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Implementation of trials and observational studies
a biostatistician’s perspective

e During the intellectual design of a study “1”, the responsible
researcher, have already established....
* The methodology of the study
* The required content of the Case Record Forms
* The intended statistical (interim) analyses
* The logistics and logic of the study
* The data structure for data storage

e So the same knowledge is used ...

* to write down the protocol; to describe the logistics of the study; to
create the coding forms; to write patient information.....

e Moreover ...
* I buy a text editor: I do not create my own one!
* T use the same text editor for any project
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Implementation of trials and observational studies

a biostatistician’s perspective

e If this is so logical, then why...

X
X
X

Do I have to write all definitions first in the protocol
Do I have to write down again all definitions as coding forms

Do I have to write down once more all definitions as SPSS syntax
for analysis

Do I have to type in all definitions again to define a data base
structure

Do I run into trouble if the data base structure turns out not to
correspond with the intended analysis structure

Do clinicians and statisticians alike program their complete data
entry and retrieval system again and again for each trial or
registration study they undertake

Do researchers waste their time on technical issues while there are
SO many more interesting tasks to perform?
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Implementation of long-term registration projects
a biostatistician’s perspective

e Data management should be an integral part of the methodology of clinical
studies and hence belongs to the domain of biostatistics

e Design decisions should be made while seeking a compromise between the
re%uirements from the domain of IT, clinical research, data management
and statistics

* “Flexibility” is a keyword for clinical reseachers designing and establishing long
term (inter)national registries

* “Quality” and “"Transparency” are keywords for data managers and research
nurses

* “Security” and “"Portability” are keywords for IT people
* “Ease-of-use” and “Accessibility” are keywords for physicians using the data

* “Efficiency” and "Standardization” are keywords for a biostatistician who is
involved in many studies at the same time ...
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Implementation of long-term registration projects
a biostatistician’s perspective

e Generic data management software must be ...

* Flexible

e Study coordinator must be able to follow scientific developments and
dynamically modify the system in any respect without technical
support

e The software must be able to follow relevant software developments
* Efficient

e Study coordinators, data managers and research nurses must be
able to manage the system in an intuitive way

e There should be no local copies of software and/or data bases

o WWW access should be the normal way of data input/output
* Cost-effective

e The design of a particular project should take little time

e The structure should automatically balance the requirements for
ease-of-data input and ease-of-analysis, both faithful to the protocol

e All projects must benefit from developments triggered by others
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Implementation of trials and observational studies
a biostatistician’s perspective

. MiSe
This is what pro is all about:
e one central core to contain the clinical definitions, the Dictionary of a study

e one central core to contain all data collected

e centralized generation of paper and electronic coding forms as a reflection
of the current Dictionary

e structural design that pays attention to the way the data should be checked
and analyzed

e one piece of software to run an infinite number of studies in the same way

e an open architecture which allows (and supports) export of Dictionary and
Data to any other format or computer program and integration with local data
management
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Implementation of long-term registration projects

permanent registration of blood and
marrow transplantations in Europe

* central data base
e Clinical design: Working Parties, coordinated
e data base design: London Office/Leiden Office
e data entry: paper; conversion; WWW pages
* size
e 600 centers; 12 disease-registries; 6 national registries

e >20 years; >230000 patients; >450000 treatments;>1000000
assessments; >1500 items;
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Implementation of long-term registration projects

Example: EBMT

e |ogistics of data flow in Europe: support
e Central Office (London)
— coordination; helpdesk; conversions; trials
e Disease Registries (Leiden,Paris,...)
— data managers, statisticians
e National Registries (Leiden,Genova,Roma,Basel,Innsbruck..)
— data managers

e Central data base (Leiden)
— Information scientist, statistician
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Secure Data Flow in Europe

Centres report in MEGA-file or to Central Data Office

..
#7 ¥
E i 3 Research Support Office

s ¥*¥ Design + European MEGA file

( via ‘a.ltomatec_il data trmﬁn!cm\aﬂsim

direct editing in MEGA file

( new ID in MEGA + redistribution to Registries

*4*4* Central Data Office
ﬁ Collects Paper forms + Direct Entry of
ok MEDAiInMEGAfile

Disease Registries {Leiden, Huddinge,
Genova, London,...)
Direct Entry in MEGA file + Analysis

National Registries {(Leicden, Rome,...)
Collection within Country + Direct Entry in
MEGA file

. o

= a
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2 Centr%

L ==-Bata Entry + Export to MEGATlg
PAPER FORMS —
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ia (automated) data t ort/conversion Secure Data Flow in Europe

Centres with a National Registry have two options:
[1] report in MEGA-Hfile via Internet
[2] to National Registry

ting in MEGA file

new ID while entering in MEGA by Nat.Reg. X
- r-l ¥§
**¥*¥ Research Support Office
Design + European MEGA file
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Secure Data Flow in Europe

Registries always up-to-date extracting from European Mega File

v

.1
#7 ¥y
* *

*«k ‘*** Research Support Office
London: ELropean MEGAfile

combine patients on disease criteria
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Implementation of long-term registration projects: general structure

Project Design

Other Web

- appllcat|ons

--------------

SQL

Clinical Data

Jaubisaq 3ofloid

Firew
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proM'se
Purpose

e ProMISe was conceived to ...

* be a generic tool to Design and Manage single/multi center
clinical research projects: both observational studies
(registries) and experimental studies (prospective trials)

* provide an information storage and retrieval system using
the Internet Explorer (IE6.x;7.x) browser over a (secure)
internet connection

* to allow a single person (not being an information scientist)
to manage an entire project (design as well as logistics)

* to allow all projects to be dynamically modifiable and
extendable during their life cycles, incorporating new
scientific developments or the need for more in-depth
information
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Design

Studies are physically implemented at the Department of
Medical Statistics of the Leiden University Medical Center in a
highly secure environment

The Design of a project is integrated into the web application,
allowing the Designer to change any aspect of the project from
any location on the Internet

Tools are included to maintain the structure of the prolject, the
data bases, log files and user access authorization tables

The number of studies (projects) is unlimited

Tools are included to “link” proijects in @ Publisher-Subscriber
relationship enabling sharing of scientific data among
independent organizations

Projects can also contain membership information on centers,
departments and persons involved as well as their roles in
specific projects (mainly clinical trials)
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proM'se

Data base system: SQL-Server

e Data are stored in a relational data base system in SQL-Server
e Every project has its own data base
e The current Servers at the Department of Medical Statistics:

X

* KX X K
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Win2000 advanced server, 8000 Mb memory, 8 CPU’s, 14*32 Gigabyte
RAID-controller

Win2005 advanced server, 4000 Mb memory, 4 dual core CPU’s, 14*32
Gigabyte RAID-controller

HTML generating ISAPI DLL by Heitml, Germany
Interactive Graphics by R-Charts

Microsoft IIS with Thawte Security Signature
Microsoft SQL-Server 2000/2005
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<2 MAIN ENTRY TO PROJECT MEDAB - Microsoft Internet Explorer -8 X

Privacy & Security

K

Eile Edit Wiew Favorites Tools Help

QBack v & ~ [ &) | P Search “<Favorites € | (0¥ & br i ® &
Address [£) hiips: /fwww clinicalresearch.nl PROMISE/T/HEIT/T_O_EBMT_C_NEW_MEDAB_{LOGON/INDEX HEI#SETUP ~| B6o |Links »
Googler ﬂ\ Clsearch + & ||@Popups ckay | % Check ~ S Autolink ~ ClALkoRl Bdoptions & @~

e
A

el

ie) ‘
ir

’I’O m LISEMAme

- wersion 2.2,02 passwaord

Scope of this session

MEDAB

Med-A: All diseases

Type of this Session

Data Reports anly
Predesigned Reports
DEMO =ession

Med-A: All diseases -— Med-B: All malignancies except CLL and CPL
Med-AB: Acute leukaemia (AML, ALL, etc )
Med-AB: All diseases

Management Message

The default scope of the session is; = Hidl
Med-A: All diseases --- Med-B: All malignancies exceptCLLand |. .|
CPL

Thiz session allows registration of Med-A for all diseases and aof
Med-B for most malignancies. It does net allow Med-B registration |5 -
for CLL, CPL ar any type of hon malighant disorder

Other sessians are:
Med-A: All diseases registration of any disease but anly with Med-A

Med-AB: All diseases Med-B registration of any disease for which
there are Med-B forms; Med-A registration for any disease. Contains
the whole database

Med-AB: {single disease} Med-E ar -A registration of that disease

Change the scope by selecting sessions in the pull dowh menu.
You can select one or any comkination simultaneously ﬂj

A

Applet Applet_Init started

B[ | 3B @ Trusted sites | 4
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The logon screen is typically

reached by a link on the website of
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proM'se
User interface

e ProMISe contains a set of dynamic HTML forms, computed in
real time and automatically reflecting the underlying structure
of the project and any user preferences

e Extensive dynamic help file support during data entry

e No local software or Active-X components involved *

* Active-X is however required for very special applications like
e “save-to-local-disk”
e “read from external application (HIS)"
e “decryption/encryption to/from local applications”

e The design minimizes data traffic over Internet at the expense
of heavy use of the local PC in terms of processor load and
memory requirements
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Heidelberg, 2007/01/29

Efficiency

Only one software copy exists on a server and any updates
take effect immediately in all projects and all centers

No programming is involved in the design and maintenance of
a project: data bases with structural information are
continuously queried to generate the user interface
dynamically

Support for “Publisher-Subscriber” sharing of data &
definitions between scientific organizations is built into the
design

Support for separate projects containing members of
organisations and their roles within studies / clinical trials

Support for central storage of definitions of items or even
entire scoring systems (QoL etc)

EEEEEEEE
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Cost-effectiveness

e Development of an entire Internet data management system
IS reduced to days or weeks of (clinical) specifications instead
of many months of programming labor

o All aspects of the electronic CRF’s can be modified during the
study without jeopardizing the integrity of the data

e Software improvements/additions created for (or paid by) one
project become available to all users of all projects
instantaneously!

e Conversion from regular SPSS files to full-blown relational
data base structure built into the system
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Integration

e ProMISe can also be used as an information retrieval-only
system for centers if the choice has been made to enter new
data only in the central study center

e QOrganizations can independently build their own websites
which can display data interactively requested from a
protected ProMISe project (for example statistical data for
patient information sites)

e Support for browser-independent standard web interface for
patient questionaires, immediate SAE and SUSAR reporting

e Fully automatic e-mail and fax integration
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Application

Any clinical study that can be conducted using standard

paper Case Report Forms (CRF’s), can also be realized within
the ProMISe framework

Since only standard SQL-Server tables are used, already
existing data can be converted to ProMISe easily after
creating the appropriate structure

If properly constructed, SPSS files can be integrally
converted to a full-blown ProMISe project in an hour

Users can download their own private MS-Access data bases
or Excel files for local data analysis or connection to other

local data base systems: open structure with well-defined
conversion interfaces

EEEEEEEE
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Console  Window  Help H DS HE|

ni 1:Console Root'Microsoft SOL Sery

Action  View FEavorites  Tools H & s

| 3:Data in Table 'ODBC_MEDABVRS'
Hl=sag @ DY A R E|

I{== | Favorites

=-C3 Management

DBEYMAAM | DBEYLAR DEVPICT DEYTYP DBEVEXP | DBEVSET -
P_O_FBMT_C_DEMO_ME | W |ASSEVENS Associated event <MULL > NT 1] 605
P_O_FBMT_C_IMTER_ME|__ |ASSEVEN4 Associated event <MULL= INT ] a0z
B O IKC C ADML TS | ATHMARNI Last manipulation <MULL= INT ] 1
PO IMSOR_C_TEST_HHE | o Ot ut complcaton, sectiy | L 0 0
| er AUl complication, speci < =
F_O_MEST_C_PROD._CC || AUIMCOMP autoimmune diseases complications (es <NULL= INT o 1
P_O_MEST_C_PROD_RQ AUMMIST Autoirnrune diseases miscellaneous (Ye <NULL= INT a0 1
P_O_MEST_C_PROD_C : AUIMPRES Was the complications present or absent <NULL= INT a0 45
P_O_SNWLK_C_PROD K| |4pomATCH ABO Match <NULL> INT a 104
FROMISE | [ABORPAT Patient ARO group <MULL= NT ] 135
pubs ADDAYHOS Mumber of additional davs hospitalised | <MNULL= INT ] 902
ShLK | [ADWERSE Type of adverse event <MULL> INT a0 613
T O BRAMD C DEMO T _.&DVOTHER Other adverse event <MLL = STR a ]
T O CME © PROD CME | AGE Age <MULL= TUIM 1 ]
- - ;N AGYHDGUT AwHN Arade aot =R = T nl a5
I:g:g;ﬁ_siﬁgﬂﬁé [l acvknLly i 2:Datain Table ‘TREAT _ ol x|
=5 Diagrams 1 Bt |EEE|J‘§"| ! &ss/l/lgl i W {il"‘g ‘
-] Tables ‘ D lIDao |IDaosz | B2 LOC _B2_LDM _B2_IDX |_B2_CRM |
" Wiews . |ov 117 1300-11-01 <MULL > <MULL = <PULL = <MULL=>
Stored Procedures |17 118 1800-11-01 <MLL = <MULL = <UL = <ULL =
{4 Users Iy 119 1800-11-01 <MULL> <NULL> <NULL > <NULL>
!ﬁ Roles . |1ov 120 1800-11-01 <MLLL= <MULL> <MULL> <MULL>
..... —_—— iy 121 1800-11-01 <NULL> <NULL> <NULL > <NULL>
| |107 122 1800-11-01 <MLL = <MULL= <MULL = <MULL=
- Cefauits 107 123 1800-11-01 <NULL> <NULL> <NULL> <NULL>
""" € User Defined Data Types w7 124 1800-11-01 <NULL> <NULL> <NULL> <NULL> [
-l T_O_LPRN_C_LBPS_LPAS_ | |107 125 1800-11-01 <MULL> <MULL> <MULL> <NULL=
-l T_O_MEST_C_PROD_COMCR_ | |07 126 1800-11-01 <MULL= <MULL> <MULL> <MULL=>
- T_O_MROM_C_DEMO_HIP_ |17 127 1800-11-01 <MLL = <MULL> <MULL > <MULL>
m-f T O MRDM_C_DEMO WINE 107 122 1800-11-01 <MULL> <NULL> <NULL > <NULL>
F-F T O ShWLE O = <MLLL= <MULL> <MULL> <MULL>
R e o Just a series of tables to store both <hLL> <HULL> <HULL> <NULL>
- [ tempdb . <MULL=> <NULL> <NULL> <NULL>
8 Cata Tramsformmati Dictiona Iy a nd Data ... <NULL> <NULL> <NULL> <NULL>
<MLL = <MULL> <MULL>

<MULL= ¥
4
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I" B1_.SAV - SPSS Data Editor - ol x|
Fle Edit Wew Data Transform  Analyze Graphs  Uflifes  Window  Help
=28 B »|| D] =k ] El BlEE S 2
|1 cd_r |
dr id idad idalb asseven’ dishgrd dismclfd labperl sassey vacleuk wall wam| vamlms Iﬂ
337 Univ. Leid 239 26-APR-1954 Diagnosis Acute le Pretransplant ALL Other .
338 Univ. Leid 241 23-JAN-1989 Diagnosis WIDS Pretransplant
339 Univ. Leid 241 13-APR-198% Diagnosis . Transplant 1 . .
340 Univ. Leid 242 29-MAR-1989 Diagnosis Acute le Pretransplant AL hld —
341 Lniv Leid 243 13-FEB-19859 Miannnsis Arite lr Pratransnlant Al M7
342 Univ. Leid 244 0B-JAN-1989 E Outputl - SPSS Viewer - |EI |£|
343 Univ. Leid 245 130CT1986  gia Edit view Insert Format Analyze Graphs Utiites Window Help
344 Univ. Leid 246 16-MAY-1984
345 Univ. Leid 26 macisw ZHSR B B o BlE=k| @ & ¢
346 Univ. Leid 247 27-JUN-1987
] ] - ) = B
2347 Univ.Leid 243 24-MON-1989 | | | | mll | | |
348 Univ. Leid 245 25JUN-1568 [© B Outea . . ) -]
345 Univ. Leid 250 16-DEC-1988 EI """ % Il;rngquencies DISMCLFD Prlmary disease dlagnos
=40 Un?v.Le?d 250 09-3EP-1350 o] Title Frequency | Percent | Yalid Percent | Cumulative Percent
391 Univ.Leid 20|  23-JUN-1994 ptes Valid | 1 Acute leuk. 514 211 42.0 42.0
i Univ.Leid 250|  13-MAR-2000 % S 2 Chronic leuk 106 44 a7 50.7
353 Un!\f.Le!d 251 06-MAR-1990 . 3 Lymphoma 185 G4 127 B34
354 Un?v.Le?d 252 11-DEC-1989 "4 Plasm cell d 50 o 41 575
gg: 3”!""[9!3 ;gi ﬁﬁ:g'lggg 5 Solid tumour 50 21 41 715
257 Un?V-LEHd 255 SD-MAR-HBD ' 6 MDS/MPS 92 38 [ 7.1
— U”!"'Le!d = Dz_MAR_1990 7 BM Aplasia 137 56 11.2 o0.3
-2l Rk '8 Imm deficien 72 30 59 95.2
259 Un!\f.Le!d 258 16-MAY-1983 "9 Other Inborn 14 5 11 97 3
I Llnjy | eid ] 31- A1 - 19587 ! .
| i\Data view {Variable View/ | U A 15 6 1.2 985
. 11 Hemoglobinop 18 7 1.4 100.0
i Total 1223 502 1a0.0
Missing | System 121 43.8
0] SPSS Total 2434 100.0 J
-
1] | 4 | >
A
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proM'se

Project realization

* Project “classification” by primary (clinical) purpose...

* KX X X X X KX X Kk X X X X X

Heidelberg, 2007/01/29 =V LeukemiaNet"

Epidemiological description of target population

Unification of (inter)national approaches to one disease

Integration of research projects within one clinical area

Consensus achievement

Questionaire collection

Long term data collection with fixed scientific purpose

Long term data collection reflecting actual treatment structure (EPF)
Unification of scoring systems

Clinical trial management and meta data

Patient care and safety issues

Temporary data collection (EU projects)

Partial collection of (phenotypical) data to be linked to genetic data
Local support for multi disciplinary approaches

National registries integrating many different clinical fields

EEEEEEEE
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oMIS® : .
PY Project realization

* Project “classification” by primary statistical approach...
Single measurement

Repeated measurements with a (small) fixed # of repetitions
Repeated measurements with variable # of repetitions

Presence of “survival context”

One-time-only analysis (e.g. clinical trial) or continuous analyses
Analysis by statistician or by clinical researcher

Data quality control level

Focus on case descriptions or summary measures

xX X X X X X X X

Heidelberg, 2007/01/29 =V LeukemiaNet"
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oMIS® : .,
PY Project realization

* Project “classification” by IT context...

Stand-alone project or one-of-many

Need to communicate with other data bases

Need to standardize design with other sources of information
Accessibility at non-ProMISe level

Complexity when represented within other data base contexts
Interface requirements to Hospital Information Systems
In-house design or external

In-house management or external

Level of knowledge principle designer

Need to import classification systems

System load

Required level of security

* KX X X X X KX X X X X X
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oMIS® : .
PY Project realization

* Project “classification” by data management context...
* Dedicated designer and/or manager or project sharing
Central or distributed data entry
Organization of data quality checks: a priori and/or post-hoc
Level of knowledge principle data manager
Need for non-ProMISe data entry (patients, SAE, SUSAR)
Need for education and training
Dictionary interpretation support (help files, training)
Hiding or exposing relational structure: simplicity versus flexibility

x X X X KX X X
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oMIS® : .,
PY Project realization

I will now show you a series of different projects realized within
ProMISe illustrating the previous concepts

The projects differ in

e Scale

e Purpose

e Clinical complexity

e Security

e QOrganizational complexity

e Quality requirements

e Methodological approach (observational vs experimental)
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Generic ProMISe Proiects

| promse
Documents
Forum
Support
MSBI

January 27, 2007

Ragister | Login

[ dsur]?

You are here :- ProMISe

+ Welcome to the ProMISe portal... | + Whoweare.. [

On this site vou will find documentation and information related to the Project Manager Internet Server approach to dinical data management, The itz also contains a FAQ section, a discussion forum, feedback
and contact informatian. There is also an opportunty to collaborate on documents. ﬁm

+ What s ProMISe?

ProMI3e is an Internet based application for the Design, Maintenance and Use of (clinical) data management projects, Using ProMI3e the design and implementztion of single and mutti center data management

projects can be performed without any programming effort, thus allowing the project coordinators as well as the users to fully concentrate on the clinical contents and logistics of the study at hand, Dpt. of Medical Statitics

Section Advanced Data Management
Leiden University Medical Center
P.0. Bax 3600, 2300RC Leiden

The Netherlands

In the way a word processor is @ generic toal to produce an unlimited variety of text documents, ProMI3e is a generic program (or rather, a collection of applications) which allows a Designer to create and
maintain an unlimited number of data mangement projects. In contrast to & word processor (like Microsoft Word) however, the source code of ProMiSe is available to the Administrator and consists mainly of &
collection of standard HTML pages and a Microsoft Access program for the maintenance of the implementation of ProbISe on the Server.

For mare information, see the links to the right...

+ General Info on ProMISe

Copyright 2006 by Promise : Promise : Terms Of Use : Privacy Statement

[P 1 W DAL AT e L] e

_ICenter (index by SegNr)
I Department (index by SegNr)
~_IDepartment-Role-SegNr (index by SeqgNr)
I Center-Role-SegNr (index by SeqNr)
~__IPerson (index by SeqNr)
~__ITeamrelation (index by SeqNr)
~__IPerson-role (index by SeqNr)
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MEMBERS: all membership;info

|Inferred Relational Structure

- _I Center (index by Seghr)
...... _| Team (index by SeqgNr)
------ “__IActivity (index by SeqNr)
------ _IAccreditation (index by SeqNr)
------ ~_IStudy (index by SeqNr)
...... e Y, early Summaries {index by SeqNr)
"""" e Audit (index by SegNr)
“_IPerson (index by SeqNr)
T ACCESS (index by SegnNr)
..... _IRole (index by Seghr)
~_IPayment (index by SegNr)
I Contract (index by Date/Time)
I Outreach (index by SeqNr)

European Blood and Marrow Transplant Group

ROLES: all roles people have ini CLWP projects

|Inferred Relational Structure

o _| Center (index by SegNr)
...... _| Department {index by SeqMr)
------ “_|Department-Role-SegNr (index by SeqNr)
------ _ICenter-Role-SeqNr (index by Seqnr)
...... _| Person (index by Segnr)
------ “_ITeamrelation (index by SeqNr)
...... “_IPerson-role (index by SeqNr)

MEDAB: alli BM transplants in Europe

|Inferred Relational Structure

Q;IF'atient (index by SeqNr)
------ _ I Study {lndex b\_.-' Sequ]l

...... _I [‘ %
...... _| -I
i ' ™0 P )
I
: the European Group e : : AT
Jfor Blood and Marrow vhat is the fEBJJT"
Trans plantation _ related meetings
membership

| Antibody (index by SeqNr)
“_Questionnaire (index by SeqNr)
~_IAsse? (index by Date/Time)
| Pt-HLA (index by Seqnr)
Heidelberg, 2007/01/29

CLLAG: clinical trial in  CLL

|Inferred Relational Structure

------ _I Patient {index by SeqgNr)
------ “_IFollowUp form (index by Date/Time)
----- “_ISAE form (index by Date/Time)
“__lQolL form (index by Date/Time)

MDS2X2: doubly: randomized trial in MDS

|Inferred Relational Structure

""" _| Patient {index by SeqgNr)
""" “_[Treat (index by Date/Time)
""" - _lAssessment (index by Date/Time)
------ “_ISAE or SAE follow up (index by Date/Time)

MMVAR: european trial together with industry

-|Inferred Relational Structure

&= _| patient (index by SegNr)
""" “_ltreatment (index by Date/Time)
""" _| assessment (index by Date/Time)
------ _ladverse event (index by SegNr)

RICMAC: Reduced Intensity. trial in MDS

-|Inferred Relational Structure
I Patient (index by SeqNr)
~_JIFollow up (index by Date/Time)
| “__ISAE or SAE follow up (index by Date/Time)
LeukemiaNet"
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Interuniversity Cardiological Institute of the Netherlands

"""" _|Fatientnaam: R. Regeer zeboortedatum: 1968/02/28
Concor-nr 418 Fromise-nr: 1061167 DA afg:
IRegistr. Flkhs: Leids Universitair Medisch Centrum Fatientnummer: 8122415
[Leiden] (106)
| -| Ze Zkhs: () Patientnummer:
Datum * EPCC Omschrijving ICD9 ICD10 HE
1971/05/19 00 exact date 09 29.01 Aortic coarctation, Q251 T
Jdate unlknowng exact date 091522 Bicuspid acrtic vale, Q231
19710519 01 exact date 05.04.02 ASD within oval fossa (secundum], Q211
19740712 00 exact date 12 1800 Coarctation / hypoplasia of aorta repair, ?
19740712 01 exact date 10.14.01 Systemic hypertension, [10
200171107 00 exact date 15.35.03 Residual aortic regurgitation, Q231
* 1 Zekerheid van de datum
HE : Hoofdevent
IOpmerkingen
Aanvullingen
Datum laatste contact cardioloog:
Datum laatste contact CONCOR:
Datum laatste wijziging:
Miet meer onder behandeling?:
Heidelberg, 2007/01/29 =V LeukemiaNet" 33
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ORTHOPAEDICS

LROI: National Registry of all Hip: & Knee implants

mferred Relational Structure

~__| patient (index by SegMNr)
~__lhip operation (index by Date/Time)
~__lknee operation (index by Date/Time)
~__lassessment (index by Date/Time)

RODA: Regional Registry: of Hip: & Knee implants (pilot)

;llnferred Relational Structure
W ~__lpperatie (index by SegNr)

NEDERLANDSE ORTHOPAEDISCHE VERENIGING

RESEARCH: all implants ini dpt. of orthopaedics; of the LUMC (unification of all academic research),

Inferred Relational Structure

~__| patient (index by SegNr)
~__hyrist-treatment (index by Date/Time)
~__lelbow-treatment (index by Date/Time)
~__Ishoulder-treatment (index by Date/Time)
~__|hip-treatment (index by Date/Time)
~__lknee-treatment (index by Date/Time)
~__lankle-treatment (index by Date/Time)
~__hwrist-assessment (index by Date/Time)
~__lelbow-assessment (index by Date/Time)
~__lshoulder-assessment (index by Date/Time)
~__lhip-assessment (index by Date/Time)
~__lknee-assessment (index by Date/Time)
~__lankle-assessment (index by Date/Time)
~__lgeneral-assessments (index by Date/Time)
~__lGeneral treatment (index by Date/Time)

Heidelberg, 2007/01/29 =LV LeukemiaNet"

Europesan



https:/ /www.clinicalresearch.nlf - ALL10 1[SKION][User:mrdm][CIC:100(0)] - Windows Internet Ex

Export ||Help || Eilter || Manage

[100] [Central Data Management for project ALL10]

Table ][ Content

ProMISevaidation Report for the "Protocol la” form generated
Sunday, January 28, 2007 17:58:07
1 R

AMC -AMD{Academis ch Medisch Centrum-Ams terdam)
9113

Please provide the corrected values below

Date blood sampling 200411119 + Date of bloodsampling is not within interval day 7 -

day 9 after start date of protocol la. Please check and
30400

carrect or explain.
Deviations compared with protocol

w
w

Administered medication

Please provide the corrected values below

ASP Cumulative dose (actually

¢ Cumulative dose ASP is not equal to ASP dose/day X
given)

no. of days. Please explain or correct.

w
wa

Please provide the corrected values below

MTX ith. Deviation ¢ MTX ith no. of days does not equal 4, but deviation of

9113

MTX ith is empty or "NO". Please check and correct or
fill out protocol deviation.

ARA-C ith. Deviation ¢ ARA-C ith no. of days does not equal 4, but deviation 9113
of ARA-C ith is empty or "NO". Please check and

|DAF ith. Deviation ¢ DAF ith no. of days does not equal 4, but deviation of 9113
DAF ith is empty or "NO". Please check and correct or
fill out protocel deviation.

reatment respons
Please provide the corrected values below

Leukemic cells (by DCOG

o The item "Leukemic cells” is not filed out, please fill
laboratory)

out this item or indicate “unknown’, "NA", etc.

2

w

113

-correct or fill out protocol deviation.

Please provide the corrected values below
e The item “Insulin required?” is not filled out, please fil 9113
out this item or indicate “unknown™.

Insulin required?

Tanner stadium: Boys™ Genital e The item "Tanner stadium: Boys™ Genital

9113
|Development Development” is not filed out, please fill out this item or

indicate “unknown®, "MNA" etc.
Tanner stadium: Pubic Hair o The item "Tanner stadium: Pubic Hair is not filled out, 9113

please fill out this item or indicate “unknown’, "NA’, etc.

Date:......coooooeiinn. Respongeby................ Signature:...................
NB:If this gquality r consis ts of more than ocne =.pleas e ako sign and date the other

=l

Done [ | | [ [« Trustedsites ®100% ~

European
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NEUROLOGY

TREND: unification of all Dutch research on Complex Regional Pain Syndrome (CRPS1)

-|Iﬂferred R'@atiunal Structure

“__ | Persoon {index by SegNr)
~IKlinische gegevens (index by Date/Time)
__IExtremiteit (index by SeqNr)
~_ITrials: extra items (index by SegNr)
~_|Studie (index by SeqNr)
~__1Uw klachten (index by Date/Time)
+_IFamilielid (index by SeqNr)

QSN:; Dutch national registry: on heuromodulation

b J Tr’Eﬂd—DﬂdEf’ZDEk {|r|dE.x b"_f’ DatEjfT|mE]| -Werred Relatlnnal Structure

~__| Patient (index by Segnr)
~_lintake (index by Date/Time)
~__|Behandeling (index by Date/Time)
__IFollow up / Complicatie (index by Date/Time)

LY
M[@

SCOPA: local research project into; Parkinsons Disease (long; term followup)

Jlnferred Relational Structure

__|patient (index by SeqNr)
“__londerzoek (index by Date/Time)
“__|yragenlijst {(index by Date/Time)

“__| drug (index by Seqnr)
“__| dagboekje (index by Date/Time)
“__|Handedness (index by Date/Time)
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o https:/ /www.clinicalresearch.nlf - ProMISe Data Contribution - |EI|&
idow —
ProMISe pata contribution Facility for project KVA
PATSAFE:
- Klik op de VERZEND |knop om het formulier op te sturen of even op te slaan.
|Inferri.d Rela target allocation
~_IFase 1 P
| e —| Fas VRAGENFORMULIER ARTSEN i

We verzoeken u alle vragen te beantwoorden. Er zijn geen goede of foute antwoorden; het gaat om uw mening.
In deze vragenlijst kunt u uw antwoord geven door 1 antwoordmogelijkheid te kiezen. Gebruik de [Tab] toets om door

de vragen heen te lopen. De antwoorden kunt u kiezen met de muis of via 1e letter (cijfer) van het antwoord.
Zorg Cool Totdat u de vragenlijst gesubmit heeft, kunt u uw antwoorden nog wijzigen (indien nodig mag u tussendoor submitten
—_— en daarna verder gaan). A,
| 1 daa =
Identificatie
2. Allot| |centrum 201
Personeelslid I minuten sinds vorige
> - = & &
o
1. Wat is uw geslacht? S = 5
4. TOEI - - > E g_ =
tot h ‘2. Wat is uw burgerlijke staat? E 3 %
3. Heeft u inwonende kinderen jonger dan 18 jaar? = = O
gehuwd/samenwonend =
5. syst| | 4. watis de hoogste opleiding die u heeft afgerond? gescheiden Ig
; ian weduw(e)(naar) =
6. Pas: 5. Watls uw leeftid ongehuwd 3108 6343 1221
? .
I_ 5.r;-lno)eveel uur per week bent u aangesteld? (afgerond op hele |_ tient aan:
7. Hoe lang bent u werkzaam binnen het LUMC? | LI
8. Wat zijn uw werktijden? | =] an:
Kwaliteit van Arbeid - artsen
1. Op mijn afdeling zijn voldoende verpleegkundigen om goede |1—helemaa| oneensﬂ
zorg te kunnen bieden NL]
L 2. Op mijn afdeling zijn voldoende artsen om goede zorg te |2-[]neens LI
C kunnen bieden
3. Op mijn afdeling is voldoende ondersteunend personeel om | LI ]
goede zorg te kunnen bieden
: 4. Bij afwezigheden (bijv. door ziekte) wordt op mijn afdeling | LI
voldoende vervangend personeel ingezet

m ErrEd F 5. Op mijn afdeling zijn voldoende verpleegkundigen met ervaring I| LI -
e Per:l | ]
|Dor1e ’_’_l_’_’_|_|_’ Trusted sites
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SPRN: Dutch foundation for national perinatal registries

\}5 STICHTING
Perinatale Registratie

MEDERLAMND

E9 Microsoft Excel - PRN Variabelenset versie 1 1 di28 maart 2006.xls
9] File Edit View Insert Format Tools Data S-PLUS Window Help Adobe PDF

NEHRSISGRAIVE A~ 2 = v 3| 5l 4 100% - @@ Aral -8 +[B]Z U EEEE S % 2 BB 4 v O
- | ﬂ _:J ] L4 ud =
. EFEE]
- e
w
D75 - # Suboptimale factoren in zorgwerlening kind
A, B c n] EIFG H | J K L il i 8] P Q

1

2 |Mutal Hr. Tabel |PRN Korte omschrijiV¥|G |K |Definitie variabele/ Con|Format |[Format PECodering Verpli{ Missing |nbe ken|Range Controle relatiecheck |Toelichting / Motivatie Nadere uitwe
3

4 ] BEVALLING VROUW EN GEBOORTE KIND

5] Opm: indien meerlingzwangerschap per kind een apart formul I}

B [ 1]

7 | [ ]

g |Nr's 1.3 ADMINISTRATIE & IDENTIFICATIE KIND

9 NB deze lule wordt door verloskundiy zorgverlener ingevuld {cf uitgangspunt: invullen bij de bron); of indien van toepassing door pediater
10
11 1.3.01 5.0 Kind, Roepnaam__ |J |J [J [Roepnaam van het gebore|Char A3l 9=0nbekend JA 9 Dok na invoering BSM nodig tHnotatie naarn
12 1.3.02 50 Kind, Achternaam_[J |J |J |Achternaarm van het gebonChar A30 9=Onhekend JA 9 iderm. Achternaam kind kan in|notatie naam
13 1.3.04 5.0 Kind, Geslacht J | |J |Geslacht van het geboren |Num F1 1= jongen, Z=meisje, 3=twijfelachtig. |JA 9
14 1.3.08 50 Kind, Gehoortedatu|J |J |J |Geboortedatum van het kigDatum  |F16 ddmmijjj JA
15 1.3.06 5.0 Kind, Geboortetijds{. |1 |J |Tijdstip geboorte in uren efTijd F2.2 Jur en minuten. JA 99.99
16 1.3.07 5.0 Kind, MeerlingomvaJ |J [J [De omvang van het aantal [Num F1 1=eenling, 2=tweeling, 3=drieling, en]JA 9 Indien het mee
17 1.3.08 5.0 Kind, voly erfd [J | [Indien meerling kind. Kind{Mum F1 1= eerste van de meetling (geboortetilJA 9 Indien het mee
18 1.3.09.01 50 Gebhoorteland Kind [J*|M |J*]Is het kind in Nederland ggMNurm F1 1= Mederland, 2=Ander land niet in MNJA 9
19 %, on].3.09.04 5.0 Indien geboortelandJ)*|M |J*|Indien Geboorteland is {Char A2 Codelijst B1 I1SO Landenlijst voor [JA Qg In te vullen na geboorte kind door kinderarts e
20 1.3.10 1.0 Etniciteit’'Ras kind _[J |J |J*|Etniciteit van het kind. Vol|Nurm F2 Codelijst B2. Ras/etniciteit. JA 99 los van geboot
21 %, nr| 1.3.11 a0 Kind, Postcode J [ [J [Postcode in Nederland vag Char Ab 4 cijfers en 2 letters. JA 999900 Postoode kind.
22 %, uity 1.3.12 5.0 Kind, Burger Servic|J |J |J |Burger Service Nurnrmer vg Char AZ0 8 = illegaal kind / niet in Nederland in[JA& Indien BSN kind onbekeqBSM waordt naar verwachting pilitzoeken bij ¢
23 % W, [ 1.3.13 50 Kind, PID nrin ww gM|M |J |Het Patient [dentificatienun Char A20 9999999=0nhekend JA 9599959
24
25 5.6 MODULE TOESTAND KIND KORT NA GEBOORTE
2B
e
28 5.6.01 5.0 Zwang hapsduulJ |J |J |Berekend veld: zwange|Nurm F3.0 In weken en in dagen weergeven in dida 999 |280-365 Software: Bep
29 5.5.02.01 5.0 Duur gebhroken vliezen Berekend veld: duur gelNum F5.2 In uren en minuten weergeven en vaslJa 955,99 hax 3 maanden voor geboortedatum kind. Software: datu
30 5.6.02.03 5.0 Duur actieve luitingsfagBerekend veld: duur vailNurm F5.2 In uren en minuten weergeven en vaslda 999.99 Max 48 uur voor geboortedatum kind Software: datu
31 5.6.02.03 5.0 Duur vanaf actief meepersq{Berekend veld: baringsqMNum F5.2 In uren en minuten weergeven en vas|Ja 995.99 tWlasx 24 uur voor geboortedaturn kind. Software: gebe
32 5.6.03.01 5.0 Apgarscore na 1 milJ [J [J [Apgarscare na 1 min.- voldMNom F2.0 Score 0 t/m 10 Ja 99 [0-10 ["oor ontslag brief
33 5603.04 50  |Apgarscore kind nalJ [J [J [Apgarscore na & min- voldiurm  [F2.0 Scare 0 t/m 10 Ja 33 [0-10
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- PAEDIATRICS & NEONATOLOGY

PREVCD: European project on prevention of Caeliac Disease

NEONAT:Neonatal research data base for Nijmegen University %9 St Radboud

ek tmemsem Teerd

e Neonatology

e Paediatrics

e Physiotherapy.
e | ogopaedics

|Inferred Relational Structure

~__| Patient (index by SegNr)
~__|Follow-Up bezoek (index by Date/Time)
~__|Bezoek Paediatrie (index by SeqNr)
~__|Bezoek Fysiotherapie (index by SeqNr)
~__|Bezoek Logopedie (index by Seghr)
~__|Bezoek Psychologie (index by SeqNr)
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GYNAECOLOGY

CRYOPRES: locall cryopreservation, registry. overlapping patient care and research

| Inferred Relational Structure

~_|Patiente (index by SeqNr)
~__lbezoek (index by Date/Time)

L

IVE: local IVFE registry: overlapping, patient. care and research

-|Inferred Relational Structure

~_|Patientes (index by SeqNr)
~_1Cycli (index by Date/Time)
I Kinderen (index by SeqNr)
I Cryocycli (index by Seqnr)
I Eicellen (index by SeqNr)
~lAssessments (index by Date/Time)
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NEUROSURGERY

SCIATICA / MAST: national randomized clinical trials ;Tb(ﬁ;ﬂgzcsrlwﬂizeé?[}giggﬁﬁgtr}f?;fag-i:10.1186!14?1-24?446-8_

——| Copyright ® 2005 Peul et al; licensee BioMed Central Ltd.

|Inferred Relational Structure

%1 Patient (index by SeqNr) Prolonged conservative treatment or ‘early’ surgery in
“__Nragenlijst (index by Date/Time) sciatica caused by a lumbar disc herniation: rationale
~_IOperatie (index by Date/Time) and design of a randomized trial [[SRCT 26872154]
~—Nragenlijst-patient (index by Date/Time)
+__Idagboek (index by Date/Time) Wilco C Peul™-? Hans C van Houwelingen,! Wilbert B van der Hout,

Ronald Brand,! Just AH Eekhof# T oseph ThJ Tans,’ Ralph TWM
Thomeer,! and Bart W Koes®

£ Department of Neurosurgery, Leiden University Medical Center, PO Box 9600, 2300 RC
DELPHI: international randomized clinical trial 1
_ Leiden, The Netherlands
P : . den, Th
|Inferred Relational Structure %atabase o e
b atient (index by SeqNr) All data collected of patients participating in this trial are registered in a database A LT
““u 1Surgery (index by Date/Time) under the ProMISe data management system of the Department of Medical den, The
“_IFollow up (index by Date/Time) | Statistics of the LUMC. Database access is secure and limited to the trial
~__IDagboekje (index by Date/Time) | coordinator, the trial data manager and the principal statistician. At patient * Netherlands

enrollment into the trial, a unique study identification number is issued. The Erasmus MC),

database will not contain any information directly identifying the study subject.
_ However, to avoid errors during data collection in the follow-up of the patient,
BMC Musculoskelet Disord. 2006; 7- 14, . booran
Published online 2006 February 16 doi- 10 11¢ the patient's initials (first character of first name and first character of last name)
Copyright © 2008 Wolfs et al, licensee Biovled. Will be entered as well as the gender and date of birth of the patient. The local
hospital number of the patient is also part of the registration. The investigator in
Rationale and design of T o;ch participating hospital will maintain a list in which the correspondence
international randomized petween the true identity of the subject and its study number is documented.
craniocervical treatment, Follow-up data sent from each participating hospital to the central data
trial comparing ‘early’ sur ymanagement will only contain the study ID of the subject but not any data directly
treatment [ISRCTNE5076€ yevealing the identity of the subject. It is the responsibility of each local hospital
el research coordinator to ensure the integrity of the correspondence between the
Jasper EC WS “ﬂfo CETl Study ID and the true identity of the patient. The data manager will enter follow up
Tulder, ?onald Brand.” Hans IC 3¢5 ‘and verify that the date of birth of the follow up data forms is identical to the

Thomeer date of birth on the entry form. Discrepancies are to be solved by the local
coordinator. This system ensures that only a local physician can infer the identity
of any participating subject.
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HAEMATOLOGY

SCNIR: Hannover-based European Registry. for Neutropenia

-|Ir1ferred Relational Structure

------ _I patient {index by SegNr)
""" ~__lsummary (index by Date/Time)
------ _lpregnancy (index by Date/Time)
------ ~__lhaematology (index by Date/Time)
""" _ltransplant (index by Date/Time)
T|F:‘ufE.~r1t (index by Date/Time)
------ __lbonemarrow (index by Date/Time)

Heidelberg, 2007/01/29

Uber das SCNIR

Neutropenie
Kontakt

Reqistrisrungsunterlagen
antikarperbestimmmung

Patienteninformation
Publikationen
Selbsthilfegruppen
Links

GEFIROERT WOM

* Bundesministerium
fir Bildung
und Forschung

Home

MHH Pédiatrische Hamatologie und Onkologie

Klinik Forschung Elternvereine Ausbildung / Jobs

Registrierungsunterlagen

SCN Register

PATIENTENFRAGEBOGEN PATIENT QUESTIONNAIRE
» Europ. Protokoll des SCNIR » European SCNIR Protocol
Registrierungsunterlagen Registration Package
» Registrierungsformular » Registration Form
Finverstiandniserkldrungen fiir Consent Form for
Erwachsene/ » Adult Patients/Parents
Erziehungsherechtigte of Minor Patients
» Teil 1 SCNIR » Children
» Teil 2 Netzwerk fiir » SCNIR Cellbank
angeborene Stérungen » Yearly Summary Report
der Blutbildung » Request for G-CSF receptor
Kinder mutation
» Teil 1 SCNIR » Accompanying form
» Teil 2 Netzwerk fiir for biological material

angeborene Stérungen
der Blutbildung
» Zellbank des SCNIR
» Jahresfolgebogen
» Anforderung fiir G-CSF Rezeptor Mutationsanalyse
» Beagleitschein fiir biologisches Material
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Some screenshots
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Eeport || Export ||ﬂe|p ||Ei|ter|| Manage
[B0071] [City 1]

EEER

trg: 1165
I . .

endin .
= |_Edit|3r | overview |...Ehangegs
ﬂPatient Data Manager ¥ - Create/Load Patient-record | ases (displayed n=2500 of total n= Link to History |
+Build a Patient-index: |CIC Patient. [Last modificatio. .| UPN Date of bi._[Sex of t. . [Date of la... |Patient ID in co...| Diagnosi... [
+IMore Entries Found E 27) 2006/01/07 1329 1960/12/15 Male 2005/02/10 Lymphorma
28| 2006/02/21 13:39 h254+8+30 1972/03/12 Female 2005/05/24 CML
9 29| 2006/01/27 1348 456123 1954/03/12  Female 1999/10/15 Lymphorma
9 50| 2006/04/26 21:26 1 1999/09/09 Male 2005/09/09 90
9 51| 2006/04/25 17:10 1951/04/07 Male 2004/09/19 AML
9 104| 2005/12/06 16:37 296 1960/07/07 9 2005/09/07 Lymphorma
9 17| 2004/11/05 12:31 1 1957/04/22 Male
9 206 2006/04/25 17:15 01112 200512113 AML
g 208| 2005/10/11 09:38 1110431 1968/01/01 Male 2005/05/23 Multiple myeloma
. . 3/02 11:50 567 1976/05/12 Male 2004/03/03 MDS or MPS
Data Entry IS aUtomatlca”y 707 1649 11234 1969/01/01 Male 2004/05/1% myeloproliferative syndrome
started and produces 0120 16:30 22 1966/06/06  Male 2003/02/02 Lymphoma
an overview of all /11 09:03 1 1955/05/05 Male 2005/01/01 ChiL
tient Ei 5/16 14:08 c82550 1932/02/13 Male 2005/03/07 Lyrmphorma
patients present in 3/21 12:49 f09620 1960/09/10 Male 2005/03/15 Plasma cell disorders
each center within the FHXERn 9700099 1966/11/28  Female 2003/02/24 AML
3 3 {09 10:59 161263234 Male 2002/05/05 Breast cancer
authorization of the
/12 16:53 456 1983/04/05 Female 2004/01/01 ALL
USEX 107 12:04 574 1957/03/04 Mals Flasma cell disorders
. /07 13:30 1234567 1960/01/01  Fermnale AML
Tihe user clicks on dny. 2121 11:45 1 1999/09/08  Male Lymphoma
patlent ID in the 1111243 EBMT/LYM1 1950/05/01  Female 2002/07/30 Lyrmphorma
1111314 AF3614 1964/10/10  Female 2002/07/26 ChiL

J

complete/index: ...

Mark

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

&)

PLOLIDXALL =mouseout: (undefined)TD

lililililﬁlio Trusted sites
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- =

<3 MEDAB[NEW][EBMT][User:mrdm][CIC:8001(9)] - Microsoft Internet Explore

Eeport || Export ||ﬂe|p ||Ei|ter|| Manage |

CEEE I

modifications

[8001] [City 1]

CIC
Patlent

Form about to be entered

Are you adding MED-B items to a graft registered
with MED-A?

To which registered transplant number are you
adding data / DLI?

For subsequent transplant: same diagnosis?

For subsequent transplant: same centre?

For subsequent transplant: same unit or team?

Centre identification for last transplant

Name of unit or team

Type of unit or team

Contact person

Area code

Date of the 1st reponrt

Date of the last report

Patient asked to consent to data submission?
Is this a non-transplant registration?
Registration to be sent to CIBMTR?

IUBMID (only if data is 1o be sent to CIBMTR)
Patient in nat / international study / trial

UPN

Initial{s) first name

Initial{s) family name

Date of birth of the patient

Sex of the patient

A: Index date for new record
A: Index code for new record

EEE

11234
a
a

Hidden items: 3

1|Med AB complete

9 Leiden []
292 292

1 MED-A First report

a

2004/11/05 2004/11/05

2Yes
1 No ¢ransplant reg.)
1 No

11234
a
a

1969/01/01 1969/01/01

1 Male

new record

T S N .[7

mﬂ

et

ﬂActions

MEDAORE MED-A First report
BOVERA ?

PN @ 11234

DATPATED @® 1969/01/071

JRecord Locator
| - |patient [9] 202
@Diagn 2001/03/15 [Main, graft diagnosis]
DAssel 2004/01/02 [Transplant]
JAssel 2004/05/15 [Alive]
JJTreat 2004/12/02 [Transplant]
@ Donor 1

JChapters & Sections
ﬂID and admin
| - |patient data
Form information
Patient information
New record creation
+|Ethnicity
ﬂOutcome
ﬂManagement
ﬂData entry support

£

lililililﬁlio Trusted sites
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modifications

[B001] [City 1] @IATA‘@@”—‘ aued data

DynFil: 26:M0S5, MPS and

Secondary Ac Lk

endin =
EEE. Hidgen tems:10

nressing Tab (or click on any other item)

Resume with the first item in the current section by 40,1175

erreatment . value  fabel |
CIC 9 Leiden []
Patient 292 292
Treatment date 2004/12/02 2004/12/02
Stemcell specifics | | |
Type of transplant 1 Allogeneic
Specify if transplant unusual
Multiple donors 1 No
Stem cell origin: Bone marrow (BM) 1 No
Stem cell origin: Peripheral blood (PB) 2 Yes
Stem cell origin: Cord blood {CB) 1 No
Other stem cell origin 1 No

Other cell source: specify

Chronologic number of this transplant for this patient 1 First
Date previous transplant
Type of previous transplant
Multiple graft program 1 No
Year of this treatment 2004 2004

The correct records are loaded by
clicking in the Record Locator...

and the Chapter can also be chesen
usingl Chapters&Sections”

Create
new record

A7

=]

et

ﬂActions

MEDAORE MED-A First report
BOVERA ?

PN @ 11234

DATPATED @® 1969/01/071

JRecord Locator
- |patient [9] 202
@Diagn 2001/03/15 [Main, graft diagnosis]
QAssel 2004/01/02 [Transplant]
BAssel 2004/05/15 [Alive]
- | @Treat 2004112102 [Transplant]
@ Donor 1

JChapters & Sections
ﬂTreatment identification & administr
JTreatment record qualifier {(manual)
Date precision
Event
ﬂGeneral
ﬂStem cell specifics
ﬂGraft manipulation ex-vivo
ﬂMain treatment
ﬂSupportive treatment
ﬂOther cell therapy (non transplant)
ﬂTreatment related to complications
ﬂStatus after treatment
ﬂl\lew record creation

@ ?TreeChpBC =mouseout; (BCOMITD

4

lilﬁlililﬁlio Trusted sites
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eelreatment ___________________ Value  label Create ||VEDAORB
CIC | 9 Leiden [] new record|| BOVERA
Patient | 292 292 UPN @
Treatment date 2004/12/02 2004/12/02 [/ |DATPATED @
Stem cell specifics I B 3 - |record Locate
== - In.—.l—:.—.-—;l— F ’
129
Type of transplant I 10 1]&llogeneic 200
Specify if transplant unusual 2|Autologous -
Multiple donors 1 No 4|Complex Auto+Allo, etc B
Stem cell origin: Bone marrow (BM) 1 No 200
Stem cell origin: Peripheral blood (PB) 2 Yes Accept [TabjjCancel [Esc] Stop [Clri-End] or 1
Stem cell origin: Cord blood (CB) 1 No
Other stem cell origin 1 No

Other cell source: specify JChapters & Se

Chronologic number of this transplant for this patient 1 First +rreatment id

Date previous transplant JTreatment rex
Type of previous transplant Date precisi
Multiple graft program 1 No Event
Year of this treatment 2004 2004 ﬂGeneral

Data Modification is initiated by a
mouse click on the item to be

modified andi then continues
oosEquentelly
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<2 MEDAB[NEW][EBMT][User:mrdm][CIC:8001(9)] - Microsoft Internet Explorer

|Bep0rt || Export ||ﬂe|p ||Ei|ter|| Manage |

CEEE I

-mudlf[:atmnD\l'r‘lFﬂ 26:MDS, MPS and Secondary Ac Lk

European

(B001] [City 1] —= - - -
E@Eman £s Hidden iterms: 10 _m
ETreatment . Wvaue  label =
cic 9 Leiden [I % Type of transplant -_.-;-
Patient 292 292 | {sysmis} null| 2610|  50% 0%
Treatment date 2004/12/02 2004/12/02 @ Allogeneic 1] 1560 30%| 58%| 4&9%
. Complex Auto+Allo, etc] 4 1 0% 0% 100%
Type of transplant 1 Allogeneic ﬂA: TOT‘[‘L_ 5254 2644 ; .
S ® counting Treatrecords t diagnosis]
Specify if transplant unusual L £
Multiple dono@ 1 No fy if transplant
unusual
Stem cell origin: Bone marrow (BM) 1 No null £252] 100% o At
Stem cell origin: Peripheral blood (PB) 2Yes 1 1] 0% s0%| &0%
Stem cell origin: Cord blood {CB) 1 No 2 1] 0% 50%|  100%
Other stem cell origin 1 No
Other cell source: specify
ch . . . . . ministr
ronologic number of this transplant for this patient 1 First
Date previous transplant e el Ea01 | L L
Type of previous transplant High risk i = s0%l B
Mu"iple graﬂ program 1 No No response to interferon| 2 1 2% B2%
Year of this treatment 2004 2004 No engraftment after allo 3 =] 17% 9%
Consolidation 4 4 8% &87%
Other o7 13%| 100%
TOTAL 5254 53
® counting Treat-records
Multiple donors lant)
{sysmis} null| 4891]  23% 0% )
No 1] 345  7%| 9% ge%| fuons
Yes 2l 13 0% 4% 100%
unknown 99 a 0% 100%
TOTAL 5254 358
® counting Treat-records
lililililﬁr Trusted sites 4
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<2 MEDAB[NEW][EBMT][User:mrdm][CIC:8001(9)] - Microsoft Internet Exp

T e = S JLJ
1y : gaved dala  |cecondary Ac Lk
[ o Y EEE

HLA relation, ABO, age and sex égé

HLA match 2 Syngeneic

Investigations identificat & admin

Patiend ID and investigation date

clc 9 Leiden] 9 Leiden [J

Patient 292 292

Assessment date 2004/05M15 2004/01/02

Investigations database administration

Record creation date 2005/04/08 13:52:00 2004/11/05 12:25:00

Record modification date 2006/07/07 16:48:002006/07/07 16:48:00

(SQL Server autonumber field) 81037 80110

Reason for this assessment 3 Alive 7 Transplant

Assessment record qualifier (manual)

Intervals

Interval from last diagnosis 1157 1023 b3

Interval from last transplant 134

Age at this assessment 35.37 35.01

Performance

Performance status

Performance status 10 Good

Engraftment and chimaerism

Myelosuppression & Engraftment

Engraftment? 2 Engrafted

Date neutrophils>0.5 2004/02/05

Interval to engraftment {days) 34

Complications & additional treatment

Complications

aGvHD maximum grade 2 [

Relapse and progression —

Relapse or progression after transplant 1 No

ILast status Ll

: | Done % Trusted sites
HQUETUElg, ZOUU7 ] UX] &9 lilﬁlmcrouncnuauucn é{)
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2 MEDAB[NEW][EBMT][User:promise1734][CIC:8001(9)] demo only [Med-A:

| Data Entry || Report || Ezport | | Eilter |@—| 3%‘{"4@ (:j%
[BO01] [City 1]

-
DO
show log All Help & Info functionality G

_-[iINFO & HELP
B> How Prolise works|
(B > PRestart Session in current window
ﬂMessages
ﬂﬂactivitv Participants
ﬂCurrent Uszer and Password
ﬂSof‘tware

After startup, information on the

software, the current authorizations
- and ether usersiisiavailable ....

‘@ l_ E l_ l_ L@ |_° Trusted sites Yy
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%‘ DAB[NEW] [EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A: Al

Data Entry || Report || Export |

Eilter |

[8001] [City 1]

_-[iINFO & HELP
B> How Prolise works|
(B > PRestart Session in current window

ﬂMessages
ﬂﬂactivitv Participants
JCurrent Uszer and Password

B> Logon Statusl

B> Change password|

P E= R
e
All Help & Info functionalit

= 127001
User lpromise1734
Email |2

UserLevel |9

UserType [Center Coordinator
Entry as  |CIC=MEDABS001

Dala 't o EBMT C_NEW MEDAB_dbo.
ﬂSof‘tware Ease
Browser Mozilla/4 0 (compatible; MSIE 8.0, Windows NT 5.2; SV1; SALT 1.0.5507.00111; NET CLR
1.1.4322; NET CLR 2.0.50727; InfoPath. 1)
Currently accessing: ClIC=8001 [Tester 1; City 1, Metherlands]
% Jser : D01 @ Current Data 4 5
Coordinator You are logged on to the data base of CIC=3001
Export Data Entry and Tabulate will now exclusively refer to this centre.
RecordCreation
DataEntry
Data List
Statistical Tables
General Info
Filters = =
These authorization aspects can be
dynamically adjusted by the
Designer at: any: time
@J Core

I_EI_I_L@T Trusted sites

Heidelberg, 2007/01/29
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showloa All Help & Info functionali

-liINFO & HELP
B> How ProMise works|

AJIUNoD)

1) » PRestart Session in current window

Leiden The Neterlands |Dem:::u
ﬂMessages 107 1Bad SaarowZermany
Jﬂqctivity Participants 202 3Easel Switzerland
Hlourrent 232 1Rome Italy
hcoesses 002 35330 3 Nofortands. The
~leounts & admi . 3003 1200 Citi 2 Netherlands, The
P = Generate Duermew|

Include CICs without data
Include address data
ﬂCurrent User and Password

ﬂSoFtware

Owerview sorted by m
]
]

Users van view information on all
participating centers and who: is

actually: accessing the data

= LeukemiaNet"

Europesan
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DAB[NEW] [EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A: All
| Data Entry || Report || Export || Help |

"\.'?.- |¢| . Eai‘"‘ @ 'D% 1|Med AB complete
[BO01] [City 1]

pending
1:Items |_2:Rec:c:rds ||_§:Centers |ﬁ:0utput ||_§:Temp|ates |Emmchangeg

m FILTER: ITEMS + Med AB complete
Management of ltem Filters

ol

ﬂITEM FILTER PROPERTIES JDATA BASE STRUCTURE (ITEM TREE) | ﬂITEM TREE TOOLS
JPatient
ﬂContent
JStud\,r
ﬂContent
JDiagnosis
ﬂContent
JTreatment
ﬂContent
JDrugs {Chemo)
ﬂContent
JAntibod\,r treatment
ﬂContent
[% JStem cell counts
ﬂContent —

JDonor

ﬂContent

LA of the Donor The relational structure is visualized
ﬂContent 5
Cassessment(1) and the user can work with Item
ﬂContent F”ters S
JTreat Compl
ﬂContent
JImmunophenotvpe
ﬂContent
- |C\.rt0c|enetics Ll

ﬂSTORED ITEM FILTERS

@J Done l_ E l_ l_ L@ |_° Trusted sites Yy
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- %h DAB[NEW] [EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A: All ¢
| Data Entry || Report || Export || Help | £

1|Med AB complete

[BO01] [City 1] _
pending
1:Items |_2:Rec:c:rds ||_§:Centers |ﬁ:0utput ||_§:Temp|ates |...Changeg
A
[m FILTER: ITEMS + Med AB complete &
Management of ltem Filters
ﬂITEM FILTER PROPERTIES JDATA BASE STRUCTURE (ITEM TREE) | — ﬂITEM TREE TOOLS
~lpatient +|STORED ITEM FILTERS
ﬂContent
JStud\,r
ﬂContent
JDiagnosis e
JContent

ﬂDiagnosis identification & administr
ﬂDiagnosis record gualifier { manual)
JDiagnosis classification

JDiagnosis: main classification
Diagnosis
Age at this diagnosis
Interval from last transplant to thi...

. by combining a series of items

C .

and storing such a collection on
JLeukaemias dlSk

Jﬂ\cute leukaemias
Acute leukaemia diagnosis
AML: FAB classification
AML: FAB MS Type

ALL: Immunological classification n| o
B-lineage ALL _ _
T-lineage ALL R Undifferentied

Y Giphenotypic
BEER Other
BEER urknown

JChronic leukaemias
Chronic Leukasmia classification
CML subclassification
CLL & other chronic leukaemias subdl,..
FLL subclassification

[
[
[
|

(-

= II wnnhoma

‘@ Done l_ E l_ l_ L@ |_ Trusted sites Yy
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| Data Entry

|_Report || Export | Heln |REIEE

[8001] [City 1]

1:Items

EDAB[NEW][EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A: All ¢

& RS |

|_2:Rec:c:rds ||_§:Centers |ﬁ:0utput ||_§:Temp|ates |...Changeg

pending

1| Cord blood

FILTER: ITEMS
Management of ltem Filters

o

JITEM FILTER PROPERTIES
Im Save Filter on Server{
JProperties when used as ...
ﬂ Zase Report (Coding) Form...
ﬂ as ItemSelection..,

B NMew Filte[l

The Designer establishes pre-defined

Filters

«

Zord blood

o

CD3 positive cells
ﬂNew record creation

JDonor

JComtemt
ﬂDonor identification & administratio

JDonor

ﬂHLA relation, AB0, age and sex
JSerologic status of donor
HIY antibodies in donor
HIY antigens in donor
CIY antibodies in donor
EBW antibodies in donor
HBY antibodies in donor
HBW antigens in donor
HBVs antibodies in donor
HBVs antigens in donor
HBVc antibodies in donor
HBVe antibodies in donor
HBWe antigens in donor
HCW antibodies in donor
HCY antigens in donor
HTLY I antibodies in donor
Syphilis antibodies in donor
Toxoplasmosis antibodies in donor
Other antibodies in donor
Other antibodies in donor: specify

ﬂDonor treatment
ﬂHLA mismatches

| | |+ltTEm TREE TOOLS

JSTORED ITEM FILTERS
JPublic
Cord blooi
DLI for CLY P study
EFG
Haploidentical
HIY Study
Immune defic / Inb errors
Med-AB Forms
POMA
TBI

ﬂl\flanagement

ﬂli"\eg_:Jistr\,,f
ﬂCenter (wour own selections)

CIC I (O 00O . .

L

£

| B
I—EI_I_L@T Triusted sites V
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'4‘ EDAB[NEW][EBMT][User:promise1734][CIC:8001(9)] demo only [Med: ANy such subset can be used to

[ pstaenty ] report ][ espor | e JNEICM ey ol m |32 2 =] O[] document: the; Dictionary:...
[B001] [City 1] .
1:Iltems || 2:Records || 3: Centers |FERSIE =l Emmgﬁgﬁmegg
AR TABLE Patient 5
TAG LABEL NAME TYPCODES EXTRA KEYLENMINMAXDECHELPLTITWJACNJLRIX LONG LABEL
A WOLUME Content
AR0A
AROR]
I I Lnique Patiant Mumber (PR
2| cEMANIP CBFICOLL CBMECHCS CBHETAST CBPERCOL ATHMANI WASTDXAL ATHMOTHE
1 Mo 2 fes 99 unknown
2| ZMlvRERSL?
3 1 Failure (no 2 Felapse CRI 3 Seoondary clonal d F_’R to tre_atment 5 }‘Progression on B ‘Planned (Protocal)
response) Frogression PR disease (insufficient) reatment
A 8 Mo GvHD 9 Conditioning 10 |GvHD Prophylaxis 11 [aGvHD Treatment 12 Mobilisation 13 |Graft failure
i 14 Fre-emptive 15 Mixed chimaerism |16 Persistert disease 17  |[cGvHD Treatment 18 | ection SO i
prophyiaxis before
A 71 Mucoaltlal 72 Mucositis treatment 77 |Other 99 junknown
b prophylaxs
A {FEYvHIVDON VCMVDON VEEVDON VHBVDON VHCYDON VHTLVDON SYPHLDON VTOXDON
1 MNegative 2 Positive 3 Mot evaluated 99 junknowp
L PATSEX : :
T s T Faraly R ... together with the coding
EJVCBVOLUM VCBECLYM VCEECNTR system; invelved
888  |Not evaluated 999 |lunknown
o[ FENucLl CFUGM1 OTCLDS1
= B8888.88 Mot evaluated 1999993 unknown
BCOENAT Certre 1 wincT TS Teatmert was grver T 1 1002 = = T
BCOBOCI Unit |CENTR T or team narme| 40 G 2
BCOEL
BCOE1E1 Reason for this treatment |VREASL2 | 22 2 G 33 1
cE
TAG LABEL NAME TYP CODES EXTRA KEYLENMIN MAX DECHELPLTITWJAC N JLRIXLONG LABEL
CED VOLUME Content e
@ Done |_|§|_|_|@|_ Trusted sites Yy
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<A Output Window ProMISe - Microsoft Internet Explore - |D|ﬂ
I:l [99) unknown :l

HBY antibodies in donor [1i1) Wegative

(2] Positiwve
(3] HNot evaluated
[99) unknown

HCV antibodies in donor [1i1) Wegative

(2] Positiwve
(3] HNot evaluated

| | 199) unknown

Serologic status of donor

HTLY.l antibodies in donor 1) Megatiwve

(2] Positiwve
(3] HNot ewvaluated
[99) unknown

Syphilis antibodies in donor i1 Hegative
(2] Positiwve
(3] HNot ewvaluated
L] [29) unknown

Toxoplasmosis antibodies in donor 1) Megatiwve

(2] Positiwve

(3] HNot ewvaluated

[99) unknown

[continued on next page)

Cord blood collection

Date of Cord blood report {as yyyy'mm/dd) ‘ ‘ ‘ ‘ M ‘ M ‘

VYV /S omm /0 dd OI‘ generate the
corresponding paper

Address laboratory | |

Code of cord blood laboratory | |

CRE for data
collection

- PR . s . - = —r—r—i
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Wanagement of Logical Criteria

FILTER: RECORDS

JRECORD FILTER PROPERTIES
Ctrl 5| Save Filter on Serveﬂ

CRITERIOM: Select records if it is true that ...

Jand...

ﬂGeneral
ﬂTooIs [y
B Mew Filte[l

ﬂDiagnosis EQ1

The Record Filter allows the user to
build arbitrarily complicated
Logical Criteria which select the

appropriate records

Behind the screens these criteria are
translated to the appropriate SOL

NOITHOMN to the Criterion

Start building a new condition

maodify current existence-condition

FDiagnosis is ..

Standard conditions

emptyl not emptyl

& Comparison to a user-supplied value

unequal to (skip empty)l
> =| egual to] =| < 1 |
J | J unequal to {incl. empty) || {type a valuel)

* Occurrence in a series of user-supplied values

does not occur in {skip empty)l List:

OCCUrs in

Add to

Type a value:l
add to the list

does not occur in (incl.empty ) | , then press

+ Comparison to a pattern with wildcards

like| not like |

(type a pattern)

* % denote any number of characters (incl. zero)

? $ denote exactly one character)

Heidelberg, 2007/01/29

|Previ aw Area

Acute leukasmia

| Chronic leukaemia

| Lymphoma

Y Fiasma cell disorders

B soid tumours

| ¢ [IPEREE

BEl cone marrow Aplasia

BEN herited disorders

TN - to-immune diseases

BN Hemogiobinopathies

IEER Uncoded

IEEN urknown

=V LeukemiaNet"

Europesan
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PT 3 MEDAB[NEW][EBMT][User:promisel1734][CIC:8001(9)] demo only [Med-A

_MIS€

% FILTER: RECORDS
Management of Logical Criteria

JRECORD FILTER PROPERTIES CRITERION: Select records if it is true that ...

Ctrl § Save Filter on Server Jand...
ﬂGeneral ﬂDiagnosis EQ 1

-| ools

Cirl T Prewview cgi.;erionl
Max.# of rows ifrPreview [

Ctrl 1] Refresh Index]

Info on pattern Use

B Mew Filte[l
ﬂSTORED RECORD FILTERS
Step 0] Start building a new condition 0o % E %E E g §
. . oL = =
Step 1| modify current existence-condition ~ = E 29
Step 2| ancther condition based on the current itemis) - “ o
Step 3| another location for the same condition 9 51 2002-01-1211
9 206 1999-09-08|1
S 9 209 [2003-12-31]1
9 TA0  2003-12-30[1
How to remove a single Condition & 1236 [2002-10-15/1
How to reload a single Condition 9 1238 [1895-04-01/1
9 g007  2002-10-08[1
9 9196 |2000-01-12{1
= = = = 1999-09-08[1
A guick preview. is available 2000-07-15/1
5 0 [2004-07-04[1
1972-01-03[1
1980-11-02{1
1977-06-15[1
ANTE A 404

;@' Core

[pato enty ][ roport [ esport ] nop NG| el o] m [ [32] 24 =] O, I
[B001] [City 1] -
endin
ds |_§:Centers |ﬁ:0utput ||_§:Temp|ates |Emmghangf§
&

l_lﬁl_l_@r Trusted sites

E
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| Data Entry || Report || Export || Help

| Eiter |

[E001] [City 1]

A6

[1:1tems || 2:Records |

pending
[ 4:0utput || 5: Templates |EEEChangeg

FILTER: CENTERS

Mavigation to Centers, Reqgistries and entire project data base

Fonald Brand

Long
The MNetherlands

8001 | City 1 TCH Tester 1| Metherlands, The
8002 | City 3 TC3 Tester 3| Metherlands, The
8003 | City 2 TC2 Tester 2| Metherlands, The

8999 Dliver, Volker

| Metherlands, The| PRST subscriber reqistry

PRST Demo subscription

lick on any column header to sort the list

Heidelberg, 2007/01/29

The third Filter chooses the Center

to access, subject of course to

= LeukemiaNet"

Europesan
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Data Entry || Report | Export

[8001] [City 1]

DAB[NEW] [EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A:

EEEE

EEE

- I]OB SPECIFICATION
> Execute Export Job)

B> FPreview datal
J Content

Purpose of export

Data base type

Dictionary include

ﬂ Split options

ﬂ SPSS options
JFiIters

Jltem Filter

Apply ITEM Filter
Embedded Item Filter

ﬂRecurd Filter
ﬂpupulatiun Filter

ﬂhdvanced!Designer Query Filter

JDeIiuery

Delivery type

E-mail address
ﬂSchedule
ﬂSecurity&Zip

ﬂStDre Specification on Server

B MNew Jubl

1

Data Export

ESBEMT Transplant Related Mortality

JCURRENT JOBS at 09:31
(B> _BEFRESH loh Treel
Waiting {E’}
J Executing
PROMISE_BACKUP (created Z006-08-12 09:31)
Success
Success & Rescheduled
Failed
Others

ﬂSTORED EXPORT JOBS

| lF'review Area

Mo Population Filter embedded

Mo Advanced/Designer Cuery embedded

While the Dictionary is the sole
source of information on the
Project Structure,

preprogrammed Export Formats
allow the user to convert both
Data and Dictionary. to other

@ Core

l—lﬁl_l_@m Triusted sites V

Heidelberg, 2007/01/29
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2 MEDAB[NEW][EBMT][User:promise1734][CIC:8001(9)] demo only [Me

[E001] [City 1]

| Data Entry || EBeport | Export

EEEE] ]

=
EEE"

- IJOB SPECIFICATION
i > Execute Export Jab)

B = Freview datal
j Content

Data base type
Dictianagﬁinclude

Purpose of export m

Data Ex oo rt

JCURRENT JOBS at 09:31
> REFRESH Job Tree|
Waiting
Executing

J SuUcCess

@ > PROMISE_BACKUP (created 2006-03-12 DQ:BI)I

Success & Rescheduled

MS-Excel (1 file)

SPSS (any version)

HTML pages (static)

Delimited text files

Microsoft Word Mail Merge

Cne Excel file per table
RichTextFile format (WWord & others)

dBase a

Failed
Others

=

j—
ﬂhdvancedmesigner Query Filter

jDeIiuery
Delivery type M
E-mail address I—
ﬂSchedule
ﬂSecurity&Zip
ﬂStDre Specification on Server

B [New JDbl

Mo Population Filter embedded
Mo Advanced/Designer Query embedded

Heidelberg, 2007/01/29

lF'review Area

... like Access, Excel, SPSS, Word etc

= LeukemiaNet"
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- I]OB SPECIFICATION
(B> [Execute Export Jubl

B> FPreview datal
J Content

Purpose of export

Data base type

Dictionary include

ﬂ Split options

ﬂ SPSS options
JFiIters

Jltem Filter

Apply ITEM Filter
Embedded Item Filter

ﬂRecurd Filter
ﬂpupulatiun Filter
ﬂhdvanced!Designer Query Filter

JDeIiuery

Delivery type

E-rnail address
JScheduIe

How to start

If not now, at what time

Fepeat pattern

ot ISecuritv&ZiD

@accept
Every month (on the 1st) 3

Every week (on sunday) 2
Every day
Every hour

Mo F
Mo Advancedﬁbesigner Cluery embedded

Heidelberg, 2007/01/29

ESBEMT Transplant Related Mortality

ﬂCURRENT JOBSs at 09:31 ‘ JSTORED EXPORT JOBS -
- |pubiic
Med-AB Backup
SOL 003: Full MED_A Access (no Additional trt)
SOL 003: Full MED_A Excel {no Additional trt)
SOL 005: Full MED_A Access, DoMext Transplant
Standard EFG

JRegistry

- |za01 —
BSBMT CML ALLO SIMCE 2000 FORE CARMEM TO FIx
BSBMT ALIVE but no Follow up in Last year
BSBMT all Transplants_ Date Last Seen_ Dead or Aliv
BSBMT COMNDITIONING AUTOGRAFTS DMLY
BSBMT MYELOMA AUTOGRAFTS CORE REPORT CAUSE
BSBMT Transplant Related Mortality
SOL 005: Full MED_A Access, Excel DoMext Transplar

- |zanz

List of transplants by year

List of transplants by year _ with selected diagnosis
< >

Project managers and users can
. store exports for (repeated) use

lF'review Area

= LeukemiaNet"
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Report Export Hel Eilter _‘ @m@m’i
: [um] [Cliity 1? e | % %A = - -
Specify Status || Table || Content | ...gﬁg:gnegg
Sat, Aug 12, 2006 [16:08:26] (n=5926) BE
JDispIa\,r Qptions % E:_I'i":;e in =
Curl Ale [] Codes:Labeld || @ Initial|Initial |Date of Patient ID this
+output Table N Patient [(s) |(s) [|birth of [Sex of |in treatment Reasor
dossier|first |family|the the conversion|Treatment|was for this
ﬂPatient Data Manager CIC|Patient|UFPN numbername|name |patient patient|source date given Unit|treatm:
ﬂADDITIOI\IAL paces L g 27 53079 DU MA 1980/12115)  Male 2001/05/05
9 28h254+8+30 H D 1972/03/12|Female 200312412
| g 28h254+8+30 H D 19720312 Female 20031212
T 9 28h254+8+30 H D 1972/03/12|Female 2005/01/26| Leiden ]
| g 29456123 G H 1924/03/12|Female 1999/01/02
T 9 29456123 G H 1954/03/12|Female 1999/03/24
% | g 29456123 G H 1924/03/12|Female 2001/01/0%
9 5001 1 1 1999/09/09)  Male 2001/01/01| Leiden ]
| g 501 1 1 1999/02/09)  Male 2005/05/12| Leiden ]
T 9 51 t m 195104707 Male 2003/06/07
| g 104296 19800707 g 2002/08/08
T 9 1171 1 1 1957047220 Male
| g 20601112 2000/01/29) Leiden ] —
T 9 2081110431 T968/01/01  Male 1999127300 Leiden []
| g 209567 q f 197650512 Male 2003711420
= OCLEE q f 197605120 Male 200311420
Reports can be generated with a g f |1976/05/12 Male 2002/12/31
simple mouse click, based on: the g [f |1976/05/12  Male 2004/01/06
cu I‘I‘ent|y aCt|Ve Item and Record a a 1969/01/01  Male 2004/12/02| Leiden ]
= 1966/08/06)  Male 2000/02/02
Filters Llll
Kl | 12
‘@ |_|§|_|_|@|_ Trusted sites Yy
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JDisplay Options
Ctrl Alt Codes:l_abels|

ﬂDutput Table

JPatient Data Manager
+Modify

JStatus Report
) Horq’zontal Iagoud
B> \erocal Iayoud
B> Data Quality reportl
@ > Event chargl

P> CRF gEaEer!I
B> CRFE for rowl

ﬂProperties {general)
ﬂProperties {horizontal)

ﬂProperties {vertical)
ﬂProperties {event)
ﬂProperties {quality)

... and choosing among several types
of overview or even a direct load

inte; Data Entry.

Heidelberg, 2007/01/29

Sat, Aug 12, 2006 [16:08:26] (n=5926)

MUY

cic

Patient

UPN

Initial|Initial |Date of

Patient |(s)

humbe A com

:

(O[D(O[D(O[D(OAQOLDQO[D(O[O(O[D(O[O(O[O

27
28
28
28
29
29
29
50
50

04
117
206
208
208
209
208
209
292
739

h254+8+30
h254+8+30
h254+8+30
456123
456123
456123
1
1

206
1
a1112
1110431
567

567

567

567
11234
22

[ I Ve o T Ve B Ve

—h | —h| —h| —h

o

plete overview can be

1954/03/12
1954/03/12
1954/03/12
1999/08/09
1888/08/09
1951/04/07
1960/07/07
1957/04/22

1968/01/01
1976/05/12
1976/05/12
1976/05/12
1976/05/12
1968/01/01
1966/06/06

Female
Female
Female

hale
Male
hale
9
hale

hale
Male
hale
Male
hale
Male
hale

=V LeukemiaNet"
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| Ezport || Help | Filter |_‘ @m@m
[B001] [City 1] m : = -
) Teoe | coneent] EEE-,..
=

ciC 9 Leiden [] @
Patient 208

Diagnosis date 1999112117 & | -Jrecord Locator +havour

Record creation date 2004/01/02 16:56:00 jPatient [9] 208

Record medification date 2005/05723 142200 @Diagn 1999112117 [Main, graft diag|

(SAL Server autonumber field) 4954 JJTreat 1989112130 [Transplant]

How approximate is the Index Date (| exact date @Doror 1

Type of diagnosis 1|Main, graft diagnosis nocel 1996112130 [T lant

Diagnosis 4Plasma cell disorders Prsse [ l:ansp ant]

Age at this diagnosis 31 96 PAssel 2005105723 [Alive]

M myeloma f Plasma cell disorders 1| Multiple myeloma _‘l—l _Lll

Type of Multiple myeloma 3| Common type

IG type 1| g

Light chain type 99| LNk

Stage 1| | s

Stage A or B (Salmon & Durie) 1| A

Disease classification 4 Multiple myeloma

B: Index date for new record 1999/12/30 The Status-like overview contains a

cic 5 Leiden (] Record Locator and information —
Patient 208 on all data currently stored on

Treatment date 1999/12/30

Record creation date 2005/05/23 14:22:00 Mé:

Record modification date 2005/10/10 08:31:00

{SQL Server autonumber field) 34053

Context of this treatment 7l Transplant

Centre in which this treatment was given 9| Leiden []

Country of the centre 90| Turkey

UPN for this patient for this treatment 1110431

Interval from last diagnosis to this treatment 13

Age at this treatment 3z

Country (> 10 centres) 90| Turkey

Tvbe of transplant 1l Allogeneic ~
@ Done l_lﬁl_l_@r Trusted sites Yy
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| Data Entry || Report || Export || Help |

DEESIGMER TEST COMNTAINER [#1]

Fatientnaam: F. Regeer Zeboortedatum: 1968/02/28
Zoncor-nr 418 Fromise-nr: 1061167 DA afg:
Registr. Zkhs: Leids Universitair Medisch Centrum Fatientnummer: 8122415

[Leiden] (106}
2e 7khs: () Fatientnummer:
Datum * EPCC Omschrijving ICD9 ICD10 HE
1971/05/19 00 exact date 09.29.01 Aortic coarctation, 0251 E
{date Lnknow} exact date 091522 Bicuspid acrtic valve, Q231
197 1/05/19 01 exact date 05.04.02 AS0 within oval fossa (secundum), Q211
197440712 00 exact date 12.18.00 Coarctation / hypoplasia of aorta repair, ?
19740712 01 exact date 1014 .01 Systemic hypertension, [10
200111407 00 exact date 15.35.03 Residual aortic regurgitation, Q231

* . Zekerheid van de datum
HE : Hoofdevent

Opmerkingen

Aanvullingen

Datumn laatste contact cardicloog:
Datum laatste contact CONCOR:
Datum laatste wijziging:

Miet meer onder behandeling?;

e

N
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3 Output Window ProMISe - Microsoft Internet Exple - |El|ﬂ
event chart for [3] 29
Date ofthe T8t O . Qe
Date Srd transplant d .
2
ate last record Crea et L .
.
Date of lastfolloweup_{ | B . @cc piagn
BC_Treat
B date for new PRCOr Do e
> A4_Patient
achieved O 85SRS SRl |
>
ar cell infusion started . O
Date neutrophils=0a ... ... ... ... { Jo5050000008000005003585003800030565355500386003056335863038630303G335
raft date {lastentered) ... .. ... " Josss00a000805000a50005000009000655956030505059560A00550595603033505000
Date 1t an s A .
selAssessmentdate o o] &
* °
TreatTreatmentdate_ ... ... ... .. .. ________________ e T P E PP LR TP L EPEPEPPLPERPOPEPPIPE
Ciagn:Diagnosis date
O
DlSplay—TﬂﬂﬂﬂwﬂﬂﬂﬂwﬂﬂﬂﬂwﬂﬂﬂﬂwﬂﬂﬂﬂwﬂﬂﬂﬂwrW
-107 a5 a3 71 50 A7 25 23 -11
A special graphical | rime =
representation of all events | B
experienced: by a patient is
directly’ linked to the; overview
Heidelberg, 2007/01/29 LSV LeukemiaNet" 69
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| Ezport || Help |

Eilter |E

Ll

Q,

[8001] [City 1]

=
EEE. .o

[Specity [ st Status | RSN Contert ] B -
Diagnosis WValid %[Cumul %
{sysmis} null 50 2% 0%
Acute leukaemia 1 501 19%| 18% 19%
Chronic leukaemia 2| 8300 31%| 31% 50%
Lymphoma 3| 407 15%|  15% B6%
Plasma cell disorders 4 306 11% 12% T7%
Solid tumours 5| 266 10%| 10% 87%
MDS/MPS B T8 3% 3% 0%
Bone marrow Aplasia Tl 184 T T 97%
Inherited disorders 8 1 0% 0% 97%

9 10 0% 0% 95%
Auto-immune diseases| 10 4 0% 0% 98%
Hemoglobinopathies 1M 53 2% 2% 100%
Uncoded 88 5 0% 100%
TOTAL 2705 2650

& counting Diagn-records

When the header of a column in the
report is clicked, a frequency.

table appears with a graphical
resentatio

Heidelberg, 2007/01/29

<A Output Window ProMI

Saturday August 12 2006 16:19
-|rABLES

B> Show al tablesl

-Pump to L
DISMCLFD [Diagnosis]

JModify vigible graph(s) ...
type of chart

M=

Diagnosis

onic leukaemia n=830 (31.2 %)

mphoma =407 (15.3 %)

Flazma zell dizorders n=305 (11.5 %)

Acute leukaemia n=5C

Auto-immune disea
Hemaoglobinopathi
n=10 (0.3 %)
Inheritad dizorders
Bone marrow Aplasiz
MDSMMPE n=72 (2.9 %)
Solid tumours n=266 (10 %)

= LeukemiaNet"

Europesan
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15€

DAB[NEW] [EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A: £

Eilter |w @L{TA‘@ (:)%

Report | Ezport || ﬂelpl

[8001] [City 1]

(Specity | ot | stghus | IR Contert] D - EEE
Saturday August 12 2006 16:22 Q}

Dex C Count|Total % |Valid %% |Cumul % jTABLES
{sysmis} nulll 385 13% 0% B> Show al tablesl
Male 1 1478 51%| 59% 59% JJump —
Female 20 1018[  35%  41% 100% PATSEX [Sex of the patient]

9 1 0% 0% 100% ABOPAT [Fatient AB0 blood group]
unknown a9 1 094 100% [% WACLEUK [Acute leukaemia diagnosis]
TOTAL 2886 2497 JMOdifV visible graph(s) ...
& counting Patient-records type of chart bar

Fatient ABC blood
group

Count|Total %ovalid %o|/Cumul %

{sysmis} nulll 1806 £3% 0%
£ I I i A repo_rt can be generated as 3
Al 2| 8| oW 1w 35 series of frequency. tables instead
B 3 99 3% 924 4459
5 T B s B of a columnar layeut.....
8] B 37H] 13% 35% 533%
9 180 6% 17% 100%
TOTAL 2886 1080

& counting Patient-records

Valid 9 (Curmul %4

{sysmis} null] 2198  81% 0%

AML 1 311 1% 61% 61%
ALL 2| 183 7%  36% 98%
Undifferentied | 3 4 0% 190 88%
Dismlamum b seniom A A [ninrs [nlnrs [minlinra Ll
@ |_|§|_|_|@|_ Trusted sites Yy
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[2001] [City 1]

| Specify || List || Status | Content

=
EEE?EE@”ES

R

A All diseases — IV

{sysmis} null 0 0%

Male 1) 1478 59%| 59% 59%

Female 20 1018 41%|  41%) 100%
9 1 0% 0%  100%

unknown 99 1 0% 100%

TOTAL 2498 2497

& counting Patient-records

<3 Output Window ProMISe - Microsoft Internet Expl
I

{sysmis} null 0 0%
A 1 372 34%| 34
Al 2 ] 1% 1
B 3 98 9% 9
AB 4 45 4945 4
0 5 375 35%| 35
8 0 0%
9 180 17%| 17
unknown 99 0 0%
TOTAL 1080 10

& counting Patient-records

Count(Taotal %a|valid

Saturday August 12 2006 17:14
-|rABLES

B> Show al tablesl
JJump to ..

PATSEX [Sex of the patient]

ABOPAT [Fatient AB0 blood group]

WAZLEUK [Acute leukaemia diagnosis]
JModify vigible graph(s) ...

type of chart pie

&

B n=00 (3.1 %)

AB =48 (4.2 %)

0 n=375 (347 %)

Local distribiution

Patient ABO blood group

A1 18 (0.7 %) A N=3T2 (394 %)

n=180 (166 %)

n=0 (0 %)

Complement distribution

A1 =11 (1.6 %)

AB =40 (5.1 %)

Patient ABO blood group

A n=200 (444 %)

B n=48 (7 %)

=S (131 %)

=1 (0.1 %)
O =179 (27.3 %)

Local distribiution

iComplement distribution

[

{sysmis} null 0 0% 07
AML 1 311 61%| 61% 61%
all Lo ) A4S DENEL QRN [mi=inr Ll
@' l_lﬁl_l_@r Trusted sites Yy
Heidelberg, 2007/01/29 LeukemiaNet"
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Europesan

PI' 3 MEDAB[NEW][EBMT][User:promisel734][CIC:8001(9)] demo only [Med-A:
O Export || Help || Fiter [ify 35) JH@ Q,
[B001] [City 1] :
endin
|§peciﬂr | List | Status | Content 'm = E@EEhanqi
Saturday August 12 2006 17:24
Type of transplant ;&i‘ % E g- E i é' jTABLES
5 E s %% = B> Show all tableg]
D
& 3 S S®| Age atthis treatment Croseizzly Gomizzn:
[ 4] | =
(] JJump to ...
5 BCEVDZ [Context (manual input, see note)] BY W7
|
= = L JModify vigible graph(s) ...
2573 1541 1043 1 valid court type of chart
26.447220(131.84205 ||43.129358|72.42 average e et
13.986664(15.750191)|16.230294 stad dev,
i 4 3
{sysmis} nulli5 29 0.08 157 7842 | |[minimom | | [
24 .57 195 195,34 7242 M MU
Q377872 (4907014 ||44983.92 |[723.42 SLIM
g valid count
45 635556 average R
Non graft 2 16.310179 std dey.
treatment 16.12 minimum
7018 maximum
412 .52 5UMm
1 valid count
39,98 average
. std. dew.
Collection 4 3005 e —
2993 M mum
2993 sUMm
3 2 12 valid count o
46 116667 (48 54 47 384167 average
Transplant 7 15.2899 |([2.57796 ||19.367125 std dev.
P 3226 46 01 16.83 minimum
252 51.07 T0.53 maximum
13835 97 .08 568 61 SUIM -
< | >
@' l_lﬁl_l_@r Trusted sites Yy
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<3 MEDAB[NEW][EBMT][User: mrdm][CIC 1(1)] [clmdev2003][443]

DEZIGMER TEST CONTAINER [#1]

pending

WETREEEN| Design gélnad EEEchanges

JPRODUCTION MANAGEMENT
JLogs & Queries
Manage Log & Query information
JParticipating Centers & Users

[Ctrl 1] Center management| The Manager of the project can
Ctrl 2] User management] maintain all production aspects of

Publication/Subscription management

Bleroject Integrity a project that need adjustment
Ctrl 3 Consistency Checks| remotely inc|uding N
Ctrl 21| Backup/Restore functions (entire project!)l

-Iviews & Indexes Participating Centers

Reconstruct all SQL Views
Manage all Table Indexes User authorization

JBehaviours

Ctrl 5| Project-wide parameters|
- |pata Manipulation System performance

Ctrl 6] JavaScript functions| . . .
| showlg | Data sharing with other projects
Project-wide parameters

Tihe system) is “self-repairing” and
remembers the queries; issued to
enhance;its efficiency,

Heidelberg, 2007/01/29 LeukemiaNet"




| Data Entry || Report || Export ||ﬂelp||£ilter ]

Desién Qﬁload

DESIGMER TEST CONTAINER. [#1]

pending
changes

ElCurrently defined CICs
ElCenters
[0101:0snabriick] Kl Osnabriick
[0102:Cottbus] Carl Thiem Kl
[0103:]Jena] Hospital

[0104:Chemnitz] KI Chemnitz
[0105:Berlin] Kh Neukoeln
[0106:Potsdam] Ernst von Bergmann
[0107:Bad Saarow] Humaine Kl
[0108:Rome] Regina Elena
[0109:Palermo] Osp Bambini
[0110:Palma de Mallorca] H son LLatzer
[0111:Bremen] Evangelische Diakonie
[0112:Hameln] KH Hameln-Pyrmont
[0113:Minden] KI Minden
[0114:Lemgo] Kl Lippe -Lemgo
[0115:Bielefeld] Franziskus H
[0116:Bielefeld] Ks Gilead
[0117:Glitersloh] Abt Haemato/Onko
[0118:Kassel] Staedt. Kl

[0119:Ascoli Piceno] Osp Bambini
[0120:Mdnchengladbach] Kh Maria Hilf.
[0121:Neuss] Lukas Kh
[0122:Wupperthal] KI S Antoniu
[0123:Wuppertal] Klinikum
[0124:Bochum] Knappschafts Kr
[0125:Dortmund] St Johannes
[0126:Essen] Universitat KI Hm
[0127:Essen] Universitat KI Tm
[0128:Bonn] Univ Kinderklinik
[0129:0snabriick] Paracelsus K

D A | O |

~|cENTER OB3ECT
> CREATE new Ce -
EIActions on Current Center
> [Ctrl 5| SAVE parameters |

Postpone synch with trees
> Copyto clipboardl
> Paste from clipboard|

ElCurrent Center: Object Key(s)
Center Identification Code (CIC)

ElCurrent Center: Manager Properties
Purpose of Container/Registry

Full description of this center
Short description of this center
Principal contact:name
Address line 1

Address line 2

Address line 3

Postal code

City

Country

Fax number

Telephone number

E-mail address

1502 code of the country

Standard IS0 name of country
Principal Data Manager: name

Data Manager e-mail
Data Manager fax

Resume with the first item in the current section by

nressing Tab (or click on any other its

e Management of centers with

Various; properties.....

[

—

Ospedale dei Bambini

Via Benedettini 1
90144

Palermo

m LeukemiaNet" 75
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rm,mlse

"2 https:/ /www.clinicalresearch.nl/ - MEDAB[NEW][EBMT][User:mrdm][CIC:1(1)] [clindev

DESIGMER TEST CONTAINER [#1]

Desién gﬁload

| Data Entry || Report || Export ||ﬂe|p ||Ei|ter|

EEENRCE= B ]

B

ﬂCurrently defined CICs
bmtuZ36p on CIC=236
bmt0236r on CIC=236
bmt0237a on CIC=237
bmt0237h on CIC=237
bmt0237m on CIC=237
bmt0237n on CIC=237
bmt0237q on CIC=237
bmt0237r on CIC=237
bmt0237v on CIC=237
bmt0237w on CIC=237
bmt0238c on CIC=238
bmt0238f on CIC=238
bmt0238m on CIC=238
bmt0239j on CIC=239
bmt0239m on CIC=239
bmt0239v on CIC=239

Tja
i

N | | o o |

-luser oB3IECT
j(:u rrent User

B> [Ctrl U LOAD selected User ..

B> [Ctrl R Refresh CICs in UAM ...

> |Ctrl S| SAVE parameters |

jLogon properties
username
password

actual name of user
associated CIC

@ > Reset invalid logon counter]

B

=
1E
L2

s

ﬂToggIe

ﬂCreate
ﬂDelete
ﬂUpdate

User Access Matrix

=
AHEHEER
MEHEEEEHE
alz|TE & |e
o @ (o=
5 @ |
@ [=]
I'n_.i'l -

=

-

Initial LogOn to center

237 | | L]

After switch to Center

e ... and users authorized to access

them

Support of detailed authorization

when alloewing switching; firom
ONe center toranother in ene

SEssion

Heidelberg, 2007/01/29
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Infrastructure is “self-repairing”
through internal consistency
checks

Manager can make full additional
backups and store them, locally
for added safety

Tiable indexes can be defined for
INCrease; in speed iff certain types
of gueries; are known te)be used
Verny ofiten

Heidelberg, 2007/01/29

jPRODUCTION MANAGEMENT
jLogs & Queries
Manage Log & Query information
jParticipating Centers & Users

Ctrl 4| Backup/Restore functions

Ctrl 1| Center management|

Ctrl 2| User management|

Publication/Subscription managy/
jProject Integrity

Ctrl 3| Consistency Checks|

= project!)|

j\{iews & Indexes
Reconstruct all SQL Views
Manage all Table Indexes
jBehaviours
Ctrl 5| Project-wide parameters|

jData Manipulation
Ctrl 6| JavaScript functions|

show log

= LeukemiaNet"
P
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proMI®®
-|BEHAVIOURS

> |Ctrl S UPDATE ALL PROPERTIES ...
jParameters

ﬂGeneraI

ﬂData Entry

ﬂReports & Exports

jAdditionaI structures
Additional CIC (IDX) support

Automatic Country support

jLocking & Monitoring structure
Modification Lock Support

Analysis/Report Lock Support
Synchronization Lock Support
PINcode support for Data Contribution Facility
jActions
Auto-start DataEntry
Auto-create user for new center
jFreq uency Chart on logon page
Graph item(s)
oElie:
Height in pixels
Width in pixels
Type of graph(s)
jAuthorizatron Defaults
DEMO version access (max.auth.level)
DEMO version password (optional)
Security Level

ﬂOn logon to any Container (CIC=0,2,3,...9)
ﬂOn logon to any CIC (>=10)
ﬂpassword Expiration
qu blication/Subscription
ﬂlSubscriptron parameters

Special parameters allow fine
tuning of projects beyond the

standard behaviour assummed

Tuesday January 23 2007 16:22:29

Tuesday January 23 2007 162224

Diagnosis
Linknown 23
LIncoded 530
Hemoglohinopathies a7am
Auto-immune diseases o
Inherited disaorders 2174
itic anaemialBM Aplasia 7753
lastic/Myelopraliferative 23R
Salid tumours_| | 20456
Flasma cell disorders
— | 23524
Lymphama_| | 6196 1

Chronic Ieul-:aerma_-
21150
Acute leukaemia_j

ternptyl_foaq

e —
0 20000 40000 §0000 20000100000

Count

| 52032

Heidelberg, 2007/01/29
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‘ "’ps:H.clinicalresearch.nlf - MEDAB[NEW][EBMT][User:mrdm][CIC:1(1)] [clindev2002][443] - Windows Inter

- = = [ —+]
| Data Entry || Report || Export |[Help ||E|Iter| %l@'lgjl& E% T @ (:)% ]

DESIGMER TEST CONTAINER [#1]

Jsf _AGEDIAGN

Jsf _AGEDONOR

Jsf _AGETRT
Jsf_CENTRE
Jsf_ch_cause_death
Jsf_CIC_1
Jsf_CIC_2
Jsf_CIC_3
Jsf_cn_AnCODE1
Jsf_cn_BBDATE
Jsf_cn_BCCODE
Jsf_cn_BCOUNTRY
Jsf_cn_BECODE
Jsf_cn_BEDATE
Jsf_cn_CENTRNR
Jsf_cn_CREATOR
Jsf_cn_DATWDS
Jsf_cn_DIFFUSIN
Jsf_cn_EBMTREG
Jsf_cn_exinvivo
Jsf_cn_GRAVHOSD
Jsf_cn_INFEEVEN
Jsf_cn_LGRAFTL
Jsf_cn_METASTAT
Jsf_cn_MODIFIER
Jsf_cn_NATREG
Jsf_cn_NBRCRBG

Jsf_cn_negposse
1cf &~n DENTATDT

Heidelberg, 2007/01/29

=

Desién Qﬁload ...Eﬁgnlg"egs

-|FuncTIONS | -[FUNCTION OBJIECT (Production) Return & Parameter values for testing
1sf AGE > [Ctrl S| SAVE Modified Functions (temporarily)| - I {returnvalue}

qu rrent Function ...

. I DATPATBD

Function Name AGEDIAGN
. I IDAABB
To be used as Formula for ... AGEDIAG

Attached to table ...

Application type Unconditional

Items supplied as parameters o IBENIEENEEIRES IRLVANE S

®.> Modify Function] e Support for JavaScript functions
B Test Functionl — : =
Hshow ... defining formula items allowing
Happly ... retrospective calculation on
FUNCTION

existing data also

// here follows your function body specification
var parms=arguments[0];

wvar currentValue=parms[0];

wvar DATPATBD=parms[1l];

wvar IDARABRB=parms[2];

function Jsf AGEDIAGN () {

if (DATPATBD!=null)
{if (JS_DATEDIFF('yyyy','1900/01/01"',DATPATBED) >0)
{var dif=JS DATEDIFF('d',DATPATBD, IDAARB) ;
if (dif>=0) {return(dif/365.2)}
I
else
freturn(95.9) }
I
=lse
freturn(95.9) }

return(null); // as a safety measure, 1f logic comes here, we return null-value

e a non-null returnValue is used to fill item [AGEDIAG]

=V LeukemiaNet"
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,f’f https:/ /www.clinicalresearch.nl/ - MEDAB[NEW][EBM| ® Internal messaging system

| Data Entry || Report || Expo

rt |[Belp |[Eilter |

Manage || Design

show log
-|MESSAGES

DESIGMER TEST CONTAINER [#1]

jShutdown message
#.> Send ShutDown message]

CEERGEE

EEE

ShutDown in ?7?
Message

minutes from now

i

jReactivate message
> Send Reactivate command|

jl_ogon message

@ > Store Logon messagel

Messaage

*  to send imemdiate messages to users

* to close and reactive a project

,,,,,,,,,, 0N Page

The default scope of the session 1s:

—N[Essage text

<FONT color=bl

This session a
diseases</B></
malignancies</
color=green><B
of <FONT colorx

Other sessions

and CPL</FONT> ProMISe jusername |
version 2.2.04 ||

The default scope of the session is:

e e |

Scope of this session

MEDAB

Bl

Management Message

@Accept

Med-A: All diseases

Med-A: All diseases — Med-B: All malignancies except CLL and CPL

Med-AB: Acute leukaemia (ANML, ALL, etc.)
Med-AB: All diseases

Type of this Session

D (]
Data Reports only
Predesigned Reports
DEMO session

L« |

Heidelberg, 2007/01/29

The default scope of the session is:

Med-A: All diseases --- Med-B: All malignancies except CLL and
CPL

This session 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

Other sessions are:
Med-A: All diseases registration of any disease but only with Med-A

Med-AB: All diseases Med-B registration of any disease for which
there are Med-B forms; Med-A registration for any disease. Contains
the whole database

Med-AB: {single disease} Med-B or -A registration of that disease

Change the scope by selecting sessions in the pull down menu.

You can select one or any combination simultaneously

= LeukemiaNet"

Europesan
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/= https:/ /www.clinicalresearch.nl/ -

| Data Entry | Report || Export || Help ||Ei|ter|

Manage Design

DESIGMNER TEST CO

MEDAB[NEW][EBEMT][User:mrdm][CIC:1(1)] [clindev2003][443]

[EEIERREN= BN

NTAINER [£1]

=
L

- Windows Inter

Execute Next Phase

Phase: 0

& Upload MS-Access data base:

Browse... |as EXUP#[9999  (0001-9999)

© Process existing External Update

No existing MDB files found!

© Resume prlor to Phase 3 (actual execution)

No existing specifications found!

(after addin

data) and |

Heidelberg, 2007/01/29

e After EXPORTING (a part of) the
data, the resulting MS-Access
MDB file ca

f https FEALT, LT clmlcalresearch nlf -

| Data Entry || Report ||ﬂe|p ||E|Iter|| Manage |

DESIGMER TEST CONTAINER [#1]

EEER]
L

MEDAB[NEW][EBMT][User:mrdm][CIC:1(1)] [clindev2003][4

> Preview data|

j Content
Purpose of export

Data base type
Dictionary include
ﬂ Split options

+| SPSS nntinns

JCURRENT JOBS at 16:48

JAccess2K]

showiog _________________§ ___ Databxport |

JJOB SPECIFICATION
iJ» Execute Export Job|

B> REFRESH Job Tree] g
Waiting

j Executing
PROMISE BACKUP (created 2007-01-23 16:48)
Success
Success & Rescheduled
Failed
Others

LeukemiaNet" 81
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Microsoft Access - [AA_ : Table]

J Eile Edit View Insert Format Records Tools Window Help Adobe PDF‘

R0 @85 TR T MR DA
VIBEMTRID | TRIAL | UPN | VDOSSIER | GIVNAME | FAMNAME | DATPATED | PATSEX
B 2KJ
N 1 dfg DEMOADD
) 1210503 b d 1947-0¢17
N 2000-82-02
- 1999-09-09 1
In Access we add, modify and
delete some fields.... i
; i ) IE | FAMNAME | DATPATED PATSEX
e ... and then zip the file againiand
~ uploadfit DEMOADD
d 1947-08-17 1
Hello 2000-02-12
2
1999-09-09 2

= https:/ /www.clinicalresearch.nl/ -

| Data Entry | Report || Export || Help ||Ei|ter|
DESIGMNER TEST CONTAINER [#1]

N Mapage || Design

MEDAB[NEW][EEMT][User:mrdm][CIC:1(1)] [clindev20

[EEIERREN= BN
o

pending
changes

| show log |Bulk Data Upload Procedure

Never use the BACK button in this procedure;

restart entirely if needed

Cancel | Execute Next Phase |

Phase: 0 ‘

& Upload MS-Access data base:

G‘idemoleukemlaneﬂmrdm‘imrdm2|p| Browse... |

Heidelberg, 2007/01/29

LeukemiaNet"

Europesan

82



Fm,mls@

Execute Next Phase

Preliminary (Fake) Report

Choose the target of this procedure:

¢ Container#0 (production)
" Container#9 (demo)

Tables

I First delete all(!) rec%is in all Designer

procedure.

In this phase a Preliminary (Fake) Report will be

During this phase no modification whatsoever will ;

Make sure that the current Item Filter covers all 1
saved one) before pressing the 'Execute Next Phas

Make sure you have chosen the correct Containel

Missing CIC:
+ SKIP record

Column with only NULL valueg:

« Ignore NULL columns

e ... And an overview of the eligible recordsis

- produced....

o [hen the Manager chooses against which container
.~ the data should be uploaded! (as test data, production
. dataordemodata):

Heidelberg, 2007/01/29

Tag |Description

AA_ |Patient 590 0 590
BA_ |Study 52 |0 |52
IBB_ |Diagnosis 594 0 594
IBC_ |Treatment 748 0 748
|CD_ |Drugs (Chemo) (1281 [0 11281
ICE_ |Antibody treatment/4 |0 4
ICF_ |Stemcell counts  [291 |0 1291
|CH_ |Doner 272 |0 272
IDA_ |HLA of the Donor (89 |0 89
IBE_ |Assessment(1) 2444 0 12444
ICA_ |Treat Compl 216 0 1216
|CB_ Immunophenotype 32 |0 |32
ICC_ [Cytogenetics 137 0 1137
ICG_ Infections 387 0 387
ICK_ [Involvement 4584 0 14584
ICL_ |Molecular 61 0 61
ICM_ [Chimaerism o 0
ICN_ |Dis Compl 2 o 2
ICO_|CirculatingAB [0 [0 0
ICP_|Questionnaire 0 [0 0
BG_|Assessment(2) [1 [0 1
IBH_ |HLA of the Patient 77 |0 77

= LeukemiaNet"
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When a report contains more than |250 "l individual modifications (=lines), a condensend report is
would exceed this value, the entire fake report is suppressed!

Tag |ltems considered | @NEW record | @Erased | @®Modified @Filled [All Mods] | @Date Changes

‘AA ‘{cllckheadertn show}| eport (n=0 |Repor‘t

IReport  |Report |Report (n=5) geport

=]=Jgenerated 2007/01/23 17:08:30

)
BA_ (Fake) Report of modifications for batch 9999, e
)
)

gpc Patient Record-Modifications

i

Renort

rejection codes (column R)e 1: code not found and no min/max specified
e 2. code not found and not allowed by min/max
+ 3 not allowed by min/max

ITEM OLD VALUE

FAMNAME

FAMNAME
DATPATBD|2000-02-02 00:0
PATSEX
PATSEX 1
DATPATBD|1966-02-28 00:0
{end of report}

e Finally overviews of all pending
__modifications can be produced

dna even aownioad

or

~_analysis) prior to execution.

o Actual uploadican be fine tuned

Heidelberg, 2007/01/29

‘The total report concerns 6 Record Identifiers and 6 Item Modifications |
(= https:/ /www.clinicalresearch.nl/ - MEDAB[NEW][

| Data Entry || Report || Export |[Help ||Ei|ter| %l@lgl& 3 %g

DESIGMER TEST CONTAINER [#1]

endin
Manage || Design EEEghangegs

| show log |Bulk Data Upload Procedure

Never use the

Cancel

]

BACK button in this procedure; restart entirely if need:

Execute Next Fhase |

Phase: 3

Creation of Job for Actual Execution

Processing options:

& " Allow insertion of new records

& ™ ... but prohibit creation of new top level records

@ [ Allow erasure of filled items
@ | Allow modification of filled items
@ 1 Allow filling of empty items

@ ¥ Allow dates to be modified to earfier ones

Phase: 2

Preliminary (Fake) Report

Target
« Test Tables

LeuKemianetl”
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3 MEDAB[NEW][EBEMT][User:mrdm][CIC:1(1)] [clindev2002][443] - Microsoft I
| Data Entry || Eeport || Export ||ﬂe|p ||Ei|ter| Manage

DEEIGMER TEST COMNTAINER [#1] M @’E‘@’(—j\‘

EEE"

i Dzalon \Dzagn s Daalen Dedlen Dedlen Dezlon Lz Eek
Deslen \Dealen  Dedlen Dedlen  Lailogeag

Project Design

i iesign lesion
— -

JPROJECT DESIGHM
JSession & Info
B> Synchronize Session|

Structure QElEE paRtitions Labels&Codes | Help: Help Files | Triggers: Data Entry Logic

-|rABLE OBIECT
- |cREATE new table ...
@ > Create CHILD table of currentl

P P -

design remotely while normal production |
continues! E parameters |

Ibject Key(s)

B > Compare Design to Production|

Working on a separate instance of the entire
project, the Designer can modify...

lesigner Properties
The relational structure
Items (fields)

orized Centers

Codes & Labels llet

ystem Properties

Help files

Triggers (quality checks)

JavaScript functions

A “DEMO -version withiits completely,
separatedi data storage can be enabled
autematically;

:@ @ TreeFor =click: A& (TD) in (1,1) parent=root l_ E l_ l_ @ |_° Triusted sites Yy

Heidelberg, 2007/01/29 =LV LeukemiaNet" 85
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I J ,i'f https:/ /www.clinicalresearch.nl/ - MEDAB[NEW][EBMT][User:mrdm][CIC:1(1)

| Data Entry || Report || Export ||ﬂe|p ||Ei|ter|

DESIGMER TEST CONTAINER. [#1]

show log
ﬂP ROJECT DESIGN

-lraBLES
jPatient
Study
Diagnosis
jTreatment
Drugs (Chemo)
Antibody treatment
Ste ell counts
jDonor
HLA of the Donor
Donor assessment
jAssessment(i)
Treat Compl
Immunophenotype
Cytogenetics
Infections
Involvement
Molecular
Chimaerism
Dis Compl
Circulating AB
Questionnaire
Assessment(2)
HLA of the Patient

Heidelberg, 2007/01/29

Structure

-lrABLE oBIECT

B

Project Design

Labels&Codes | Hel

paRtitions | ltems

-|cREATE new table ...

> Create CHILD table of current]

Index the new CHILD table by a ... [s):

B> Create Admi Tracking system table for currentl
jf-\ctrons on Current Table

> |Ctrl S| SAVE parameters |

qurrent Table: Object Key(s)
T CE

|

qurrent Table: Designer Properties

Table Description Antibody treatment

Unit{Record) Description
Physical Table Name
Alternative Authorized Centers

[ 0
o
e

Color code of bullet

ﬂCurrent Table: System Properties

jDeIete
§.> DELETE entire Table ..

e The relational structure can be

modified

‘e Unit-ofcanalysis can be defined

=V LeukemiaNet"
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IJ l% | Data Entry ||ﬁeport| Export ||Help || Eilter

=

DESIGMER TEST CONTAIMER. [#1]

ﬂPROJECT DESIGN

-lPARTITIONS
jPatient
ﬂContent
ﬂStudy
jDiagnosis
jContent
ﬂDiagnosis identification & administr
ﬂDiagnosis record qualifier (manual)
ﬂDiagnosis classification
jLeukaemias
Acute leukaemias
Chronic leukaemias
Section 2
Section 3
ﬂLymphomas
ﬂPIasma cell disorders
ﬂSolid tumours
ﬂGrade and staging
ﬂMyelodisplastic & myeloproliferative
ﬂNon malignancies
ﬂlnheritance
ﬂother diagnosis & secondary disease
ﬂGlobal subclassification
ﬂchapter M
ﬂNew record creation
ﬂTreatment
ﬂAssessment(i)
ﬂAssessment(z)
+|HLA of the Patient

pendi
chang

=

| Structure Tables

j\ﬁLUMEICHAPTE R/SECTION
urrent Partition ...

paRtitions

> |Ctrl 5| SAVE parameters
skip sync on save

> Delete all unused Chapter/Section headersl

The items in each table can be
organized into Chapters and

Sections for easy reference

Reordering of these partitions
supported without physical
CHANGE o, the data base

qurrent Partition: partition mover

> Insert empty partition after currentl

> Consolidate section(s)l
i#.> Merge with next Chapted
qu rrent Partition: Object Key(s)
TAG
LABEL
(loaded type)
ﬂCurrent Partition: System Propert
jTABLE (current)
Table
ﬂVOLUMES in current Table
ﬂCHAPTERS in current Volume

jSECTIONS in current Chapter
Section 0

Section 1
Section 2
Section 3
Section 4
Section 5
Section 6
Section 7
Section 8
Section 9

BBOCO

Acute leukaemias

ies

Acute leukaemia
Chronic leukaemia
2

3

Section
Section

WTWTIIII g :

l{l

Heidelberg, 2007/01/29
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e [tems can easily be added and

modified in design mode, by
defining allirelevant properties...

v slots Hide empty slots

-lcURRENT ITEM
Ctrl 1] APPLY modifications to Slot Grid...|
> cancel|
qurrent Item ...
TAG g
Chapter
] Section o | Structure Tables | paRtitions | Items | QEELEERIelN
Position -
T VAM jLABELSET OBJECT
ﬁll sl Ctrl T
ﬂ Short Label AML: FAB classifi j(;’ CtrItSL SbA\l‘;E :10d|f|ed L2 beISets| g
I— -|Current LabelSet ...
E II_:enr?W. .ﬁi? B> Modify Codes&la bels| [ %I
@ Field lenath er Applies to items of type ... INTEGER o
Decimal il_ it LabelSet ID Set0911 %
.g > Create NEW LabelSe]
Info on Units | ﬂD ot
elete ...
Labelset
| EE ME! ?Se B> Show all LabelSets] o
inimum
B s I— B> Show Modified LabelSets (waiting to be saved)| 0
aximum
| BE o B> Copy all PIN-based labelset rnformation| o
= Missing Value #1 o
Missing Value #2| Set #911 ltem(s) referring to this LabelSet
" BE activated = m? Tag Name|Label 0
| BBOCOF |2 [1 |2 |0 |5 WALLTLIN|T-lineage A Em2 BBOCOB1|VAML|AML: FAB classification 0
BBOCOG M3
BBOCOH i ma
BBOCOI E M5
BBOCOJ ME M6 o
170
[ Other
@unknown

Heidelberg, 2007/01/29

SJiun Uo oju|

1s9)abuey

WwinwuA
WNWIXBA]

=V LeukemiaNet"
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99.000000
99.000000
99.000000
99.000000

99.000000
99.000000

Europesan
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| |

waj| xapu
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3
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[sli=s]I=] =]
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[=]
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=

...including the coding system, (labelset)
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tructure

Tables

paRtitions

Labels&Codes | Help: Help Files

Project Design

Triggers: QeLlcR= i ARl

jLOGICAL TRIGGER MANAGEMENT

B> [Ctrl 5| SAVE ALL MODIFICATIONS on Servel‘l

When I click Cgeeazar " =1

would take p

b
b

n

L

Active Scope
Types to show

Tests
Warnings
Jumps

Arrivals
CreateRecords
Notes

ite Formulae

all types

it LabelReductions
ltemReductions
DynamicltemFilters
DynamicExclusionFilters

@Accept
J

3

ProMISe has a rich trigger
structure allowing the designer to
determine the behaviour and

)

D20 0 00

Ctrl Alt U
« |Ctrl Alt D] Move check one position Down

o |Ctrl Alt T| Use the Item as TARGET for cur

I:I“I:II:II:I HE

Click on any Tag below to initialise Criterion O

patient has not had any type of treatment recorded as yet

patient died before transplant

Warning

Jump

Arrival
CreRec

Note

T This patient has already been registered as dead

5 Y ou have not stated which form you are using for data collection. Y

the pre-programmed jumps if this item is empty.

[

~)

?|UNIT
?|IDATLSTRE
?|BOVERA
?|BEFAFT
?INEWTRAN

~) |- I

~) |- I

ﬂMEDANUMB
VREGISTR

BIRIEICIEN I

=l

Read details on the navigation of the patient record by

1 clicking on the link MEDAORB.PDF as it appears on

the lower right hand corner of the labelset

If you want to enter further forms for this patient, please select

2 the appropriate code. Otherwise, load a different patient or create

a new patient from within the Index screen =

LeukemiaNet"

|
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~ # THelp Objects
-|lInternal (single-item) Help
jIn—Iine rendered

S

Items in current Scope;

Tag

Name

AADAIAL

CENTRNR

jHE

AAOALIBL

UNIT

jExtern
jIn—Ii
jHE

AAOALICIT

TEAMTYP

AAOAIDI

MEDNAME

AAOCAIEL

VADMINI1O

I+

AAOAIF1

DAT1STRE

AAOALIGL

DATLSTRE

jDrsp

AAOAIHI

PERMISS

jHe

I+ I+ I+

AAOALIL

VREGISTF

Heidelberg, 2007/01/29

/A LINK -- Webpage Dialog

®, | e, | ﬁl gl
A2 @ @O Dsec@i®- o o -eiD-mn- i Lo
g
=
i)
o
CHEMOTHERAPY, DRUGS, AGENTS-
This document contains three lists:
1) Individual drugsf/agents
2) Known protocols
3) Old protocol descriptions
Each table has the name of the drug, the code by which it is represented
in the database, and the name by which this drug appears in the database
if the drug can be known by more than one name.
1. Individual drugs/agents
Name Code | Name in database
2-CdA 63
! 5-Fluouracil 61 | Fluouracil
5FU 61 | Fluguracil
N Actinomycin D 65 Dactinomycin
Adriamycine 1
ALG 3
Alkeran 21 Melphalan
AMSA P-D 2 Amsacrine
w Amsacrine 2
= Androgens 39
£ Antilymphocyte globulin M ALG
E Anti-malanal 56
= Antithymocyte globulin 3 [ATG
< ARA-C 3
?’ ATG 35
o Azathioprine 55
= Basiliximab B4
E BCNU 4
£ Belustine % | CCNU
= BICNU 4 BCNU
P Blenoxane 5 Bleomycine
Bleomycine 5
Bortezomib 61 Velcade
= | 10of7 P Pl ‘ (+ ] 3 F |T='

=V LeukemiaNet"
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ProMISe2: summary

ProMISe2 is a self-learning and programmer-independent environment ...

e to design and manage any clinical study

e from any place in the world

e offering a secure storage of privacy sensitive data

e in industry-standard data bases

e with automatically generated web pages

o for data entry & output via secure Internet

e with conversion to other data base systems or statistical software.

Just like ...

Heidelberg, 2007/01/29

e a text-editor is a generic tool to write anything from a simple letter
to a complicated book

e ProMISe2 is a tool to create any clinical data management
environment, from simple studies to complicated ongoing disease
registrations or clinical trials

= LeukemiaNet"
P
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Conclusions from 8 years development
& production experience

e It is possible to design generic software for Internet
based multi center data management projects that is ...

* tailored to the needs of data managers, statisticians and
clinicians in various situations

* to be maintained by a single person

* to safeguard the link between protocol logistics, data base
structure and statistical analyses

* to allow a non-information scientist to create and maintain
complex large scale projects

* to convinces research organisations to accept a fixed interface in
return for fast development and mutual benefit

e It is however required to maintain an overview of all projects
realized in order to assess which improvements can and should be
implemented so running projects are not “harmed” but instead may
benefit from them

Heidelberg, 2007/01/29 =V LeukemiaNet"
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