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 evidence ,,vsech“ monoklonalnich gamapatii
- stale cca 1/5-1/4 nemocnych je dnes leCena mimo
centra, tim ale prichazi o nektere z leCebnych moznosti
z duvodu soucasné lekoveé politiky = centralizace

* paralelni registr MGUS by meél vést k Casnejsi dg. MM

- dnes zname rizikové skupiny, opéet jen minimum dat

» prinos pro zlepseni evidence jednotlivych pracovist’

- plasticita = moznost zarazeni formulare na miru

= nutnost jednoduchych formularu i systému zadavani

- nejlepe webovy formular, pristupny na heslo
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Academic institute
-> Established in 2001
-> 35 employees

-> 55 scientific projects

Structure
-> Data analysis

-> Clinical trials
-> Environmental informatics

-> SW development & ITC

Research and teaching

-> Computational biology

-> Ecological risk assessment
-> Human risk assessment

-> Evidence-based medicine


http://www.cba.muni.cz/
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Made by Centre of Biostatistics and Analyses MU in cooperation with Czech Society of Haematology CzMA

Project Alert

ACUTE LEUKEMIA - CLINICAL REGISTER

System entry:

Namel
Password

Login Reset

System requirements

Realisation tean
Expert guarantors and coordinators: K. Indrak, M. Jarosova
Data analusis: L. Dusek. J. Muzik. J. Kontikova

Prihlageny ufivatel: Pavel Movak

User manual

\hberte pacienta, fazi, formular a stisknéte tl:

_,_! R ALERT - Akutni leukemie
N\

/A edit and Browse Patient Data 3870 old_ALERT - Microsoft Internet Explorer =101 x|

Zaznamy do roku 2003 versicn 1, Moditi=d-10.22.2002, Gerersted-02.27.2004

|ID Pacianta: A_POKUS [Inicialy [Portavi M [wek: 3¢ [Rasa: béloch [Faze: Do roku 2003
|Lékat - Pavel Novak  [Studie: ALERT [Datum vypinéni-14 5 2004 [Daturn pasledni zmény-1 B 2004

Pfehled I6Eby Pfehled o remi PFehled relapsii

Zakladni idaje

Okres bydlisté >
Zafazen do klinické studie =
Wék pii diagnaze 1

Diagnéza

Datum diagnazy I:l

Pacient/lD Faze Forn Diagndza ]'
Syhledani AU03023 | |- -~ Diagniza - detailni popis |
pacienta AU03030 Do roku 2003
 zaging na AL03031 SIS Typ AML - FAB -
Al03032 Diagnostika
&  gbsahuje ALJ03033 P e . Typ ALL B
—_— 4007024 rimarnd terapie
I 1. relaps Typ ALL 2 -
Hiedei 2. relaps Typ leukémie vl
Hiedej dali 3. relaps il - T , =l
Otesefit novi I Zobraz vyplnéné I Fatazeni v registru | Osobni Gdaje | yhlzde pacienta | Nov pacient Riozpiacovanc j' pEelol | Fztlchuzi | Dalsi Za\mtl S | it | EeEl | ML | Fiihlageny uZivatel. Pavel Novak j
Feporty I Erport dat I Samples | Fandomizace. | Uzaméeni dat | Fodakmen LI
&) Hotovo [ & [ meerner v

Pacient: A_POKUS

Kliknutim na pfislusny sloupecek setfidite seznam podle zvoleného kritéria

EI Formnuléf | Daturn wyplngni I Diaturn posledni zmény | Problém I ﬂl Zobraz/Edituj VErtZi:kaO
Do roku 2003 |Zaznarmy do roku 2003 |14.05.2004 01.06.2004 Rozpracovang ﬂ HTML |Excel
Diagnostika Cytogenetika 23.04.2004 j HThL |Excel
Diagnostika Diagnostika 23.04.2004 j HTML | Excel
Primarni terapie |Primami terapie 23.04.2004 01.06.2004 yiegens |Rozpracovans ﬂ HTML | Excel
Primarni terapie |Primamni terapie 23.04.2004 23.04,2004 Rozpracované j HThL |Excel
1. relaps Lééha relapsu 28.04.2004 j HTML | Excel
Soudasny stav |Soufasny stav 27.04.2004 ﬂ HTML |Excel

oCEZECH
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CMG: HD:> Priklady webovych formulari



Ochiranaidat riegistru

2h-based cornmunication) 128 bit SSL

Web Server

28

Database Server
(Oracle 9i Server)

ORACLE

a TrialDB - Microsoft Internet Explorer

Soubor  Uprawy Zobrazit  Oblbené  Méastroje  NMapovéda
Dz - ) - [H] (2] (| O Hedat o oblbens & Méda £ | - L B - i)

Adresa I https:/ftrials.cba. muni.cz/ finterface_formsiTrialdb.asp

j PFe]it |O\:Ikazy >

-

) [ Made by Centre of Biostatistics and Analyses MU

CBA

noperation with ANXX

E LEUKEMIA - CLINICAL REGISTER

Project xxxx

System entry:

Namel
Password

Lagin Resget

System requirements  User manual

Realisation team:

XXXX

] [T [ otermet 4

m i > PIné autorizovany systém
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Myelom Current User. Centralni Administrator Select patient, diagnosis & form to enter data Log Out

Patient/ID Diagnoses

search patient | | ________

P )
starts. with SR0450 rﬁ‘ V]
& caontains WSTTS
Find First

| Current User: Karel Chroust

Firnd Mext

* Indicates required fields
Open Mew

S0 patient ID [

Patient:TE®

*DOB (DD.MM.¥Y YY) |

To sort| +c,, I—L,
Phase |’7 Imitials I

HERMIS

Save your data’changes prior to clicking Enter/Edit Clinical Data

Save and Proceed/E nrall I Save | Back | Reszet I
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Form

Bizphozphonate and SRE treatment
MM - diagrostics Mark Forms by Selected Status:
MM - treatrment I Created vI

hdark |

h for Patient | Add Mew Patient | Change paszword |

ady F'atient-Datl Yiew Pedigres Diagraml | pload Crata |

:sponding button.

Printable

Stalus | Form

diied || Problems |

View/Edit ‘

 [porara| 5] i
" [porang| 5| e
[ [Porana|_ 5]
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RIVIG — RegjstielilMonccional Gammopathies

MM - dlagnostlcs Version 1, Modified-01.04.2007, Generated-01.04.2007

|ID Patient: TEST |Initia|s: Cx |Se><: I 4ge: 29 |Race: white |Diagnosis: MM
|Im.restigat0r . Petr Brabec |Stud\;: Myelam |Date Collected: 24.8.2006 |Last modified: 27.3.2007

Diagnostics | Stage |

Diagnostics, Biochemistry

Diagnostics Biochemistry

Followed-up as MGUS befare no *

Date of diagnosis Hemaglobin level (g/0)
b b P e =i Thmbomm b et st L

Durie-Salmaon Stagel 'I
Substage IEI 'I
ISS classification IStageH 'I

R o e A S D i ] it At el b R | 1

Light chain type I 'l Polyclonal Iga quantity (g/1) :I
Bone marrow histology I "l Polyclonal IgM quantity (g/1) I:I

Plasmocyte count (%) :l Cytogenetics - FISH
Bone marrow aspiration cytology I 'l Cytogenetics Iyes 'l
Plasmocyte count (%) I:l t{11,14) Ipusitive j | |

%
Osteolytic lesions x-ray W t{4,14) | j | |%
Ostenlytic lesions - NMR [regative = £(6,14) | = 9%
Osteolytic lesions - CT ND - t(16,14) | = 3
Osteolytic lesions - PET MND - del -13q /monosomie I j | |%
Osteolytic lesions - MIBI l—;, amp 1g21 | j | |%
Extramedullary mass IE del -17 | j | |%

Extramedullary mass histology I "l
Extramedullary masses count I 'l -

|2 &

e
L 5
& Max size {cm)
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MM - treatment version 1, Modified-01.04.2007, Generated-01.04.2007

|ID Patient: TEST |Initia|s: X |Se><: M Age: 29 |Race: white |Diagnosis: MM
|Irwestigat0r : Petr Brabec |Stud\,f: Mye|0m|Date Collected: 26.1.2007 |Last modified: 26.1.2007

Primary treatment | Primary treatment adverse events | Follawing treatment | Follow-up |Death|

Primary treatment

Treatment modality

Specify other treatment

Treatment beginning date k.2.2005
Serum M-pratein entry level (g/1)

Urine M-protein entry level (mg/24h)

Jod AR

Date of partial response (for DOR calculation) §.2.2005
Date of maximum response to treatment 0.2.2005
Serum M-pratein level after treatment

Urine M-protein level after treatment

Serum M-pratein - ratio after treatment/entry (%)
Urine M-protein - ratio after treatment/entry (%)
Immunofization after treatment - serum

Immunofization after treatment - urine

Plasmocyte count (%) in bone marrow aspiration

A

Mavimum response to treatment reached CR
Do you agree with computed response? yes ¥

Specify response

Explanation of the difference

Treatment after induction

agpa
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Primary treatment adverse events

SAE (Serious Adverse Events) I "I

Descriptian

SUSAR (Suspect Serious Adverse Euents)l vl

Description

Following treatment

Date
Date Date Maximum of
S restment ot * - tveatment e of | response pertal - Trestment
relapse relapse/progression daEe o il L treatment maximum . (fmI-J induction
P pse/prog withdrawal response treatment DOR

calculation)

[10.3.2005

|1strelapse | [1.3.2005 | (232005 [cR =l

|2ndrelapse x| ||19.3.2005 | |

|3rd relapse =] | | I |
|

|4th relapse j | |

Cate of evaluation |:|
Patient Idead vl
Patient status I 'l

Death
Date of death  |20.3.200%
4 |
IPending vl Savel Prev{l Next>| Clusel Deletel Frintakle | Exc:ell Helpl Current User: Karel Chroust
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RIVIG — RegjstielilMonccional Gammopathies

Bisphnsphunate and SRE treatment Version 1, Modified-01.04.2007, Generabted-01.04.2007

|ID Patient: TEST |Initia|s: Cx |Se><: I |r-‘-.ge: 29 |Race: white |Diagnasis: WM
|In\.restigat|:|r : Petr Brabec |Stud3.-': Myelom |Date Collected: 14.11.2006 |Last modified:5.12.2006

Skeleton =-ray I Bisphosphonate treatmment I SRE I

Skeleton X-ray

Date of examination I:I

Skull

Cervical spine

Thoracic spine

Lurmbar spine

Humerus

Femur

L L L e L e

Other localization

Kl

Result

Bisphosphonate treatment
Date of beginning I:I

Drug |zolendrc\nate—intravenaus:l
LUnits Iﬁ

Date of discontinuation I:I

Reason for discontinuation |SRE -

Twpe of toxicity IOther LI

Specify other toxicity | I
Is the event serious? (SAE)I vI

SRE SRE Progression Progression

date type extension confirmed

I I |Documented hane involment progression v| | | | v|
Add row I Delete row I

IPending vI Sawve | Bres < [zt > I Clase | Delete | Frintahle Excel I Help | Current User: Karel Chroust




RIVIG — RegjstielilMonccional Gammopathies

MGUS

Version 1, Modified-01.04.2007, Generated-01.04.2007

|ID Patient: TEST |Initia|s: cx |Sex: Ly |Age: 29 |Ra|:e: white |Diagnoses: MGUS
|In\.festigator . Petr Brabec |Study: Myelom |Date Collected:2.11.2005 |Last modified: 27.32.2007

Diagnostics I Follow-up I MEUS developrnent IDeathI

Diagnostics, Biochemistry

Diagnostics

Biochemistry

Hemoglobin level {g/1) I:l
Thrombocyte count (10E9/1) I:l

Date of diagnosis
Status Performance

M-protein type

[ ]
[=

I jv
[yes =]

Serum kappa FLC guantity {mg/l) I:l
Serum lambda FLC gquantity {mg/ml} I:l

Kappa/lambda ratio

Urine M-pratein quantity {mg/24h) I:l

Serum M-protein quantity {g/0)

FLC guantity measured

|

Calcium total level {mmal/l) I:l
[
Creatining level {umal/) I:l
Betaz microglobulin {mg/) I:l
LDH (ukat/1) [ ]
CRP (mo/) [ 1
Polyclonal IgGs quantity (g/) I:l

Albumin level (g/1)

Light chain type I vI
Ipositive "I
Ipositive vl

Polyclonal Iga gquantity (g/1) I:l
Palyclonal IgM quantity (g/l) I:l
Polyclonal IgE quantity (g/1) I:l

Cylogenetic - FISH

Bone marrow aspiration cytology
Plasmocyte count (9]

Bone marrow histology

I

Plasmocyte count (%) Cytogenetics

Ostealytic lesions X-ray |1 ostealytic lesian j (11,143 i | |
Osztealytic lesions - NMR |1 ostealytic lesian j t(4,14) | |
Ostealytic lesions - CT | j t(6,14) | |
Osteolytic lesions - PET | t(16,14)

[
[

Ostealytic lesions - MIBI | del 13g /monosomie

amp 1921

del -17
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RIVIG — RegjstielilMonccional Gammopathies

Follow-up

Date Serum
M_

of tein

evaluation |PFOte!
quantity

fdd rnwl Delete row |

MGUS development

MGUS to MM progression Iyes *l
Date of MGUS progression

Death

Patient I 'l

Date of death

Cause of deathl j

MNote =

Fending j Save | Frew < | et > | Close | Delete | Frintahle Excel | Helpl Current User: Karel Chroust

F B

= 1]

i s R I S

L e ! ]
CESKAMYILOMOVA SEITEIFA



I
 zahajeni priprav registru MG: Velké Bilovice 2006

» dnesni stav = plné funkCni mezinarodni databaze !
» cil: evidence ,vSech® nove dg. nemocnych s MGUS a MM
* jak postupovat pri léché mimo centra ?

* nutné je vedeni seznamu nove dg. nemocnych

* vlastni zapis do registru provede urceny monitor
 planovany ,,update® registru: 1x rocné ke konci unora
« aktualizace dat k terminu kazdorocCniho setkani

 planovane zahajeni registru MG: 1. kveten 2007
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.o lVienocionallGammepatie

Déekuji za pozornost !
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