient-record ALL cases (n=393) Link to History
Jl‘lodihr CIC | Patient 0 Last modificatio... UPN Date of bi...||Sex of t...
R Load into Data-Editor — & Centee i 3 I I I I
3. Click 5001 25 20141142 11:44
. tuf\ Report —
[Ho rizontal Horizontal layout 8001 52 2012/06/15 15:2 11 12n%/08/09 Male
Layout] Vertical layout 8001 62 1. Click on the
for an Data Quality report 8001 I 1 < wmmesss=0 | number to /02/02 Male
H Event chart ; - |
overview of — \ 8001 145 20140331162 mark your /04/04  Female
paper) 03044 : . 01 \
data .5 - . 8001 190 2002/04/01 14:0) patient 01/01 Male
: —IProperties (genera 8001 248 2007/04/16 15:4 05/06 Male
reg|Stered apply current item filter [] —_— yprr— =] Toc0roan
for a include o oo N 8001 2565 2009/04/15 12:12 455/ 1950/04/04  Female
patien t invert key order ] 8001 204 2014;03.-:25 14:?1 dfg 1090/01/01 Male
show headers 8001 308 201212118 10:51 Qs
ATLEETON: (Gl o e P 5001 319 2007M10/01 16:44 351 1960007/07  Male
high volume batchsize

2. We recommend that you check
“show headers” when viewing
the patient data

You will have an Overview of the saved data. Press the printicon

|

e BA=EA92

Data Entry | il:::;= Export Help Filter [B00][DEMOICity_2] |

Specify List m TIable Content

Patient og + Recard Locatar + LAYOUT REPQ
ID and admin

Patient identification
cic 8003
Patient 181|
T T 3
Country NL}ingdom of the Netherlands)
Record creation date 2012/02/07 15:54.00|
Last modification 2012/02/07 16:03:00|
(SQL Server autonumber field) 28346
Patient data
Form i
Form about to be entered 1] HEGT MED-A reistraton]
Patient information
Centre 2003] City_2 [TC2]]
Unit or team Adult
Contact person Durand
Date of the 1st report 2007/12i27
Patient in nat / international study / trial 1l Nej
|UPN 8328
1st initials P|
2nd initials G|
Date of birth 1995/04/23|
Sex ] Female|
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Your patient overview will be transferred to the Output window after you press the Print icon
or shortcut Ctrl-Alt-P. If you want to check how the data will print you can first select [Print
Preview] in the Output handling window, before pressing [Direct Print] :

2] Output Handling ProMISe -- Webpage Dislog ~ (eiSoml
[ OulputHanding |
Direct Print | Print Preview |
Print Setup | Change Layout|
[ No Headers/borders

E-mail Output| Convert Output|

Problems?
Layout options
Adjust to Paper Width:

Zoom factor:

Note that you can also convert the output to Word, Excel or the clipboard. The data will appear
as a series of tables with rows, rather than displaying like a form with headers. Select [Convert

Output] and select from the options below. (By default, all items will selected, or you can opt
to select only parts of the overview to be converted):

2 Output Handling ProMISe -- Webpage Dialog ‘,_TM
[ OuputHanding |
Direct Print | Print Preview |
Print Setup | Change Layout]|
[[INo Headers/borders

E-mail Output| Convert Output|

Problems?

Conversion options

“F to open entire output in MS-Word (right-click for auto-
4 [w] formatting)

Below is a list of objects taken from the output screen. First
select one or more of those objects and then click:

“3 to copy to the Clipboard (after which you can use Cirl-V
to paste it any other Windows program)

:{7} to automatically convert to Excel (creating new sheets
(]| on the fiy).

@ to automatically convert to Word (right-click for auto-
formatting).

Circulating AB
Questionnaire
Pat. tissue repository

HLA of the Patient
EBMT Studies

You may also hide or show certain parts of the screen before
printing by selecting one or more tables and then either exclude
them from the conversion or include them.
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Viewing and Printing Individual Patient Data from the Editor

Data Entry

Editor

It is possible to view and print data from the Editor for a single patient using these Shortcuts:

Pressing [Ctrl-2] or the [Show Original values] icon in the [Editor] gives you an overview in
Horizontal Layout for the patient in the Editor:

Data Entry

BmwserfS(I
Overview [ RBisuy defaue

(Pressing [Ctrl-6] in the [Editor] gives you a horizontal overview with each record as a separate
table)
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Sending Individual Patient Data by Email

Following the instructions on viewing and printing individual patient data from the Index or
Editor, you can also send these data via the Secure Download Facility. Select [Email Output]

2| Output Handling ProMISe -- W. —M
Direct Print | Print Preview |
Print Setup | Change Layout|

-

[ No Headers/borders

E-mail Output| Convert Output|
Problems?

Email options

Subject | |

Recipient

Reply to | knnt appl. for emailz via SOF)

() HTML-email (not encrypted)

O @\4& Secure Download Facility

| [ (split by embedded recipients)

Recipient Configuration Options

|Subjects | Subjests used before: |

Run-+Mail ] |Createfupdate Run+hail Job on the fly

Save now ||SEWE current configuration without actually sending the email
Delete Cnnﬁn"[]&lete configuration idenfified by "Subject”

cancel | currently pending Mail request:

none
Enter the recipient email address or ProMISe username. Select to send it via the Secure
Download Facility. Provided the recipient has a Promise account or Secure Download account,
they can log on and access the download. For more info on Downloads and the Secure
Download Facility, please see the manuals on www.ebmt.org — Data Management — Data
Retrieval.

Printing MED-A for a group of patients

To extract MED-A for a group of patients, we recommend using the MED-A Merge program (MS
Office 2007) . Please contact reqistryhelpdesk@ebmt.org if you need any assistance with this
program.
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Viewing the Project Dictionary

[

Data Entry Report Export ﬂe\p

%@D\? A=SQO2 %

If you wish to view the structure and dictionary of the database used in ProMISe you can
access the Project Dictionary in the Filter tab. Click the above Dictionary icon to view the
item; code, description and label in the database.

Within the “Documentation” folder, select the items and properties you want to show in the
dictionary. Scroll down and mark “items” and “labels&codes” under “properties to be shown”
(plus any other properties if necessary). You can ignore the current item filter, or select or
create an item filter of your choice in Menu [Filter] - [Items].

NB: To activate the dictionary click again on the Dictionary icon.

Example Screen of the Online Project Dictionary:
(2 httpsi/fwww3 clinicalresearch.nl/ - MEDAB 19
Data Entry Report Export Help [Jalitig |

D
3:Centers |JERONGE) 3:Templates ﬂ

Liltems  2:Records
- Dictionary of project MEDAB| 5 |
- IpocumenTATION o e R 0w fo generate a documentation of your project ~
B | Generale
|- Iitemoverview
Ignore Item Filter []
Suppress Headers []
|+lapply Dynamic Inclusions L ab € I S et
AApply Dynamic Exclusions . 1
- IProperties to be shown number' CIICk
Items. | | H H
. H on it to view the
Triggersigraphical [
o camera il ltem set of labels &
Triggers:(all) [
Toagers et 0 Name codes for each
Triggers:warning [ .
Tifme n item
Triggers:arrival []
Triggers:creation [
Triggers:notes L v
Triggers:javaseript [
A TABLE ... }ent
TAG LABEL EXTRA KEY LEN MIN MAX MIS1 MIS2 DEC HELP LTITWJACN JLRIX LONG LABEL
AAD VOLUME Content
RRDR
AROR1  SECTION ient information
v V CIC of centre involved in the last
ARORIAL Centre identification for ransplant/therapy CENTRNR | | | 1002 4 EEEE A 4 o bong rogd
AROR181 Name of unit or team UNIT T a0 A i st
ARORICI Type of unit or team TEAMTYPE | | 51 2 A Type of unit or team
ARORIDA Contact person MEDNAME | T 20) A 2 Contact person
ARORIEL Area code where patient ived at ime of HSCT (opfional) [ VADM T 16 AL 1 Area code where patient lived at time of HSCT (optional)
AROALEL Date of the 1st report D D 10 Al 1 Date of the 1st report
ARORIGL Date of the last report D 10 ALl13s 1 Date of the last report
ABORIL Patient in nat / intenational study / rial i 1 2| EE A8 11 Patient in nat / intemational study / rial
Unique Patient Number (UPN) assigned
AzoanA UPN UPN T Hospital ID) 24 A215 12 o the patient in the centre where
/\ the last transplant took place
ARORINI Fatient dossier number (Optional) VDOSSIER | T a0 A Patient dossier number (Optional)
ARORIO1 Initial(s) first name: AME | T 24 AL Initial(s) first name: v
T 25 1 Iniials) family name
I\ #100% -

= =

b e— -

Tag Item Label / Field Type
(for Description e.g

office | (Integer) —
use only) numeric

value; T(Text)
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Appendix

Troubleshooting

ProMISe is an Internet Explorer-based application. It cannot be loaded in other browsers,
however the developers are working on compatibility with more browsers in the near future.

Configuration test

Proper functioning of the ProMISe application is dependent on some Internet Explorer
settings. Therefore, if you are working with ProMISe for the first time or you experience
technical problems, it is recommended to test (and adjust) the settings of your PC. To do this
click on the interactive browser configuration checker. The following page will appear

"IProMISe ProMISe setup and requirements tests

| Bun the Tests | | Show my IP number ‘ | Teat Scund |

|  Test  |status| Minimal Required Value Detected Value Information and Setup Instructions
- . g ] Chanqge the screen resolution and

Screen Resolution 1024 = 768 pixels Change IE zoom

Download Internet Explorer

Browser Type and Version Internet Explorer 8/10/11 Limited support |E& until 2017/01/01
browser
version [ Fix defauit IE7/IES mode
. - * clinicalresearch.nl / * lume.nl Add " clinicalresearch nl and * lumc.nl to your trusted
Trusted site Promise trusted Sites
IE Cache Size between 50Mb and 500Mb Mb Setup IE Cache
|IE Cache Refresh every start or every visit | Setup IE Cache
Fopup windows for weav.clinicalresearch.nl must be
Can open new window wwnw.clinicalresearch.nl not blocked allowed. Check any popup-blocker such as |E popup
blocker, the Google bar, the Yahoo toolbar, eic
. 3 e Allow macros and frust access to . ]
Excel 2016 macro security VBA praject Allow macros and trust access to VBA project
. I Allow macros and trust access to . ]
Excel 2013 macro security VBA project Allow macros and frust access to VBA project
- - . Allow macros and frust access to ” .
Excel 2010 macro security VBA praject Allow macros and frust access to VBA project
Excel 2007 macro security VA racros ana trust access to Allow macros and trust access to VBA project
. - = Allow macros and trust access to "
Excel 2003 macro security VBA projact Allow macros and trust access to VBA project
Windows Aute Update Be notified, and install updates li ILInsdlilt\ewlndo'.vs undates and conflgure automatic
Intel Core i3/i5/i7 or AMD Athlon 64, ||
Processor
cess =1GHz Speed GHz
Memory =1Gh Ghb
Windows Vista, Windows 7 |
Windows Version Windows 8 or Windows 8.1, Version
Windows 10 senvicepack|
Minimum: 256 kbps l—
iniEmetSrec Recommended: 1024 kbps kbps

Press the [Run the Tests] button.

When you [Run the Tests]. You will get an overview of the settings of your browser, indicating
possible problems and solutions:

“IProMISe ProMISe setup and requirements tests

| Run the Tests | | Show my IP number || Test Scund |
|  Test  |Status| Minimal Required Value Detected Value Information and Setup Instructions

. . — . Chanae the screen resolution and
Screen Resolution 1024 * 768 1440 =l pixels Chanas IE Zoom

me el @ DEAEESE A Download Internet Explorer

Browser Type and Version Internet Explorer 8/10/11 Limited support IES until 2017/01/01
browser |IE
version ,1_07 Fix default IE7/IES mode
= - * clinicalresearch.nl / *lumc.nl p—— Add * clinicalresearch.nl and *lumc.nl to your trusted
Trusted site Promise trusted Unknown sites
IE Cache Size & |between 50Mb and 500Mb Unknaown Mb Setup IE Cache
IE Cache Refresh & |every start or every visit |Unkr.9'r:n Setup IE Cache

- Popup windows for www.clinicalresearch.nl must be
Can open new window www_clinicalresearch.nl not blocked |2k allowed. Check any popup-blocker such as |E popup
blocker, the Google bar, the Yahoo toclbar, etc

The column 'Status' shows the status of that setting on your computer. The different figures
and colours indicate whether the setting is properly configured
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@ unacceptable|Your PC is not configured correctly or does not meet the requirements!

sufficient Sufficient to use the PraMISe system, but can be improved

Qﬁ normal Your PC is correctly configured and meets the requirement.

The setting could not be determined. Test this requirement manually with
? the Information and Setup instructions.

wf |unknown Remark: This could mean the soffware is not installed and the seffings
does not apply for your computer

If ProMISe does not start properly there are several things you can try to fix it:

Use an up-to-date version of Internet Explorer.

Add *.clinicalresearch.nl to the list of trusted websites.

Allow pop-ups of *.clinicalresearch.nl ***

Check your Internet Explorer settings as shown in the interactive browser configuration
checker

If you cannot log in with your username and password, or you experience any problems after
trying the above, please contact the Registry Helpdesk and give details of the error message
or provide a screenshot.

***|f you see a blank screen after logging in, check that pop-ups are allowed for
*.clinicalresearch.nl and that you do not have a pop-up blocker switched on.

How to Clear your Cache

Users may be instructed to clear their Internet Explorer cache in case of technical problems, or
if a major update to the program has been implemented:

Step one: Open the Delete Browsing History box by 1) clicking Ctrl-Shift-Del or 2) clicking the
gear in the top-right corner > Safety > Delete browsing history.

Step two: Be sure the box next to "Preserve Favorites website data" is unchecked. Conversely,

make sure the box next to "Temporary Internet files and website files" is checked. Then click
"delete" at the bottom.
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Security Issues

ProMISe is a web application so all information travels back and forth through web pages.

If the URL or address displayed at the top of the screen show https://, this shows that data
between the PC and ProMISe is secure. (You will also see a padlock symbol on the bottom
toolbar). Our secure server site uses state-of-the-art encryption to prevent anyone from
accessing your patient data online. When you log on, you'll be asked to provide us with your
personal username and password before you can view and access any individual patient data.

As technology is changing all the time, the designer will carry out security enhancements to
ensure it remains this way.

On request we can send you a summary from the ProMISe designer outlining the security
measures used in ProMISe. If you have specific questions, please send them to the ProMISe

Helpdesk.
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Glossary

DATA: Piece of information collected and formatted in a specific way

INDEX KEY: identifies Records in a Table. Usually in the EBMT database a date or a number
identifies the Record. For example 1999/05/05 [Transplant] or 2000/09/09 [Transplant] and
Donor 1 and Donor 2 help to identify multiple records of the same type.

FIELD: A location for a single piece of data in the database. (The columns of a Table)

ITEM NAME: abbreviation of a field in the database, for example PATSEX is the item name for
“Patient Sex”

LABELS: Each field has its own set of labels. For example the labels for field “Donor Sex” and
“Patient Sex” are: “male”, “female”, “unknown”

QUERY: A request for information from the database. Queries consist of questions presented
to the database in a predefined format

RECORD: in a relational database, records correspond to rows in each Table

TABLE: in arelational database, a pre-defined data structure that organises the information
about a single topic into rows and columns.
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ProMISe Helpdesk

Please contact the Helpdesk at the Central Registry Office if you have any questions,
comments or problems relating to ProMISe:

EBMT Central Registry Office
4™ Floor

Tabard House

Guy’s Hospital

Great Maze Pond

LONDON SE1 9RT

UK

Phone: (+44) (0) 20 7188 8409

Fax: (+44) (0) 20 7188 8411
E-mail: registryhelpdesk@ebmt.org
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