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TENALEA — the problem

* In one academic hospital 30 different ways
of randomising a patient in a clinical trial

* Mixture of fax, phone, ivr and online

 Dozens of accounts, URL’s and phone
numbers

 Validation of systems used by Academics
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What is TENALEA?

* Initiative involving academics and pharma
 Harmonisation of randomisation procedures

e Consortium main contractors:
— Nederlands Kanker Instituut, NL (Coordinator)
— Institut Gustave Roussy, FR
— Cochrane Collaboration UK
— Universitats Klinikum Kdln / KKSK, DE
— Medical University of Gdansk, PL
— ORGANON NV, NL
— Réseau de Cancérologie d’Aquitaine, FR
— InferMed Ltd, UK
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TENALEA — formal contracts

« TENALEA Market validation 2004-2005

— Market survey for need for a randomisation service
— Service requirements of different target user groups
— Service provisioning terms of use, price

« TENALEA Initial Deployment 2006-2010

— Randomisation service & Remote Data Entry

— Consortium of academics & Industry

— 3.75ME€ funding from eTEN programme of EU

— UK, France, Germany, Poland and the Netherlands
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ALEA Interoperability

 Interoperability Is key issue
« ALEA is CDISC ODM Based
* Implemented as XML Web service

 Includes gateway service for non-ODM
compliant systems
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. TRANE EURQPEAN NETWORK FOR CLINICAL TRIALS SERVICES

ALEA Logical Structure

ALEA Notification Service ALEA ODM Processor
ﬁ . Windows Service XML Web service
ALEA StudyDef ALEA Online  ALEA Gateway ALEA IVRS
Web application Web application XML Web service I ECITEL D

Response System

] | 1 T
e mY» (O

e

%
. . Client using browser Client using Client using
Client using browser Or PDA Remote Data Entry  Touchtone telephone

Study definition Online randomisation
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T ENALTEA

TRANSE EUROPEAN NETWORK FOR CLINICAL TRIALS SERVICES

TENALEA Deployment organisation

Service providers Service consumers

Investigator

Shared Service Center

Service
access
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O TRANE EURQPEAN NETWORK FOR CLINICAL TRIALS SERVICES

ALEA demonstration
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Help
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¥ ALEA Randomisation program
; g Studies

7, Study definition

#, Create New Study

E| ik Open Studies

B ‘{__j Pending Studies

B3

k) Study Status

ﬁa Study Mumbering

""" & Study lavascript library
H-{F= Forms

]@:‘ Randemisations

]h Persons Involved

]"u Institutes Involved
g Export Data (all forms)
Vg Import Data

& Delete test data

""" g MacroOptions

B Reports

""" "' Study user permissions
[]“'@ Suspended Studies

[]“'@ Closed Studies

[]“" Address Book

[]“‘ Content Management

b" Personal Settings

[]“'x System administration

[]“' Online Help

WALEA

Software for randomisation in clinical trials

Edit general study data

Enable long IYR answer confirmation:

Complete general study information and press save study to create or update the study info

Study¥ersion: 1, Activation date: Pending, Setup date: 29-03-2006, Date closed:

Local study code [TESTPEO1 [x]

Study short [TESTPEOL 1]

Long study title |Test study for the demonstration at ESPI Workshop |

Description | Thic js a test study for a short demonstration at ESPT Workshop

Close on fined date Date to close| 171 /2009
Close on fixed accrual Mumber of palients

Study scope | International

Study phase | Phase III

Default Language | English

Enabled Languages French

Cputch
Italian
Cpalish

[ spanish
Oprortuguese
German

Enable MACRDl D

MACRO Proxy Service Address |

[ Save study information

] [ Delate study ]
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2l ALEA erasmusmc - Release; 2.2 build: 2075 - Microsoft Internet Explorer

Bestand Eewerken  Beeld

Favorieten  Exkra

Help

koppelingen **

3

'U ALEA Randomisation program
@ Studies
El‘n‘_:_ﬁ study definition

‘{':5 Create Mew Study

E‘ﬂ Open Studies

E|‘|j Pending Studies

Bl TESTPEOL

m Study Status

{gg Study Numbering

""" & Study Javascript library
{55 Forms

B Randomisations

----- # Create new randomisation

=8
{ EF% Treatments

'*.'Y MNew Treatment
..... & RT
i L & No RT
Ff' High dose vs low dose
Eﬂ"ﬁ Persons Involved
-l Institutes Involved
gk Export Data (all forms)
g Import Data
- * Delete test data
""" & MacroDplions

B Reports

e

""" ”' Study user permissions
[3"'@ Suspended Studies

Fl £l Closed Studies

E]"'. Address Book

. Content Management

4" Personal Settings

x System administration
' Online Help

WALEA

Software for randomisation in clinical trials

Edit study randomisation

Randomisation name |RT ¥z Mo RT

Randomisation method | Biased Coin b |

Blocksize Factor |1’= |

Coin bias Factor |3 |

Biased coin threshold |2 |

D blind randomisation

Linn crpip

Relevance

‘Biased Coin
Minimisation

Blocl: Method
Random Block Method
List

Manual

Adapted minimisation

Custom Pocock

=




Pocock D Script

Pocock Gk Script

Pocock Pk Script

T
J Content Management

#* Persenal Settings

§ System administration
R " Cabbinnac

Function D(int[ ] treatmentsinstratum,
int[] tet_ids,
int strata_q_id)

Function Gk(int[] strataimbalance, int[] strata_q_ids)

i
¥

Function Pk(l,n)

1
! k: the rank of the treatment

[ /' n: the number of treatments

[

[ Kave randnmicalinn | L. _. nelete randamication
/ /n: the number of treatments

¥
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2 ALEA erasmusmc - Release: 2.2 build: 2075 - Microsoft Internet Explorer

—

Bestand Eewerken Beeld FEavorieten Extra  Help koppelngen ** .%-"

.'ﬁ |
ﬁ ALEA Bandomisation program

i L WALEA

4 Create New Study Software for randomisation in clinical trials
E|"_' Open Studies

E..a,g::;n::sn:;t:;i:s E d it treat m e nts i n ra n d O m isati 0 n s
'I'Ifi!] Study Status
'1:3 Study Mumbering

Treatment name |RT |

Treatment description

----- F Study Javascript library
HiEs Forms

—][f,' Randomisations

Radiotherapy

1

‘f Create new randomisal

Bl RT vs No RT

E% Treatments

""" ’j‘.’:f Mew Treatment

Treatment active

ﬂ m Treatment weight |1 |
pf Mo RT Treatment export code |1 |
EH-f] High dose vs low dose Treatment relevance . o
i {§ Persons Involved iy

@ Institutes Involved

(g Export Data (all Fforms) —
g Import Data

-k* Delete test data

""" 1’!'3 MacroDptions

EI."L;I Hepogks [ Save treatment ] [ Delete breatment ]

----- ”‘ Study user permissions

H-¢f Suspended Studies i
{ 111 | l
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ALEA erasmusmc - Release: 2.2 build: 2075 - Microsoft Internet Explorer

skand Bewerken Beeld Favoristen Extra  Help Koppelngen
| .
ALEA Randomisation program | '-d.., -
]g Studias . A L E A
147 Study definition Software for randomisation in clinical trials

ﬂ Create Mew Study

E|"_' Open Studies h -

E|‘|:j Pending Studies M a n a g e s I p m e nt

=l TESTPEDL

i Study Status Study=TESTPED1,Randomisation=High dose vs low dose,Institute=ANTONI VAN LEEUWENHOEK
{a Study Numbering ZIEKENHUIS, shipment=1

""" & Study Javascript library

-5 Forms Shipment status=Received
B2 Randomisations Shipment created at:07, 12/ 2006 00:05:58
f e =| Shipment sent to institute at:01/ 12/ 2006 00:00:00
£ Shipment received by institute at:02/ 12/ 2006 00:00:00

7 BT vs No BT

Effj Treatments
Mew Treatment o =
*j i Edit shipment status
..... F Mo RT
E‘@' ghcdiveeus:loye dose Erter date the shipment was invalidated | IL invalidate shipment |
E-fE Treatments
ﬁ"#;f Mew Treatment Ed it b'ﬂx IiSt
""" & High dose
H: rgtbawndose aLEA Box id Box id Treatment Batrh code Expiry date Boy status patient number Hand over date Commands
E”E' o—— 1 1 Highdose CBP3943 01/01/2010 Available Edit
E i‘::';:":::i‘:mwmm = b 2 Highdose CBP3343  01/01/2010 Available Edit
__ et 3 3 Low doge CEP3D43  01/01,/2010 Available Edit
e 4 < High dose CBP3243 01/01/2010 Available Edit
g Persons Involved 5 5 Low dose CBP3943  01/01/2010 Available Edit
[i1-4@ Institutes Involved & & High dose CEF3943  01/01/2010 Available Edit
(@ Export Data (all forms) P 7 Low dose CRBP3943  01/01/2010 fvallable Edit
(G Import Data = ] High dose CBP3243  01,/01/2010 &vailable Edit
k" Delete test data = ] 9 High dose CBP3943  01/01/2010 Available Edit
T —— | " I—' 10 10 Low ilcuse CEF3943 leEleDlU A\fai!alb!e Edit
Gereed é -] Inkernet
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ind  Bewerken Beeld Favorieten  Extra  Help koppelingen

4L EA Randomisation program

& Studies J::}
:_:, Study definition v
'.t:, Create Mew Study

: Software for randomisation in clinical trials
4 Open Studies

EIG Pending Studies

Edit form question
E-{ TESTPEO1L

Lt
‘Flﬂ Study Status

- Study Nambesing Edit question properties and click question save to save the changes
""" & Study Javascript library

El@ Forms | Question code Question active

""" 5 Create Form

i Question name |Gender of the patient |
=43 Randomisation Form

B0 Notifications Question description pja ... specify the gender of the patient
5

L:_|? Quastions
4“? Create new gquestion

2 Question type | Logical v

‘2 PRIORTRT [Did the patien
- > RTYSNORT (Randomisatior

ti Test form entry Stratification Factor
g Generate test Forms B Stratify to:

- * Delete test data YIRT va Mo RT

- Form Permissions I:lHigh dose vz low dose
g Enport Data

gk Generate validation script 7
e ions [ -
43 Second randomisation form Print on confirmations Include in data export

Question mandatory

B+ Randomisations EEraf mssagy | |m

- #] Create new randomisation Calculation
B-f RT vs Mo RT
Ff High dose vs low dose

El"u Paersons Involved Relevance expression script
Eﬂ"u Institutes Involved
g Export Data (all forms)
(g Import Data

‘_-t' Ty | [ Save question J [ Delete question J Move up
" Delete test data |

1l | ¥

true
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A Erasmusmc -

ind

Bewerken Beeld Favorieten Extra  Help

- Microsoft Internet

koppelingen

|

4L EA Randomisation program |

& Studies
:_:, Study definition

‘.'t;, Create Mew Study
4 Open Studies
Hﬁ Pending Studies

% TESTPEO1

‘Flﬂ Study Status

g Study Numbering

""" & Study Javascript library
S Forms

5 Create Form |
Eﬁ Randomisation form

) Motifications

B Questions

4“? Create new question

El A GENDER (Gender of the pal| |
£ chu ! E

: s I no

 PRIORTRT (Did the patien |
? RTYSMORT (Randomisation
g Test form entry

g Generate test Forms

-k * Delete test data

{8 Form Permissions

I Export Data

g Generate validation script

Mg Second randomisation form

=l Randomisations

¥ Create new randomisation
-] RT vs No RT
- High dose vs low dose

B Persons Involved
E-fd Institutes Involved

gk Export Data (all forms)
| 5|

£

WALEA

Software for randomisation in clinical trials

Edit question categories

Category text |yes |

Range minimum (inclusiva) I:hange maximum (euclusive]l:l

Category code | 1 |

Export code |1 |

Category eligible

[ Save catagory ] Dalate category
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2 ALEA erasmusmc - Release: 2.2 build: 2075 - Microsoft Internet Explorer

Bestand  Bewerken Beeld Favorieten  Extra  Help

koppelngen ™ n“.

A -~
ﬁ ALEA Randomisation program |
g Studies
= 47 Study definition
. D software for randemisation in clinical trials
i} Open Studies
=l Pending Studies E d 't t' f' t'
B4 TEsTREDL ICT NOtTITIiCations
ik Study Status
m Study Numbering
""" & Study Javascript fibrary Notification name |Conﬁrmation to clinician | Notification active
EI“‘E' Forms D Hide treatment on notification
- Create Form =
] = Motification format | Letter with answer V|
E¢% Randomisation form
é__‘@ Nolifications MNotification medium | Email \*|
-4 Create new notification Motification template | standard W |
g N1 will be sent to | Clinician (entering addr.) b |
[‘],? Questions Address reference | Enter w |
B 4? Create new question Title @STUDY _TITLE
- » GENDER (Gender of the pal 3
& ves Sublitle [GsTUDY_DESCRIPTION
e d no
[]...? PRIORTRT (Did the patien Header text [y otification of the registration of a patient in TESTPEOL
- » RTYSNORT (Randomisatios
{3 Test form entry 0 Registrationdate line |Patient registered at: ®REG_DATE |
Generate test forms
b Formdate line |Form completed at: @FORM_DATE
- * Delete test data
B Form Permissions Opening line [Dear Dr @CLINICIAN, 7]
“{ghs Export Data Footer text | Tpanle you for entering a patient into the TESTPEO1 study
(g Generate validation script
B3 Second randomisation form Duse picklist to select entering clinicians For whom this notification should be sent
B Randomisations Relevance expression script
‘f Create new randomisation
-1 BT vs Mo RT
-1 High dose vs low dose
l:l Schedule notification
H-§§ Persons Involved 2
Schedule script:
-} Institutes Involved
(g Export Data (all forms)
-~ Tgp Import Data i ]
S VS T, , | [ Save notification ] I_ Delete notification ] [ Edit mailing list ]
£ il Il &l »
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2§ ALEA nkiavl - Release: 2.2 build: 2063 - Microsoft Internet Explorer

Bestand  Bewerken Beeld Favorieten  Extra  Help koppelngen
& Clinician; Fatiznt: Mode
ALEA Randomisati
ﬁ; = e S | Creemers, Catharina zielenhuis W | | New Patient W | | auto 'Yl
B4, Studies
|_:_|.|l:i Open Studies user:System Administrator

ﬁ blindtest

@ blocktest : I
WALEA

"'@CTG Software for randomisation in clinical trials
@ Data study =

B DRAIN

g3 ELOSOL CAIRO2 - Randomisation

Q Eso¥Unuc
@ Hepatica

: investigator/physician Creamers, - Catharina ziskenhuis .}
B4 IKLZ003-02 gator/phy |
'&3 MO1BAY Institute Catharina ziekenhuis
Bl MO4GTE

MName code s

B¢ M99RAD Date of birth
B-{ MATADOR (dd/mm/yyyy)
[ Mates/ NVALTS fge 61

Prior adjuvant therapy? v

- NOHIRC
B, NOSLFY Mumber of organs affected? 1= argan &
Bl NO4POM_H+X

Serum LDH? 1= normal

Date written informed consent CAIROZ main study
(dd/ mm/ yyyy)

Does patient participate to additional bloodsampling for side studies? |1 =jez |8

0M2/2008

Bl NOSGEA
B NOSHME-1

@ NOSTSE Date written informed consent for additional bloodsamples 01122008
(dd/ mm/yyyy)

Date of baseline Quality of Life

(dd7mini sy 0522006

@ NYALTY
-3 PARTIR
[-£} POPART Submit Form
@ Raster
i RELAPS
63, SIOP
Q Uralogie

Lan B .

Is this patient eligible?

T




‘2 ALEA erasmusmc - Release: 2.2 build: 2075 - Microsoft Internet Explorer

Bestand  Bewerken Beeld Favorieten

Exfra

Help

EEX

»

Koppelngen .%..
Clinician: Patient; IMode
Q ALEA Randomisation program =
lil = . | Yan der Donle, ANTONI YAN LEEUWENHOEK 21 V_| | Mew Patient V_| | auko W |
—Ii5 Studies

@ Open Studies

E| i Pending Studies
EIQ Suspended Studies
@ Closed Studies
[]"1@ Study definition
H@ Address Book

¢ Content Management
w" Personal Settings
[]'"x System administration
I'ZI--. Online Help

WALEA

Software for randomisation in clinical trials

Please wait while ALEA processes your request

Your request has been processing for 8 seconds

I@ Gereed

é 8 Internet




M@ Be B = @Ay e s OO S éa | 208

MICRO-AR! Y PROGMO (1EK IN BORESTEKAMNE |

MNederlands Kankennstituut

Antoni van Lesuwenhoek ziekenhuis
Raster Groap

Pleasmanizan 121

ML 1066 CX Amstardam

The Metherlands

Tel. (+31 20) 5122317

Fax. (+31 20) 5122322

Patient enroliment for study: Raster

Array prognostiek van borstkanker

Form: Pathology form

Confirmation generated at: Wednesday, May 04, 2005
Registration date: Wednesday, May 04, 2005

Or 4 Slie

ANTCONI VAN LEEUWENHOERK ZIEKENHUIS
MO

Plesmanlaan 121

AMSTERDAM

1066 CX

METHERLANDS

Catum gagevans

Coorsnade tumaor (volgans PA)
haligniteitsgraad

hAd {2mime”2)

ER-racaptor

PR-racepior

HER-Z/nau

Lymfaklior status

15 hat formulier complaat an juist ingewvuld?

Patiant has been assigned patient number et il 6

el el ol Lk o

04-05-2005

12

2=

5

1 = positiaf

1 = positief

0 = negatief

[ = M- nagatiaf
Jda




A ALEA igr - Release: 2.2 build: 2070 - Microsoft Internet Explorer

Bestand Bewerken Beeld Favorieten  Extra  Help Koppelingen ™ 5,'
Adres ‘@ https: | fr.tenalea.net/igrfaleafDefault. aspx v.| (33 naar
o]
@; ALEA Randomisalion program From |l]?,|" 11/2006 | Study | Any study b4 Result code | Any exitcode v
g Studies
To (08/12/2006 |User |Anyuser % | Operation Cnntainin
g Study definition | s . | | = g Ll s I:I =
’ Addvess Book Timestamp Study | form User Action  Result :
o ) 06/12/2006 AlgorythmLog | ServiceLog | Debuglog | $QLLog
E'"ISyslem administration 15:49 CHIPOYAC ICN=iacobelli,0U=IGR,0U=fr,DC=onconnect,DC=net INSERT 0 | ODM Request | ODM Response | Process this =
[]"'V Language Settings request again |
5 AlgorythmLog | ServiceLog | Debuglog | $QLLog
e 06/12/2006
#" System Settings 1539 CHIRIODE CN=iacobelli,0U=IGR,0U=fr,DC=onconnect,DC=nel INSERT |0 | DDM Request | ODM Response | Process this
<& JSCRIPT Function Library : request again |
AlgorythmLog | ServiceLog | Debuglog | $QLLog
L
Eh2 ALEA Users T;{;f; 2006 CHIRIODE  CN=iacobelli,0U=IGR,0U=Fr,DC=onconnect,DC=net INSERT 0 || ODM Request | DDM Response | Process this
H-4% Login Accounts - request again |
B-B* Templates AlgorythmLog | ServiceLog | Debugleg | SQLLog
5 ’ ’ I l]ll':j{;gﬂl]l]ﬁ CHIRIODE  CN=iacobelli,0U=IGR,0U=fr,DC=oncennect,DC=net INSERT D | ODM Request | ODM Response | Process this
~ " Edit role permissions 5 request again |
% Images 06/12/2006 AlgorythmLog | ServiceLog | Debuglog | SQLLog
; P 15:28 CHIRIODE CN=iacobelli,0U=IGR,0U=fr,DC=onconnect,DC=net INSERT D | ODM Request | ODM Response | Process this
- ¥ View Permissions : vequest again |
0" Audit gateway log 06/12/2006 AlgorythmLog | ServiceLog | Debugloeg | SQLLog
. DEPISTORL ICN=phr.depistorl,0U=IGR,0U=Ffr,DC=onconnect,DC=net INSERT D | ODM Request | ODM Response | Process this
& Login log 10:48
; y request again |
- ¢* Edit Greeting Message b 172006 AlgorythmLog | ServiceLog | Debuglog | $QLLog
’)- Audit log) 10:45 YELCADE  CN=ducourt,DU=IGR,0U=fr,DC=onconnect,DC=net INSERT 0 | ODM Request | ODM Response | Process this
; g request again |
E- @ Online Help 06/ 12,2006 AlgorythmLog | ServiceLog | Debuglog | SQLLog

V Personal Settings 10:03 TESTGORTEC CN=Wartelle,0U=1GR,0U=fr,DC=onconnect,DC=net INSERT D | DD™M Reqt!est | ODM Response | Process this
request again |

AlgorythmLog | ServiceLog | Debuglog | $QLLog
MARGES-ORL CN=ducourt,0U=IGR,DU =Ffr,DC =onconnect,DC=net INSERT D | ODM Request | ODM Response | Process this
request again |

AlgorythmLog | ServiceLog | Debuglog | SQLLog
MARGES-ORL CN=ducourt,0U=IGR,DU =fr,DC =onconnect,DC =net INSERT 1D | ODM Request | ODM Response | Process this
request again |

AlgorythmLog | ServiceLog | Debuglog | $QLLog
ACCORDO9 CN=abbas,0U=IGR,0U=Ffr,DC=onconnect,DC=net INSERT D | ODM Request | ODM Response | Process this
request again |

AlgorythmLog | ServiceLog | Debugleg | SQLLog
TEST CN=gros,0U=IGR,DU=Ffr,DC=cnconnect,DC =net INSERT D | ODM Request | ODM Response | Process this
request again |

AlgorythmLog | ServiceLog | Debuglog | SQLLog
ITEST CN=gros,0U=IGR,DU=Ffr,DC=cnconnect,DC =net INSERT D | ODM Request | ODM Response | Process this
request again |

P\Igorylthng | ServiceLog | Debuglog | SQLLog |

06/12/2006
09:00

05/12/2006
10:20

04/12/2006
16:49

04/12/2006
15:22

04/12/2006
11:02

n4/12/200R 2 |

@ & Intermest




N http:IAwww. tenalea.comferasmusmclalea/Auditing/ShowA uditDetails.aspx?FieldName-Algorythml ogText - Microsoft Internet Explorer

0:52:13:109 - Start processing ODM request at Friday, December 01, 2006/ 12:52:13 AN
0:52:13:109 - Processing clnical data section for study: [EMC ColonScreenng] Study ID=183
0:52:13:125 - Processing formdata section for subject: [] Study_ ID=183

0:22:13:455 - Allocating patient number: 120

0:52:13:453 - Starting randormsation Test &, B, C or D at: Friday, December 01, 2006/ 12:52:13 AN
0:52:13:465 - Strabfication factors and patient allocation

Cwrrent patient totals for the subjects’ strata levels

Stratification Factor and subject-levél [Test & (53] Test B 3 Test C (3) [Test D (1)
| AGE=52 14 {11y 11{%) 14011 5012
EEGIO=3%1 35 (29 37 (30 34 (28 13 (32)
MATE~1 16 (13) 16 (13) 16 {133 & (15)
0:52:12:500 -

Total amount of imbalarnce for the subjects’ strata levels if treatment k were assigned to
this subject

\Stratification factor and subject lewel E=lestn |[KSTeath (| deoTesne || lolest

€3] 2 (2 [
AGE 3 2 3 4
EEGIO 4 4 3 5
MALE Lz [ 2 [ = | 3
0:52:13:500 -
| Lack afﬁala.rx(:e for the subjects’ strata levels

Test & (37 TestB (30 |Test C (30 | Test D (1)
Total imbalance when allocating treatrment: 9 l 2 l = 12

0:52:13:515 - Performing randormsation with methodology: AW

0:52:13:531 - Demwing mimmum imbalance, trt id=[1] treatmetRelevance=[select dbo.uf emccolonscreening 1(atq(address), 1, "@datatable”)] trtlmb alance=[%]
0:52:13:671 - Derrving romrman imbalance, trt 1d=[2] treatmetRelevance=[select dbo.uf emccolonscreemng. 1(atgladdress).2, "@datatable)] trtlnbalance=[ 3]
0:52:12:687 - Derwing mimmum imbalance, trt_id=[3] treatmetRelevance=[select dbo.uf emccolonscreenng 1(atqladdress),3, "@datatable”)] trilmbalance=[8]
0:52:13718 - Derving minimum imbalance, trt_id=[4] treatmetRelevance=[select dbo.uf emccolonscreemng 1{atqladdress) 4, @datatable”)] trilmbalance=[12]

0:52:13750 - IMumber of stratification factors=3, Lowest imbalance=8

0:52:13750 - Therefore with Adapted Mmmisation performing treatment allocation based on mintmisation.
0:52:13:812 - Treatment Test B will be put into the urn 3 times

0:52:13:9%7 - Treatment Test C will be put into the wn 3 times

0:52:13:984 - Randomly drew element & from the umn, treatment allocated=Test C{1d=3)

0:52:13:984 - Treatment allocated=3

0:52:13:984 - Completed randomization at: Friday, December 01, 2006 f 12:52:13 AT

0:52:14:251 - Checking if study needs to be closed on fixed accrual

0:52:14:296 - Variables assigned.

0:52:14:312 - SaveForm completed succesfully

:r}“l Gereed

& Internet
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N ALEA erasmusmec - Release: 2.2 build: 2075 - Microsoft Internet Explorer

Bestan everken esld  Favaoristen xtra  Help oppelingen
Bestand B ken Eeeld  Favoriet Ext Hell K I 0
Adres @ htbp: v tenalea, comferasmusmc)alea/Cefault . aspx '-'| =3 naar
7 7 5 -~
R . Study information: EMCColonScreening =
= Studies EMCColonScreening -
Open Studies Statusz susp Scope: Loc
di
i i Access Type:  WHITE Phase: Phase 1
¢ Pending Studies P
{J} Suspended Studies Date activated: 2006-05-29 Date to close:
E1-{j EMCColonScreening Date complated: Date closed:
eni Study accrual: 0 Patient numbering: INCR
iy Data entrey Forms: RANDOMISATION - Patients: 152
7 Motification Queue
Resend Notifications
Reports Form: RANDOMISATION
testreport Randomisation: Test A, B, CorD
Accrual by HMonth
depterslist Stratification factor: Age of the subject
study definition listing Ne. of patients
instituteaccrual iz
~ Test A 14
-- No titla —
i Test B 14
rutroetruo _m ) Teit =
Accrual by institute over n| Test b 5
s
Patiant listing Test A 12
Accrual by Clinician TestB 12 =
Delate Patient Record TestC 14
Eatch Subject Processing Test D 5
-2, Closed Studies 60-65
BZd study definition Test A 8
By Addrass Book Testh ki
g Content Management Testr 10
" Personal Settings AESELE =
& System administration B3T0
~ Test A T
" Language Settings
5 Gany Sz Test B 8
S enisal M e TestC 7
& JSCRIPT Function Library e 5
B ALEA Users +0-75
-2 Login Accounts Test & 4
" Templates TestB 3
~ " Edit role permissions TestC 3
| Tmages TestD 1
----- & View Permissions
#" Audit gateway log Total: 152
@~ Login log
#" Edit Greeting Message |
------ & Audit log
. Stratification Factor: Gender of the patient is male
@ Online Help
Mo, of patients
Mo
Test A 24
Test B 27
Test C 25
Test D a
Yes
Test A 21
Test B 19
Test C 20
Test D 7
Total: 152
= | i > Stratification Factor: Regio ol
&] cereed o Internet
=




2 ALEA erasmusmc - Release; 2.2 build: 2075 - Microsoft Internet Explorer

Bestand  Bewerken Beeld Favorieten  Extra  Help koppelingen ;‘f
Adres -E] htkps e, kenalea, com/fer asmusme ) aleaDef ault, aspx Vl Ga naar
"] ALEA Randomisation program

i Studies
:; Open Studies “

i Pending Studies Software for randomisation in clinical trials
i Suspended Studies

E|‘|J EMCColonScreening

’ Goosa e Batch data submission

o Motification Queue

7 Resend Notifications

o ek Status Cueued at! #Subjects: #Processed: #pending: #Errors: Started: Completed:
() Reports
B el e At Completed 14/11/2006 00:39;16 101 101 0 0 14/11/2008 00:45:26 14/11/2006 00:48:39
‘ 4 Completed 27,/11/2006 23:00:23 3448 3445 0 Ee! 2741142006 23:16:13 28/11/2006 01:42:18
B, Closed Studies Frocessing 01/12/2006 00:45:00 3385 120 3233 31 D1/12/2006 00:47:53
-4 Study definition — =
3 § Address Book Select clinician | Hol, Erasmus MC centrumlocatie | ] Shuffle subjects before queusing
g Content Management Upload a data file |[_Bladeren.. | [ Send batch datafile ]

L e mmoen e peep B —
w}‘1562439?34;Al:n""lkozenhm‘:;GL; JPNM ; 02-05-1955;19550502; 's-Gravenhage; NederTand;M; E;1; NederTandse; van; akelijen; 3555 2661 LR
[—]--i92?1601?92;Ade'laarsvaren;I;;m 20-02-1956;15560220; Rott erdam; Neder Tand; vivi1l; Neder Tandse; van der;Spek;l;;;2661; PC

E‘

2624368058 adelaarsvaren; J; ; R ; 20 04-1955;19550420; 0irksTand; Mederland;m; E;1; Neder'landse,,vﬂaseca I V1da'| 2333 2661; PC
8046548695 ; Adelaarsvaren; M; CeEFaie P 24— 07— 1955 19550?24 pobla da Segur Spanje; vy Vi 77 Spaanse; ; Keur; 23,,,2661 PC

7213070931; adelaarsvaren; S,,m 05-03-1551; 19510305 Paramar'lbo Suriname;M; E;1; Neder'landse yhakrie; 39;;; 2661; PC

119186956821 ; adelaarsvaren; B,,m 13-11-1941; 19411113 Amsterdam Neder'land M; E 1 Neder'landse,,Korzaan 553 332661; PC

(18128280202 adelaarsvaren; v, ar; 20-04 1946 19460420 Mieuwer -amstel; Neder'land Vi E;Ll;Mederlandse; ;Zwebe; 55;; ;2661 ; PC
$12325427829; adelaarsvaren; JM,; . P18_11— 1551; 19511118 Rotterdam Neder'land M;E;L; Neder1andse,,,57,,,2661 PC

H 232542?829;Ade'|aarsvaren; am; ;omjﬁ—ll—l%l;l%lllls; Rotterdam; Neder'land;M; E; 65; Joegoslawische;;;57;;; 2661; PC

S |5874782491; adelaarsvaren; AHC; ; 20-09-1952;19520929; Rotterdam; Nederland;M; E;1; Nederlandse; ; schnieders; 65;; ; 2661; PC
4541868431 ; adelaarsvaren; J; ;4 pr; 08-07-1945;154 50708; Heerhugowaard; Nederland; M; E;1; NederTandse;van 'T;veen; 71; ;5 2661; PC
6492361274 ; Adelaarsvaren; mMa;y h 05-09-1947;19470906; Alkmaar; Mederland; v;v;1; Nederlandse; ;wagenaar; 71; 5 2661; PC
5467290787 ; adelaarsvaren; EM mimmy13-07-1955;19550713; pelft; Mederland; Mm; E; 1; NederTandse; ; Bernardi; 79; 5 ; 2661; PD
9021750695 Adelaarsvaren; Im; ; -1956;19561021; 's—Gravenhage; NederTand;m; E;1; NederTandse; sLOthi Baak; 83;;;2661; PD
9873701243 ; adelaarsvaren; AJ; ; B g 25 —(07-1954;19540725; Rozenburg; Neder Tand;M; E;1; Neder Tandse;wan den;Bosch; 85553 2661; PD
(147360935828 adelaarsvaren; Ga; | 26-04-1950;15500426; 's-Gravenhage; Nederland;m; E;1; Nederlandse; ;Keijer;95;; ;1 2661; PD
Hlg169412627; adelaarsvaren; & 1 27-02-1942;19420227; Rotterdam; Nederland; v E;1; Nederlandse; ; ;107;;; 2661; PD

P 6714645470; adelaarsvaren; 1a ;22—10—1944;19441022;G"| essendam; Nederland; v E;1; Neder landse; de; Kredj;107; 5 2661; PD
114584165807 ; adelaarsvaren; wHr; 2-1943;19431212; 's Gravenhage;Neder'land;M;E;l;Neder'Iandse;;Oudenaarde;lls;;;2661;PD

P 14142853539; adelaarsvaren; 1C; ; ®16-02-1947; 194?0216 's-Gravenhage; Mederland; v;v;l; Nederlandse; ;Fick;115;;;2661; PD

: (1458416807 ; adelaarsvaretd; wHrF; ; 212 -1943; 19431212 's Gravenhage MederTand;M; E; 55;Burger wvan de Bondsrepubliek puitsland;;oudenaarde;115;;;2661;PD
2 |4028052408; adeTlaarsvaren; 1;; 3 01-07- 1956 19560?01 RoTTerdam; Neder'land M;E;L; Neder'landse,,Bennen 119;;; 2661; PD

$9230506170; akkerdistel; CG,,MM 0B 1944 ; 19440804 Bergschenhoek Neder'land M E Neder'landse Wan; Leeuwen; 45 2661; HT

7541419101 ; akkerdistel; MIA; wENEEEN., 10— bE- 1944 ; 19440819 Zevenhmzen Neder'land V;v;l;Neder'Iandse;;Haak;4; 332061 HT

(30268032764 ; Akkerdistel; H; mzz -01- 1942 19420122 Bergschenhuek Neder'land M; E;Ll; Nederlandse; ;Mac Lean; 8;;; 2661 HT

9127814903 ; akkerdistel; G; ,mm 11-10- 1944 19441011 Rotterdam; Neder'land V V 1 Neder'landse, yMoes; 3; ,,2661 HT

r FE06570517; akkerdistel; 1GD; mmm 30-04-1541; 19410430 Bergschenhoek Neder'land M;E;L; Neder'landse,,verschut 9; ;2661 HT
L]"‘8?5404018?;Akkerd’| stel ;AA; H 01—1948;19480103;Gouda; Neder'land;v;v;l; neder 1 andse;\.ran der;Meer;9;;;2661; HT

2974094857 akkerdistel; Ham; ; B ®16-09-1937;159370916; v]aardinger-ambacht; nederTand; v;v;1; NederTandse; ; Sonneveldt;11; ;3 2661 HT
3846757006 akkerdistel; PC) 30-12-1936; 19361230 Bar schenhoek; Neder'land MiE;L; Neder'landse,,mustert 123532661 HT

6353751320; akkerdistel; J; Ak 01-12-1540; 19401204 ; Bergsc enhoek ; neder 1and; v v 1; Neder'landse,,Elatenburg 12,,,2661 HT

[

¥

'_

4787213912 ; alhert Cuyp'laan WS ek 00— 0> -1947; 194?0209 Rotterdam Neder'land M;E;1l;Mederlandse; S'Iappende'l 233:2661;T]
9428180986; Alhert Cuyplaan;T; ,W 06-10-] 1952 19521006 Hazerswoude Neder'land \.rr V 1; Neder'landse,,Haartsen 2331 2661;T]
6458962942; amary] 1istuin; Jl—WlO 11-1946; 19461110 Rotterdam MederTand;m;E;1; Neder'landse van; Tilhurg; 3552662 ;CP

] 7075395206; amany1115Tudn; MH; seapeymernsem; 16— 01— 1852; 19520116 Rotterdam Neder'land Vvl Neder"landse,,vo 3,,,2662 CP
- 9172575973 amaryl1istuing J,,m 23-02-1949; 19490223 Rotterdam Neder'land MiE;L; Neder'landse,,HDogeveen G} 2662;CP
8] Gereow e
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El https: fifr.tenalea. net/IGR faleastudydef /Default, aspx

i

-ﬁ“
EA Randomisation program =
études
Définition de 'étude
ﬂ Créer une nouvelle étude
Q étude ouverte
ﬁ étude en cours
Yo AGSTEST1
= i EWINGID
4] Statut de I'étude

gy Gestion de la numérotation

----- & Librairie de code javascrip

E-{5 Formulaires

5 Créer un nouveau form
E@ Enregistrement

B Motifications

Eﬂ"'? Questions

g Tester la saisie
-k Effacer les données
El-fi g Permissions du forn
g Exporter les donnée
(g Générer un script d
-3 Randomisation

B Randomisations

E]"u Personnes concernées
E]"u Instuts concernés

“{g Exporte les données (tous ST
g Importer des données
‘g_' Effacer les données de tast
""" w4 MacroOptions

B3 Rapports

""" "' Study user permissions

H - GEMOX-A

H-gde ISSUE2E3

H-ip LISTERANDO

H-i{p NSGCT poor
H-¢d D5 2006

utilisateur: System Administrator

WALEA

Software for randemisation in clinical trials

EWING99 - Enregistrement

Questions marked with "** are stratafication factors.

Use the ;" character to seperate multiple values within a studygquestion.

Investigateur

¥ Laplanche, - Institut GUSTAYE-ROUSSY
Cie Deley, - Institut GUSTAYE-ROUSSY

Mumber of patients A00

GROUP [12:3 |
Patient's surname (long} |>< |
Patient's Firstname |>< |

Date of birth

|1."'1."'195I:I-1."1."'1Q?D

Hospital Number

Sex

Date of biopsy or initial surgery

Ewing tumour or PNET diagnosed by the local pathologist

Previous treatment {other than primary surgery)

Ewing tuniour as second malignancy

Medical contraindication for planned chemotherapy

Day 1 of first course of YIDE chemotherapy {planned or completed)

Signed informed consent

Patient OK for the EURD-EWING 99 study

Other metastatic

£
£
£
H+f Lung ART
£
M
£

H- PROST



- <ODM FileType="Transactional" Granularity="8ingleSubject" FileOID="NKIAYL-31-001-18" CreationDateTime="06/12/2006T15:49:58" CDMYersion="1.2":
- =ClinicalData StudyQID="CHIPOYAC" MetaDataversionDID="1"=
- <SubjectData Subjectkey="" TransactionType="Insert">
- =5StudyEventData StudyEventOID="SE.REGVISIT-1" TransactionType="Insert"=
- <FaormData FormOID="FORM.1" TransactionType="Insert"=
- <ItemGroupData ItemGroupOID="IG.RF" ItemGroupRepeatkey="1"=
=ItemData ItemQID="IT.INST" “alue="13" />
<ItemData ItemQID="IT.CT" Yalue="6" />
=ItemData ItemOID="IT.FAX" “alue="0241352739" /=
<ItemData ItemQID="IT.NOM" “slue="LARA" /=
=ItemData ItemQID="IT.PRENOM" Yalue="RA" />
<ItemData Item2ID="IT.DATNAI" “alue="11/07/1941" /=
zltemData ItemQID="IT.AGE" “alue="65" /=
<ItemData Item2ID="IT.NUMDOS" %alue="200601779" /=
=ItemData ItemQID="IT.ADENO" “alue="1" /=
zItemData ItemQID="IT.ORIGINE" % alue="1" /=
=ItemData ItemOID="IT.AGEOK" “alug="1" /=
zItemData ItemQID="IT.CHIM6" %“alue="1" /=
=ItemData Item2ID="IT.CHIMOK" “alue="1" /=
zItemData Item2ID="IT.ETG" “alue="1" /=
=ltemData ItemQID="IT.PNOK" Yalug="1" /=
zItemData Item2ID="IT.PLQ" Yalue="1" /=
=ItemData ItemQID="IT.CREATOK" “alue="1" /=
zItemData ItemOQID="IT.HEPATOK" “alue="1" /=
=ItemData ItemOID="IT.SANSMETA" “alug="1" /=
zItemData Item2ID="IT.CIAG" Yalue="1" /=
=ItemData ItemQID="IT.CIOXAL" “alue="1" /=
<ItemData Item2ID="IT.DATCOMNS" “alue="15/11/2006" /=
=ltemData ItemQID="IT.DOUBLONS" “Yalue="LARRA" /=
zItemData Item2ID="IT.PREYCHIP" “alue="07/12/72006" /=
=ItemData ItemQID="IT.CHKDELAI" ‘alue="22" /=
<ItemData ItemOID="IT.DATENREG" “alue="06/12/72006" />
=ItemData ItemOID="IT.CHKDTCON" “Yalue="1" /=
</TtemGroupDatas
- <Signature=
<UserRef UserDID="CN=iacobelli,0U=1GR,0U=fr,DC=onconnect,DC=net" /=
zlLocationRef LocationOID="LOGC.NKIAYL" /=
<SignatureRef Signature0ID="204" /=
=DateTimeStamp=06/12/2006T15:49:58</DateTimeStamp:=
</Signaturex=
=/FormDatas
«/StudyEventDatax
</SubjectData=
</ClinicalDatas
=/0DM=




Validation support

« Random generation of eligible subjects

e Supports test form entry

e Supports batch testdata submission

e Supports generation test patient populations
 Audit trail + algorithm log

e Strata totals reporting

* Generates validation script

NKEAVL [0 CTEN




Service availabllity

e 15 Academic clinical trial data centers now
« 75 clinical trial data centers by 2010
 SLA based service provision 2007

e For further info: tenalea@nki.nl
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