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Historie RMG = jiz témer 10 let !

e zahajeni priprav registru MG: Velké Bilovice 2006 + grant
v dnesni stav = plné funkéni mezinadrodni on-line databaze

e cil: evidence ,vSech” nové dg. nemocnych s monoklonalnimi
gamapatiemi = MGUS a MM, nové WM a AL amyloidoza

= dnes nemocni |[éCeni mimo centra prichazi z divodu
centralizace péce + studiova lécba o nekteré moznosti

e planovany ,up-date” registru: 1x rocné na workshopu MM

+ soucasné 2x rocne sledovani léCby centrovymi léky

e provoz registru MG zahajen 1. kvétna 2007
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RMG — Registry of Monoclonal Gammopathies

Aktualni stav k 1. dubnu 2008

h Number of patients Sl 1 1 5 (y Number of patients
= (V)

Centre MM MGUS Centre ’ MM MGUS

FN Brno - [HOK FN Bratislava - Klinika hematologie

Jihlavska 20 66 114 Antolska 11 24 30

Brno, 62500 Bratislava,

FNKYV Praha - Oddgleni klinické hematologie FNLP Kosice - Klinika hematologie

Srobarova 50 114 80 Trieda SNP 1 33 3

Praha 10, 10034 Kosice, 040 66

FNHK - Oddéleni klinické hematologie Nemocnice Banska Bystrica - Hematologie

Sokolska 581 37 103 Néamestie L. Svobodu 1 0 0

Hradec Kralove, 50005 Banska Bystrica, 975 17

VEFN Praha - I. Interni klinika FN Martin - Klinika hematologie

U Nemocnice 2 49 0 Kollarova 2 0 0

Praha, 128 08 Martin, 036 59

FN Olomouc - I1I. interni klinika

Olomoue, 175 20 # 1% CR: 289 MM a 401 MGUS
l1zen - Hemato-onkologické oddé€leni .
o & 0 . SR:57 MM a 33 MGUS

Plzen, 30460

celkovy stav k 1. 4. 2008: 346 MM a 434 MGUS =780 MG
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Karlovarsky

RMG — Registry of Monoclonal Gammopathies

Aktualni stav k 27. dubnu 2014

Lo QN

Kraovehra

E Pardubicky
Stfedotesky

Plzehsky

ma S|
wsoc na Ob"@“&
J|r°kf.' 0 &ky

Jihomoravsky

Zilinsky

O

Banskobystricky

Trenciansky
Trnavsky

lavsky ’
Qa“ Y Nitransky

FM Olomouc - lll. interni klinika
Olomouc

Opava - Hematologicke odd.

Opava

FMN Ostrava - Klinika hematoonkologie
Ostrava-Poruba

Pelhfimowv - OHT
Pelhifimow

FM Plzen - HOK

Plzenr

VFM Praha - I. Interni klinika
Praha

FMKY Praha - OKH

Praha 10

TH - OKH
Praha 4

Presovsky

Ko& Q
440 258
38 80
106 83
47 101
33 1
593 284
376 192
0 52

Number of

e _ o :

— 8’5 (s) patients
Centre MM MGUS
FMsP F.D.Roosvelta Banska Bystrica - Hemateologie 1 0
Banska Bystrica
FN _Braﬂslava - Klinika hematoldgie 284 81
Bratislava
UN L. Pasteura Kosice - Klinika hematologie

- 111 10
KosSice
UM Martin - Klinika hematolagie 0 0
Martin
FM Presov - OKH

- 0 0
Presov

CR: 3.348 MM a 1.886 MGUS
SR: 396 MM a 91 MGUS

celkovy stav k 27. 4. 2014:
3.744 MM a 1.977 MGUS

= 5.721 nemocnych s MG !
(£1.000 novych MG/rok)



RMG — Registry of Monoclonal Gammopathies

Aktuadlni stav k 21. listopadu 2016

Home
RMG - Registry of Monoclonal Gammopathies

Registry entry

. Number of _ Number of
Registration patients = 1 1 7 % I patients
Clinic MM MGUS WM AMYL Centre 4 O MM MGUS WM AMYL
. FN Brno - IHOK FMNsP F.D.Roosvelta Banska Bystrica
Data dictionary Brno vler sl Ew g - Hematologie 146 40 3 o
Ceské Budéjovice - OKH Banska Bystrica
. = ) - 157 71 4 o] . - -
Visualization Ceskeé Budg&jovice FMN Bratislava - Klinika hematologie 359 113 5 o
Havifov - Hematologické odd. = o G G Bratislava
Havifov - mésto UN L. Pasteura Koice - Klinika
Consent FNHK - IV. interni hematologicka hematologie o ®
klinika 503 153 10 5 Koice
HelpDesk Hradec Kralove UN Mar‘tln - Klinika hematologie 21 0 1 1
Karlovy Vary nemocnice - Interni odd. 5 = G G Martin
Karlovy Vary FN Preowv - OKH 0 0 o 0
Contacts Kyjov - Transfuzni odd. Preov
: o 0 [v] 0
Kyjov
KN Liberec - OKH
Liberec 170 169 20 1 ~
[]
Miads Bolesiay - HTO CR: 4.592 MM, 2.734 MGUS
Milada Boleslav = Ce O O y ’ * ’
NDV? .!ifin - Onkologicke centrum, HO 83 57 1 0
MNowvy Jicin a -
FN ©Olomouc - Hemato-onkologicka
klinika 542 325 16 3
Olomouc
oy et w0 SR: 790 MM, 192 MGUS
Opava ° ) )
'B ' E w FMN Ostrava - Klinika hematoonkologie 176 158 11 7
Pethitaoy - OF 12 WM a 1 AL-AMYL
Institut biostatistiky a analyz F'elhvr_lmov =lel=r 67 124 0 0
; . Pelhfimowv
Masarykova univerzita B ~
Kamenice 126/3, 2500 Brno FN F’vlzen - UKBH o 92 1 5
Ikovy k 21. 11. 2016:
FN Plzefi - HOK 271 49 3 3 ce ovy Stav (] . .

Plzen

“ s 5.382 MM, 2.926 MGUS,

VFN Praha - I. Interni klinika

(=]

Praha 773 309 3 (4]

FNKY Praha - OKH 178 WM a 22 AL-AMYL
Praha 10 453 194 3 [v] a

Thomayerova nemocnice - OKH o 65 0 0

Praha 4

[=]

G Lo 3 s 1 = 8.508 nemocnych s MG



Duvody zmén: Prechod na novy systém
Novy vzhled+obsah webu
Vizualizace dat

* Pozadavek na zménu zadavani [éCebnych rezimu
* Pfiprava na moznost dalsiho VILP preparatu

* Nemoznost uplné adaptace starého databazového
systému

* NedostatecCna asistence a kontrola systému pfri
zadavani dat a tim chybovost v datech

Registry of Monoclonal Gammopathies




Cile

* Modernizace registru

 Struktura registru odpovidajici soucasné realité

* Srozumitelné léCebné rezimy

e Zavedeni skip-logiku a validaci

* Prehlednéjsi design
e Zajisténi moznosti upravovat databazi v budoucnu
* Byt pripraveni na moznost dalsiho preparatu VILP

e Validni data

* Vizualizace
* Analytickeé vystupy z registru
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Vyhody

* Dojde k modernizaci struktury
e Zjednodusi a zrychli se zadavani dat

* Nové skip-logiky
e Zjednoduseni a snizeni Casové narocnosti zadavani
* Nové validace

 Budou moci byt vkladany jen smysluplna data
e Tim snizime chybovost dat
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CLADE-IS

* CLinicAl Data warEhouse — Information System
* Platforma pro sbér a spravu dat v projektech klinického vyzkumu

* Robustni design eCRF (electronic Case Report Form - dotazniky) —
otevreny datovy model typu EAV

* Obecny DAM (Data Access Management — fizeny pfistup k datdm)
— adaptabilni definice uzivatelskych roli a jejich opravnéni

* Ergonomie ovladani— responzivni web

* Modularni feseni:
* (i) komponenta ADMINER pro spravu studii
* (ii) komponenta DESIGNER pro navrh formulara / dotaznikd
* (iii) komponenta STUDIES pro realizaci uzivatelského rozhrani
* (iv) komponenta REPORTER pro pravidelny reporting a zakladni
vizualizace dat

* Vice zde: http://www.biostatistika.cz/res/file/clade-is/20160303-
clade-is-overview.pdf
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http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
http://www.biostatistika.cz/res/file/clade-is/20160303-clade-is-overview.pdf
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CESKA MYELOMOVA SKUPIN

Zadejte frazi

Ceska myelomova skupina

(]

Hlavnim cilem spolku CMG je organizace a koordinace vyzkumu a klinickych aktivit
v Ceské republice v oblasti mnohocetného myelomu.

9 9.9.2016

V4

9 9.9.2016

Q TREE OF LIFE, LAZNE BELOHRAD

XII. Vzdélavaci seminar pro nemocné s
mnohocetnym myelomem, jejich rodinu
a pratele

Dvanacty rocnik ,Vzdélavaciho seminafe pro nemocné s
mnohocetnym myelomem, jejich rodinu a pfatele” se
konal jiz potreti v Laznich Bélohrad ve Spa resortu Tree
of Life. Zda se, Ze tato lokalita babi Iéto opravdu
pfitahuje, proto i letos jsme mohli vyuZit nejen
pfijemného interiéru hotelu, ale také nachytat slunecni
energii pfi posezeni v zahradach resortu.

3 12.10. 2016

Q HRADEC KRALOVE

Onemocnéni krve a mnohocetny
myelom. Choroba kostni dfené, ktera
vyZaduje dlouhodobou lécbu.
Radioporadna: prof. MUDr. Vladimir Maisnar, Ph.D z IV.
interni hematologické kliniky Fakultni nemocnice

Hradec Kralové - onemocnéni krve - mnohocetny
myelom. Zaznam na strankach Ceského rozhlasu.

9 11.5.2016

Q@ BRNO
XI. Myeloma workshop Brno

Letosni jiz XI. rocnik mezinarodniho myelomového
workshopu byl zaméfen na amyloidozy a
extramedularni relaps mnohocetného myelomu. Na
workshop pfijali pozvani zastupci dvou nejvétsich
amyloidézovych center v Evropé, a to v Itdlii a Velké
Britanii.

» Archiv | NARODNI WORSKHOP WORKSHOPY

SEMINARE

¢ HOTEL SLOVAN, BRNO

Pacientsky seminar - Zivot s
mnohocetnym myelomem

Dne 11. kvétna 2016 probéhl v prostorach hotelu Slovan
v Brné Sesty rocnik vzdélavaciho seminéfe s ndzvem
Zivot s mnoho&etnym myelomem. SeminaF poréadala
Ceska myelomové skupina, nadaéni fond ve spolupréci
s Klubem pacientd mnohocetny myelom a tradi¢nim
partnerem International Myeloma Foundation.

PACIENTSKE SEMINARE PRO PACIENTY
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Novy vzhled a obsah webu RMG

* Novy moderni design

* Nové k dispozici online formular pro zadani analyzy
nebo zadosti o export dat z RMG odesilan pfimo na
helpdesk IBA ke zpracovani

e Stavajici vizualizace doplnéna o novou cast -
detailni vyhodnoceni |écebnych linii

ve
Registry of Monoclonal Gammopathies




Novy vzhled a obsah webu RMG

http://rmg.registry.cz
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RMG - Registry of Monoclonal Gammopathies
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Homepage Participating centres  Expert guarantors Consent Interactive browser Technology Help desk

RMG - Registry of Monoclonal Gammopathies

The primary goal of the project is to create a parametric database and an information system for the collection and basic analysis of data on diagnosis
and therapy of patients affected with monoclonal gammopathy, as well as for the analysis of records on skeletal related events in a routine clinical
practice. One prerequisite is the cooperation of major centres in the Central and Eastern Europe, so that a sufficient amount of assessed parameters is
gathered. The cooperation with other EU countries is very welcome. The data structure of the system contains all basic items which meet the standards
for parametric monitoring of patients diagnosed with monoclonal gammopathy, particularly the records on:

* diagnosis of the disease, i ing main risk and pr ic factors
* monitoring of the therapy process, including the description of results and possible complications

The system is based on the collection of a minimal set of parameters, and is primarily eriented on the epidemiological data, as well as on basic data on
survival and results of different therapy approaches in multiple myelomas. The universal and generally applicable data structure of the registry enables a
detailed monitoring of any patient. In the first stage, the registry will be used as a basis to record monoclonal gammopathies and to monitor the costly
pharmacotherapy in multiple myeloma. Subsequently, this database can be used in other projects, focused on a broader assessment of epidemiology.
diagnosis and therapy.

The RMG has been established on two basic principles: (1) each centre has a permanent access to its own data and to basic automatic analyses of these
data, (2) collective analyses are based on data from centres which have agreed to share its data for the given project. In this case, the involved centres are
mentioned as co-authors of outputs from these analyses.

The RMG project is fully open for the cooperation to all cancer centres and cancer groups in the Czech Republic, Slovakia and other European countries.
The system is based on an on-line technology, enabling a high-quality central management and administration of data of individual centres; at the same
time, the centres' rights as unique owners of clinical data are fully respected. The flexibility and openness of the applied on-line system of data collection
and assessment allows a further expansion of the RMG database, customizing it to the requirements of individual centres.

* Data dictionnary (.pdf file, 450 kB) explains the parameters collected in the study by means of eCRF structure.

EQMG i ©2016 | created by Institute of Biostatistics and Analyses of Masaryk University | Site map
Seonk wrssowori smoeey

clonal Gammopathies



http://rmgnew.registry.cz/
http://rmg.registry.cz/
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Zadost o poskytnuti/analyzu dat z RMG

Mazev analyzy:*
Zadavatel:*
Kontakt (e-mail):*

Diagnoza:* O MGUS
O sMM
O MM
Owm
O AamyL

Popis a cile analyzy:

Pokud je relevantni, specifikujte charakter poZadovanych dat: typ lécby, hodnocené obdobi, |écby s/bez transplantace, [&cby wmimo Kinicke
studie aj.

Analyzu provadi:* QOIBA MU
O analyzu provadime sami, poZadujeme pouze export dat
pokud zaskrinete IBA MU, vyplfite dal3i parametry nize

Format vystupd: OMs word
O MS PowerPoint
O MS Excel
jiny format:
Jazyk: O gedtina
O anglictina
Termin pro zpracovani analyzy: 2
Zadost o data: O ze viech ceskych center

O ze viech slovenskych center
O ze viech ceskych a slovenskych center

V“4 [l

] g Regiﬁ;’try of Monoclonal Gammopathies

ESKA MYELOMOVA SKUPIN

o CZECH




Vizualizace dat — faze Il

e Zachovani stavajici vizualizace - zaclenéni do
noveho vzhledu webu

* Nova vizualizace

* Vizualizaci predchazi stranka, kde si uzivatel vybere
konkrétni kohortu na zakladé filtracniho mechanismu

« Cast nové vizualizace podminéna autentizaci uZivatele
zobrazi data za centrum daného uzivatele

 Moznost kontroly zadanych dat a jejich aktualizace
* Poskytnuti detailnéjsich vysledku [é¢eb po centrech online
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Vizualizace dat — faze Il

* Krok I: Vybér datového souboru prostrednictvim
sady preddefinovanych filtrQ

Select data of centre:| total -
Year of treatment beginning Age (treatment beginning) Line of therapy
2016
S01s ® total ® total ® total
2014 =70 years st line
2013 O= 70 years 2nd line
2012 O3rd line
2011 Oath line
2010 Osth line
2009 [O= 5th line
2008
<2007
Clinical study Autologous stem cell transplantation Treatment regimen
(ASCT)
® total @® total
O yes ® total [velcade
O no O yes [Thalidomide
O no I Revlimid
O carfilzomib
Cpomalidomid
ixazomib
other
Display
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Vizualizace dat — faze Il

* Krok Il: Zobrazeni sady grafickych vystupu rozdéle-
nych podle navrzenych tematickych oblasti

Age (treatment beginning) Kaplan-Meier Multi Survival Curve

Thalidomide

Carfilzomib

Pomalidomid
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RMG — Registry of Monoclonal Gammopathies
zavery.
« dnesni stav = plné funk¢éni mezinarodni databaze !

« jeden z nejvétSich registri MG v Evropé (na svété)
 stale se vyviji jak formulare, tak navazujici analytické
nastroje odrazejici naroky CMG a center = plasticita
* nove sledovani nemocni s AL Amyl. a M. Waldenstrom
* vyhody z funkcni databaze = jednotny sber dat usnadnuje

spolupraci mezi centry a prinasi potrebné vystupy pro
jednani s pojistovnami a pripravu novych guidelines !
= zejmeéna sledovani efektivity 1€Cby ,novymi leky"
— pFimo se nabizi moznost feSeni spolecnych projektu
« zvysujici se objem dat zvySuje naroky na datamanazery
I monitoring = nezbytna soucast udrzeni vérohodnosti !

= =] T
S@MG 2 Registry of Monoclonal Gammopathies = @
CESEA MYELOMOVA SKUPINA 'u




Veérime, ze se vlivem projektu CRAB snizi pocet
nemocnych s pozdé diagnostikovanym MM.

Registr monoklonalnich

amapatii —
SEEE R|M |G

Casnou diagnostikou za
kvalitu zivota !

CRAB

Dekuji za pozornost !
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