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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 Registries.

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, 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 2 you will need Internet Explorer, a reasonably fast processor and at
least 256 MB memory for MED-A; 512 MB for MED-B. You must also have access to a good
network 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 on http://www.ebmt.org/4Registry/registry4.html#requirements before trying
ProMISe. For convenience this web link contains an interactive browser checker, which
contains full instructions and | inks for updat
information is in the Appendix)

Password Access

ProMISe passwords are assigned by the EBMT Central Registry Office in London. (They are
separate from the general website password issued by the Secretariat in Barcelona.) 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). We despatch passwords by recorded mail on
receipt of your signed application form.

Downloading: access as Data Entry but data modification is disabled. Personal passwords are
assigned and despatched as above.

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.

Changing Your Promise password

You can change the Promise password you have been assigned to make it more memorable.
When in Promise, go to topic i Help i Current User & Password - Change Password.

ng

your

Cc


http://www.ebmt.org/4Registry/registry4.html#requirements
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Password Expiry

As an additional security measure, passwords are set to expire at regular intervals. If you log in
and receive an expiry warning, please continue to log in with your current password. When your
session is loading you will automatically be taken to the Change Password screen. (Depending
on Internet connection speed you may have to wait until the session has loaded then go to menu
Help i Current User & Password i Change Password.)

| Data Entry || Report || Export | |Ei|ter ||@—H§a‘:ﬁ’4

[B001] [City 1] —_——

EREE -

|- InFo & HELP

Ly How ProMIse worksl

i. #  Restart Session in current window sizeI Logon Username bmitgoo1s

—+IM955‘3995 Current [P 125.40 656
_*'I."-\cti\.'itt,I Participants

~ ICurrent Uzer and Password

Pazswword Expirstion | 20064 2531

l_" Lagon StatUSI “ou may change the password you used to logon to the current PromiZe project
1. B Change Easswordl
_+|5 e To change the password, fill in all three input boxes below and then press the [Change Passwoaord] button
Current Pazsword I
ithe password you started your cument session with)
Hew Pazzword I I
Confirm newy passyword I I
Change Password ] [ Clear Screen ]

Apassword must ...
# be at least 8 characters long
# gontain UPPER and lowercase characters
#* contain one or more digits
#* contain 3 special character like | @ § §etc

Choose a new password following the on-screen instructions. (Make a note of your new
password for future reference). To continue you will be prompted to restart your session.
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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.

Go to http://www.ebmt.org/4Registry/registry4.html#demo

Select the option fiDe mo-downdis ofeessionfypes.iihetphoeedudaio p
automatic, you do not need to enter any passwords to access a demo. In Demo mode the default
scope will be [MED-A: All diseases and MED-B all malignancies except CLL]. If you like, you can
select a different session, [MED-A: Only..] for example, if you want to try the demo for MED-A
data entry only. To begin your Demo session click on [START SESSION]. Once you arein a
demo session it is possible to enter fake data and generate fake reports.

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 may not be correct. Please contact the ProMISe Helpdesk if
you experience problems.



http://www.ebmt.org/4Registry/registry4.html#demo
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Entering Your Database

To enter data directly into the MED-AB project you should first contact the EBMT Central
Registry Office Helpdesk to request access (password restricted).

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 fulfils the hardware requirements and that you have the
correct security settings in Internet Explorer. More information is available on
http://www.ebmt.org/4Reqistry/registry4.html#reguirements

ProMISe is located on the EBMT web site [http://www.ebmt.org]. The direct link to Promise 2 is:

https://www2.clinicalresearch.nl/PROMISE/T/HEIT/T_ O EBMT C NEW MEDAB /LOGON/INDEX.
HEI

You can add this link to Favourites in Internet Explorer. If you experience problems with the
bookmark please try the following links to access it manually from the homepage www.ebmt.org:

- Registry
- ProMISe: MED-AB
- Start ProMISe 2 Project: MED-AB

At the logon stage, thereisapull-d own menu fiScope of this Sessiono which
possibility of accessing sub-sections of the MED-AB project. The aim of this menu is to decrease

the number of objects that must be uploaded into your computer at logon, thus reducing the

amount of memory needed by your browser, and speeding ProMISe during its operation.

The default menu Med-A: All diseases --- Med-B: All malignancies except CLL and CPL
allows registration of Med-A for all diseases and of Med-B for most malignancies. It does not
allow Med-B registration for CLL, CPL or any type of non malignant disorder.

If you enter MED-A only, please select Med-A Only: All diseases + MED-A Appendix

To access CLL, CPL, non malignancies or any other single session, you can select those

diseases individually. ProMISe will only upload the items necessary to enter data or do reports

on specific di sdBbkympho(mag: MMEDBpl| astic anaemiaod, etc.). Y
select several individual sessions simultaneously by using the Ctrl key to highlight the sessions

of your choice.

Note that once you have logged on with any individual options, if you want to do something
which was not covered by the option you selected, you must log out and log on again to
proceed.

Once you have selected the type of session required, enter your username and password exactly
as shown on your letter. 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 may not be correct. Please contact the ProMISe Helpdesk if
you experience problems.



https://www2.clinicalresearch.nl/PROMISE/T/HEIT/T_O_EBMT_C_NEW_MEDAB_/LOGON/INDEX.HEI
https://www2.clinicalresearch.nl/PROMISE/T/HEIT/T_O_EBMT_C_NEW_MEDAB_/LOGON/INDEX.HEI
http://www.ebmt.org/
mailto:shelley.hewerdine@kcl.ac.uk
http://www.ebmt.org/4Registry/registry4.html#requirements
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ActiveX

During logon you may receive a message regarding ActiveX. Currently this is used to help

i mprove speed and to enabl e téngparariysévedatado yaunlecqale you can
computer in case of connection problems. (Further information on snapshots is available on

page 31)

Please use this link for instructions on how to enable ActiveX:
https://www2.clinicalresearch.nl/PROMISE/T/HEIT/GENERIC/CHECK/ActiveX.htm



https://www2.clinicalresearch.nl/PROMISE/T/HEIT/GENERIC/CHECK/ActiveX.htm
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After you have logged in

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

=)

2 MEDAB[NEW][EBMT][User: promise1275][CIC: B003(9)] demo only [Med-A: ALl diseases] - Microsoft Internet Explorer

[a003] [City 2] =
R
Lbih'e"t Data Manager B~ Create/Load Patient-record | ( Link to History
L+ IBuild tndex: search for . W Paticnt st mosificatio. WWWP&IE of ... Patient D inco...|  Diagnosi.. | [Grafl date. .
1873| 20060124 09:31 B4 195510102 Male 1305/03/03 Lymphoma B
9 5732| 20051003 16:03 MY¥1003 f 5555 18740507 Male 20030416 Plasma cell 200303413
9 S734| 2005M09/22 14.07 998 187211401 Male 20030808 AL
) 5735| 200803101 11:47 110 187310101 Male 200302/02 Al
) S736| 2008/01/31 11:05 270 1876MGI03 Male 200610125 Acute leukaemia 20050611
8 S737| 200680301 11:38 248 195303725 Male 200505105 Chronic leukaemia 200502101
m 103) 20060301 1634 18550505 Male 189101101 MWDz
&0 104) 20040311 12:42 2 196666  Female 1991/08/08 Solid tumnour
&0 105) 20060303 21:12 3 18770707 Male 1893/10/10 CPL
&0 06| 2006/01/20 12:38 o 18540404 Male 20030404 Solid tumour
&0 07| 20060118 1513 456987 19570203 Male 200104111 B6 200410002
&0 108) 200402726 16:25 12345 1960/0101 Male 200212720 MDS
&001 109) 20060201 13:47 40001 1986/01M2 Female 2006/01/25 Al
&001 110) 2005M10/23 20:24 2 1954/04/04  Femalz 1993/0942 Plazma cel
&001 G71) 2005/08/25 1333 Al
&S00 B72| 200501 /25 15:43 85 333 trpl 2) 195502002 Male 200501725 Al
&S00 873| 200501107 07:39 830 1960M2M5  Female 1509/09/09 AbL 2000/07HE
&0 B74| 20060115 15:53 25 1954M119  Female 1809/08/03 Lymphoma
&0 B75| 20040301 17:06 25 19541119 Female Lymphoma v
Mark ﬁw any ertry in this INDEX; then load that case into Data-Editor or Status Report
@‘I User is resizing window ko 1012%677 E & Trusted sites

+5 Start

Report Export Help Filter

[E003] [City 2]

| Editor |IFRERTEE

o T TR oo o A e
3

[ | 800 City 1 [TC1] BOVERA :
Patiert | 107 107 UPN (B8 456057

Patient data 3 I I YT

. - kecord Locator
Form about to be enterec 1 MED-A First report > ] _'I i
Arg you adding MED-B tems to & araft registered with MED-A7 i [ AT
Ta which registered transplart (number) are you adding tems? @ riagn 13930502 Phain, graft i
For subsequent transplant. same diagnosis? Dasse1 15990502 [Main, graft c
For subszequent transplant same centre? Dasse1 20010204 [Transplart]
For subsecuent transplant. same Lnit or team’?

aAssel 200120481 [Staging]

Centre identification for last transplant _'I D Treat 20041002 [Transplant]

Mame of unit or team @oonor

Type of unit o tesm Dasse1 20040002 [Main, graft c

Cortact perzon helen helen L= | D Treat 20060101 [Transplart]

Area code [ T—

gze D; ::e I‘I SS“ttr’BpDI:t1 200401012 200401112 s, ETTITI] Mransplart]
& of the last repol

Patiert asked to consent to deta submission? 2 Yes Dasset 20060401 [Hie]

|z this & non-transplant registration? 1 Mo transplant reg.)

Registration to be zent to CIBMTR? 1 Mo

IUBMID (only If data is ta be sent to CIBMTR) _-Iehapters & sections

Patient in nat §international study 7 trial 1 Mo _*IID and admin

LPM 456957 456957 B |- [atient dats

Initiis] first name K K Farm information

Initiai:=) faily riame D b Patient information

Date of hirth of the patient 195702003 195702103 K Feeer) @reeEn

Sex of the patient 1 Male _+|Ethnicitn,l

A Index date for new record | —+|0”tc°me

A Index code for nesw record | _+|Management

+ D ata entry support
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On the top left hand corner of the screen there are a series of tabs

Drata Entry || Report || Export || Help ||

These tabs indicate the main modules of ProMISe.

Below these tabs, there is another series of secondary tabs

[y |

Seind| List || Status |[ Table ][ cRF]

| z2:Records || 3:centers || 4:output |

With your mouse, c¢lick on any of the tabs present in the
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 proceed to data entry go to Dataentryil ndex (click on the fAData entryo
already highlighted, and tihnetrelreadyiightighted) t he fAl ndexo tab

Font size

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

Pz

-10 -
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Keyboard Shortcuts

g
o

Shiowy this page with shortcuts

Ctrl Arroyylp | Scroll Soreen Upswards Ctrl I Arroveln |Scru:ull Screen Doverveards

Polp Scroll Screen to top Cirl | PoDn |Scru:ull Screen to bottam

Open all Tree structures Cirl | - |Cluse all Tree structures

_ o |
_Arowp |
on| e |
]
= |

Decreaze fartzsize Ctrl | = |Increase fortsize

cific shorcuts

_eter |

Erter Store fem Walue and continue to Kext tem

Tak On walue input =Enter; otherwize: goto 12t item in Section

Cirl Tak Store tem Value and continue tao Mext Recard with Same tem
ﬂlﬂ Arrovvlp | Previous Section Cirl | Al | ArroeDn |Ne>d Section
Ctrl ﬂ Pgla Previous Chapter Ctrl | Alt | Paln |Ne>d Chapter
ﬂ Arrowvlp |Previous Record in Locatar il ArroveDn |Mext Record in Locator
ﬂ Poglp Same-type previous in Locatar ﬂl PoDn |Same-t':.r'pe next in Locator
Cirl 1 Wigsy modifications Ctrl | s |Save modifications
Ctrl “iewy ariginal walues horizontal Ctrl | 3 |View criginal values vertical
Evaluate all tests & warnings Ctrl | 5 |E\-'aluate all tests

Q

Prepare for Merge Ctrl I Home |Go to first temn

Step 1 back in History Cirl | Al | H |View Hiztory

B

Backspace | Step 1 tem upwards Shift | Tak |Step1 itemn upwards

9

g
w

“iewy ariginal in template (if defined by current Report)

LR

Reload entire caze bazed on most recent modificstion in current CIC=3001

Showy Clipkoard

Switches to Topichindawy (underlined char) mataEntr'f, ﬂspoﬂ, ﬂ etc

P Convert page to Printer and other applications

ching sh
ol |
i ) |

Cirl .-’-\rll ] Toggle generic Message windowe onioff

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):

2

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

-11 -
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Data Entry

How to find and load a registered patient in Data Entry

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

| Repart ” Export ” Help ” Filter |‘%‘A‘H ‘[ﬁﬂ (3 H
%

[8003] [City 2] Ee——

[pending
EE changes

—'b:‘i:"t Data Manager B~ Cresteload Patient-record Link to Histary
luiivb Load inte Data-EditoEI W Patient... PR WWWF&HEM IDvin ca.. I Disgrosi... Fraﬂ date...
[+ Jstatus report 1975 64 19550102 Male 180910909 Lymphoma
B g 5732 WAOD3 /5555 19740507 Male 20030406 Plazma cell disorders 20030318
> [Getall cases (refresh)] a 5734 995 197211101 Male 2003/05/08 ML
> Findcases withthiztemt| [ q 5735 110 197801 M htale A0N3AT202 AML
> [s=arch by Record Filta] a 5736) 270 197BI0G03  Male 2006101125 Acute leukaemia 200506411
Ltlsearch using Pattems in itams... ] 5737} 248 1953/0325 Male 200605104 Chronic leukaemmia 200502001
thindes Layoue 103 1855105105 Wale 199150101 Myeladisplastic syndrome
5001 104 2 19660606 Female 1991/0505 Solid tumour (not Breast)
3001 105 3197707007 Male 19924040 cPL
5001 108| 5195404104 Male 20030404 Solid tumour (not Bresst)
Right-click with a0 107 45B9AT 195TM2M3  Male 200B04M1 Myelodisplastic syndrome 200601 101
your mouse to o™ Ti001 108 12345 196001/ Male 200242120 Myelodisplastic syndrome
load a single 8001 109) 40001 1956M1A12  Female 20080330 AL
patient form in 3001 11| 2 1954104104 Female 1092/09/2 Plasma cell disorders
one CliCk G001 a71 AL
3001 73] 85333 (trpl 2) 19550202 Male 200501128 ML
5001 873 830 19601215  Female 1802/09/09 AML 200000716
5001 a74| 25 19541119 Female 1809/09/109 Lymphama
5001 75| 25 19241118 Femals Lymphoma

The Data Entry Index is sorted by the Database ID 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. Note that all the usual window
actions are available in the Promise program. To save scrolling through a long index you can
press [Ctrl-F] to Find.

To load a patient located in the index, either right-click your mouse on the patient number, or
press [Load into Data-Editor] after marking it.

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

;Il:reate {or load) a Patient ...

CIC (I m

Patient

1! B Create new F‘atienﬂ
il_l- Load existing F‘atienﬂ

You can also search for a patient by creating a pattern filter. Click on Build a Patient-index and
open fol deusin®gaPatht erns in itemséo

-12 -
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1ata Entry | Report || Export ” Help || Filter

[B001] [City 1]

| Editor ][ overview |

i batient Data Manager

- huild a Patent-index:

. B GSet all cases I:refreshjl

. ¥ Find cases with this te:—:t:”

. ¥  Search by Record FiIterI

_'ISearch using Patterns in items..,

h Search using patterns bel-:-wl

B it=m #ll Last modification..,
specify pattern #1 _

D rem =2

specify pattern #2

a ite #BI

—_

—

—

irth of the pat..

specify pattern #3

3 ite i #4'

specify pattern #4

a item #SI

specify pattern #5

3 ite i #E-I

specify pattern #&

a item #?I

specify pattern #7

3 ite i #BI

specify pattern #2

A

Index: Search by Pattern
To search for a patient by date of birth for ex
#6 indicated above, and enter the date in the E

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

Click specify pattern #3 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
[Search Using Patterns below] button.

After the Index results have loaded (when the central tab in the Index reads [Found Cases n=?])
,you can load the individual patient into the Data Entry Editor in the usual way 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:

- batient Data Manager
- }-lruudi’l:gI
il ¥ Load into Data-Editan
;hepurl: qﬂ""]
To restore your original index after carrying out a Search, or after entering a new patient select
[Get all cases (refresh)]

-13-
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B> Gt

ent-index:
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all cases l{refresh*

B > Find

cases with this text:l |

ll_g- Sea

rch by Record Filterl

Choose Other Items for Search

A selection of default items to search on has been pre-programmed by the designer. However,
at any time with

you can
indéxi®cea
example item #1:

B itern #1|

specify paEt

replace this selecti

rch using Patterns

ern #1 _

on
n

it ems.

u wish to€hange kfor o n

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.

Choose ALL itermns for pattern matching, then ...
Accept Selection

-

Form about to be entered

Are you adding MED-B itermns to a graf...
Tao which reaistered transplant {numb...
For subseguent transplant: same dia..

For subsegquent transplant: same cen...
For subsequent transplant: sarme uni..

Patient infarmation
Centre identification far last trans. ..

Nams@ unit or team
Type of unit or team
Contact person

Area code

Date of report

Patient asked to consent to data sub...

Is this a non-transplant registratio...
Registration to be sent to CIBMTR?
IUBMID {only if data is to be sent t..,
Patient in nat / international study. .,
PN

Patient dossier number

Initial(s) first name

Initial{s) family name

Date of birth of the patient

Sex

Patient ABD blood group

B ™ |~ || - O |

b

£

You can search on your new item in the corresponding specify pattern #

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

- 14 -
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;IBuiId a Patient-index:
Get all cases {refresh}l

144

Search by Record FiIter‘I

[

- |=earch using Patterns in items...

Find cases with this text:l I

h Search using patterns I:uelu:uwl

D item #1I

specify pattern #1

D itern #2'

specify pattern #2

i itern #SI

specify pattern #3

B item #4|

specify pattern #4

B item #SI
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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 this selection. More examples
on record filters are shown in the Record Filters document:

http://www.ebmt.org/4Reqistry/reqistry4.

html#manual
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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. This is a major change from the
old structure in which all the data, with the exception of the follow up information, was stored in
one single table.

It is recommended that for a better understanding of the navigation involved in entering data,

you read the document fAThe EBMT rel ational databaseo avali
http://www.ebmt.org/4Registry/Registry docs/ProMISe%20Docs/THE%20EBMT%20RELATIONAL

%20DATABASE .pdf

The basic (MED-A only) database structure contains 4-5 main tables, namely:

patet

Diagnosis

Treatment

(Allos only)

sment(1)
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This simplified chart shows how the main tables relate to each other in the database structure:

Team X

l

Patient 22

Time

Diagnosis 1 Patient 22

Treatment 1 Patient 22

Assessment 1 Patient 22

Assessment 2 Patient 22

Diagnosis 2 Patient 22 Treatment 2 Patient 22

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 | ands in what
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.

Example of note indicating new record creation:

I Diagn

Jiaghosis value abe Create || MEDAORE ME
CIC [ B001 City1 [TCA] new record | | BOVERa n
Patient | 7rrTTr TvIEET LN @3 3

|

Diagnosis date

[? DATPATED [CICRT

= ;IRe_cord Locator ‘!

v
B: Record ID
= (empty) The date vou enter here will
(eurrert value) be used to create a naw record
197740707 # (this recard) with that date as the indesx.

The screen may go blankfor a
few seconds

scoept [Tak] || Cancel [Esc] | Stop [Cri-End]]
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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 (o6Main,
When the abbreviation belongs to the Diagnosis, Assessmentl or Treatment tables, this

abbreviation represents the fAEvento that took place on t|
the data. The events are listed below

| Code | Label

Main indication diagnosis
Non graft treatment

Alive

3 Collection

Worst disease status
P staging

HSCT

EE Vyelosuppression
EN GHD
Relapse/progression
Dead

Study entry
Complication

Complete remission
Other, non indication diagnosis
DLI

Cell Therapy (non HSCT/DLI)

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, fiadriamycineo as a | abel i
would correspond to a drug that the patient received during their stem cell

treatment on a certain date (evetAB: AHSCTO0) in the MED
_'IRecnrd Locator ﬂu 25

_'IPatient [8001] 2061
.Diagn 1996/04/16 [Main indication diagnosis]

_'IJASSE]. 1596/04/16 [Main indication diagnosis]
Invel Modes below diaphragm
Inval Mediastinum
Invel Modes above diaphragm
Inwal Liver
Invel Spleen
Inwval Other involvement 2

_'I JTFEEt 1996/04/17 [Mon graft treatment]
@ Drug ChIvFF
JASSEL 1586/ 120 [Complete remission]
JASSEL 2004/04/16 [Relapse/progression]
_'I JTFEEt 2004/05/05 [Mon graft treatment]
@0rug rEVD
_‘I-)Treat 20041214 [Collection]
.Drug Cyclophosphamide
@0 GcsF
> |- | @ Trest 200501720 sCT]
. Cirug Adriamycine_
@ orug sRac
@ 0rug Bonu
. Dirug Etoposide
. Cirug Melphalan
Jcells PB collected
JBcells PR infused
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Dates

As you can see in the Record Locator, all 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 be created in Data
Entry?

In ProMI Se 2 we have implemented fiapproxi mate dateso in
when creating a new record for a patient (the example shows an Assessment date i the date of
last contact in a MED-A follow up):

T Gempty)
! ftoday)
[eument walue]

nknown

Aocept [Tab) I Cancel [Esc] IStl:-p [l:“trI-En-:I]I

If you are unsure of the exact date, please give your best estimate, for example enter the
approxi mate date and ormefttibfiys Axarsdo mbegehrddi ng on the i nfoc
to you.

If you know only that the event took place in 2004 for example, we recommend that you enter a
mid-year date e.g. 2004/06/ 15 and select AThis yearo as th

If you know only that the event took place in March 2000 for example, we recommend that you
enteramid-mont h date e.g. 2000/03/15 and select AThis montho

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 2002/06/15 and select A

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.
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Item Filters during Data Entry

| Drata Entry || Report || Export || Help ||

ProMISe Guide : MED-AB

Item filters in ProMISe 2 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 filtered. 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.

Due to dynamic properties, it is no longer necessary to manually apply an item filter as it was in
the previous ProMISe version. 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, or day 100 (first report) or follow up, you must always fill the first
guestion
this item on page 25.

n

t he

Data Entry

Editor:

nd More inforadtionuon

You can toggle dynamic filters on and off in menu Actions 1 Visibility T No DynFilters by
unmarking / marking the blue checkbox:

_'I.H.ttinns
_'I'w.-'isil:-ilit',I

Apply Itam Filtar

Ma DynFilters
Show Mames

Recloc atlul=2

Keep Chp2Sec closed
ReclLoc 100% wisible

CIC I IC Tl ]

;ICancel,Change,Delete...

;ICIipE-nard

Alternatively you can simply click on Hidden Items to toggle these filters on and off:

"4 odifications

aved data

=

% 4H O, |
pending
lm' = |Em changes

Hiclden items: (e
f-.
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Example of a MED-B lymphoma with dynamic filters applied:

No. of hidden items

& https:fhwww?. clinicalresearch. nlf - MEDAB[NEW][EBMT][User: bmtﬂﬂms][CIC B001(9)] - Windows Inter (et Explorer

Data Entry Report || Export || Help || Eilter | Manage
[600] [City_1] .

- | - Disease-
= ranges [sentonk spoeific
eI Diagnosis Create Form about to be... HSCT MED-# registration PV filt

cic I 8001 City_1 [TC1] Sl e you sading M. - nul + lter
Patient 1483 1483 UFN 210502
Diagnosis date |2002/0815 200200515 [7 Date of birth of .. (@(® 194710817
al
r s I al [ JRecord Locatar 3 F
Histolegical grading | 22 H @ —_Ipa‘iE"t [B001] 1483 \ . orm
Stage | >] @ oizgn 200200513 Main indication disgnosis] filter
|- |actions Dazsa1 20050802 HECT]
izibility @ Treat 20050815 [H5CT]
Apply Item Filter il D Treat 200511102 [HECT]
Mo DynFilters [ 544103 H5CT]
ihu‘: NamTSI . E Dassel 200511130 (Alive] Dyn Filters
ecloc at lvl=,
Keep ChpBSec closed [ Dasse1 20061415 [Alive] On
Recloc 100% visible [ |
History always visible [ |
Trace always visible [ ] _'I'Chal"iE'5 & Sections
_*ICanceI,Change,Delete.‘. +IDiagnosis identification & administr
_+|CIich|ard _'IDiagnosis record qualifier {manuzl)
Date precision
Example of a MED-B lymphoma without dynamic filters applied:
No. of hidden items: 0
.
& https:/hwww?2.clinicalresearch. nlf - MEDAB[NEW][EBMT][User: bmt0001s][CIC: 8001(2)] - Windoy s Internet Explorer. = |[E][&] No
12 - — - .
- =7 " - Resume with the first item in th, Disease-
Data Ei R rt Export || Hel Eilt: M
L) = 252 [ SLEr | =t s ent section. DY Pressing 1awo {ur f
[BO0] [City_1] L c S_peCI IC
filter
p— Farm sbout 1o be... HECT MED-A ragistration P
e T (e ‘
atien .
Diagnosiz date 2002/05/15 2002/05/15 f__l. [? Date of birth of... (B 13470217 F
. orm
r s | 2L [~ IRecord Locator 3 _
THM: Tumour H _'Ipa:iem: [8001] 1483 f| Iter
TNM: Nodes H .Diagn 2002/05/15 [Main indication diagnosis] |g no I’ed
TNM: Metastases [~ lactions Bassel 200508002 [HECT]
:;mlc'g'ca' grading 22 - Jvisibility B Tr=at 20050815 [HSCT]
age Apply Item Filt ] D
= pply Item Filter Treat 2005/11/03 [HSCT]
Stage A or B (Samon & Durie) No DynFilters | = S -
Systemic symptoms S 0 bl U DynFi Iters
Hiztological subclazsification — — D Bazsel 20051130 [Alive] Off
eclLoc at Ivi=,
————— Dasset 2006001115 [Alive]
Estrogen receptor status eep Lhphoec c_ u.s D
Estrogen receptor values RecLoc 1009 visible [ ]
Progesterone receptor status History always visible D - I )
Progesterone receptor values Trace always visible [ ] =TI
Axillary lymphnodes: number involved| ;I::ancel,change,nela:e... + IDiagnosis idantification & administr
Axillary lymphnodes: number izolated LICIipBuard _'IDlagnosls record qualifier (manual)
SBR for breast carcinoma Date precision

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, alwayscheck first that the ANo Dynfil
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 30) This will ensure that all

items have been fill ed, and calcul ationst areamapkeafhbd. aui
This results in good data and saves you being contacted in future with requests for missing

data.
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