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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 data is
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 Iink contains full instructions and | inks fo
(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 torequest access. See fAPassword Accesso bel ow.

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: 07/01/2021 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)

(I'f you do not yet have a username, follow the instru
Accesso)

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 Reqgistry 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

General

+ Data Manager

CIC Patient Last modification  Centre uPN Date of birth ~ Sex Status  lastseen  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

Cata Entry

Editor




Version: 07/01/2021

With your mouse, click on any

In order to return to data entry go to Dataentryi | nd e x
already highlighted, and then
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of t he

(click

tabs pre
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.

on

sent

the ADat a
cl i c Highted). t he #fl

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 i Editor tab:

ndexo

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

AmowDn_| Next Record in Locator

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
Ctrl PaUp Scroll Screen to top Ctrl
Ctrl =< Decrease fontsize Cirl
ISpecific shortcuts
Enter Store Value and go to Next ltem Ctrl
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
Ctl | At | Pgup Previous Chapter | Ctrl | Alt | PgDn Next Chapter

At | AmowUp Previous Record in Locator Alt

At | PgUp Same-type previous in Locator At PgDn
ctrl i View madifications ctrl
Ctrl 2 View original values harizontal Ctrl
Ctrl 4 Evaluate all tests & warnings Cirl
ctrl 6 View original horizontally (as Ctrl-2) but each record now a separate table
Crl [¢] Prepare for Merge Cirl
Ctrl H Step 1 back in History Cl | Al
ctrl Backspace Step 1 item upwards Shift
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
cul | ALl C Show Clipboard cl | At LA View Trace
ctl | At | N Show Names ctl | At |V Hide Values Column

Same-type nextin Locator

H_|View History

ArrowDn_ Scroll Screen Downwards

PgDn

=

Enter

Home

Tab

Scroll Screen to bottom
Increase fontsize

Simulate click on current item

Save modifications
View original values vertical
Evaluate all tests

Go to first item

Step 1 item upwards

in

ent
t

a
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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 fASearch using Patterns in itemséo

-11 -
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Data Entry

Index

Data Manager

ProMISe Guide :

——>- |Build a Patient-index:

specify pattern #1

a item#2
3 ftem#3
al item#4

————»specify pattern #4.

a[Litem#5
al.tem#6
o ftem#7
ol ttem#s
o ftem#s

specify pattem #9

specify pattern #2

specify pattern #3

specify pattern #5
specify pattern #6
specify pattern #7

specify pattern #8.

Last n.iodiﬁcation...
%

Centre -i(.j;ehtivﬁcation fo...

Date of blrfh of the pat %

x of the patient...
Last survwal status..

.;-

Date of last follow up..

‘_ DlagnOSIs (last entered,...
D/o

Graft date (Iast entered...

Index: Search by Pattern

To search for a patient by date of birth for example, click ont h e

#06 indicated

above,

and enter the

-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 bel-:-wl

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 itemsofyourc hoi ce in ABuil d a Pa
indegXiGearch using Patterns in items...0. Click on the
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

——— 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:

- 14 -
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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 Iltem(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] T [Records].

-15 -
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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 thatNewheec ocrudr scorre altainodnsd ifn efli
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
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Example of note indicating new record creation:

bEicWS)iig's 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)

Index B=GliGl g Overview

LI Assessment(1) value label
clC 8003 2003 |
Fatient 12345680| 12345680
_ |Assessment date 2010004722 00:00 2010/04/22 {exact} ﬂ
’ ™ INote: Enter the date of HSC
2D1wuaf2n 00:00]] | |exact v 8| @
E1: "dm date for new record | 2
New record creation: Code EO: Index date for new record |
EQ: New record index: cytogenetics = (empty)
E2. New record !"de>=: !n.fect.& complications| 776 2010/08/20 00-D0-00 {current value)
E3: New record index: involvement 5010104722 # (this record)
E4: New record index. markers

Data entry help asses |
Mavigation field |

Events

In the Data Entry Editor you will see that each stored patient registration has a short

abbreviation on the right in the Record Locator (06Mai
etc). When the abbreviation belongs to the Diagnosis, Assessmentl or Treatment tables, this
abbreviation represents the AEventd that took place c
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)

-17 -
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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,
fiBusulfexd as a theaRe®otd Locator would correspond to a drug that the patient

received during their stem cell treat ment-ARn

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 i how can a new record b
created in Data Entry?

I n ProMI Se we have i mpl e me nntcaesd théexgcpdate is hanknoven dat es 0

when creating a new record for a patient (the example shows a Diagnosis date):

- Record Locator
— Patient [8003] 48

———— Diagn |2014/11/19 [Main indication diagnosis]
_ D Treat 2015/06/41 [H5CT]

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

D Assel 2015/06M1 [HSCT]

& Assel 2015106125 [Alive]

& Assel 2015/06126 [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

approxi mate date and specify Athis montho
available to you.

-18 -
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lSexofthe patient T Thale
New record creation

EaNote: Enter date of initial diagnosis for this subsequent transplant

|A- Index date for new record [[2014/11719 This month = 1
A Index code for new recornd : —
A Index date for new record
|=(emety) |

|(c urrent value)|

If you know only that the event took place in 2004 for example, we recommend that you enter
the1®*of the year, e.g. 2004/01/01 and select fAThis year

If you know only that the event took place in March 2000 for example, we recommend that you
enterthe1®of the month, e.g. 2000/ 03/ 01 appmodmasian] ect A Thi s

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 2002/01/01and sel ect AWi thin 5 year st
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:
AForm about to be edmaeirfarmationo this iemloh pagei28.

You can toggle dynamic filters on and off in menu Actions 1 Visibility i No DynFilters by
unmarking / marking the blue checkbox:
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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
[ di splay).

visible, number 0600

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

-20 -

_~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]




Version: 07/01/2021 ProMISe Guide : MED-AB

Example of a MED-B allograft without dynamic filters applied:

No. of hidden items:

No
l Disease

-specific
filter

A

A

DynFilters
Off

Form
filter
ignored

y 3

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,
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
transplanté. This results in good data andestsaves you
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
ACreating New Records 5Manually.. .0 on page

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 labelsetfort he questi on fADi sease Statuso is indicated
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