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Registry v medicinée

Sbér kvalitnich dat (o RS) je prace
ProcC tuto energii vydavat???

RS je zavazné onemocnéni postihujici mladé osoby
Negativni efekt pro pacienta ale i celou spolecnost
Nemoc neumime vylécit, umime ji pouze zpomalit
Dnes témeér 15 rlznych lékd x rlzny efekt |€kd u rdznych pacientd

Rozdilné nezadouci ucinky lécby



Kdo data potrebuje

Lékari, zdravotnicti pracovnici
 Spravna lécba
Regulatori
* Registrace novych lékul, sledovani bezpecnosti

Platci
* Vyplati se investovat velké prostredky do relativné malé skupiny
pacientd?
Pacienti

 Spolurozhodovani o prubéhu péce
* Lobbing

Farmaceutické firmy
e Vyzkum, vyvoj novych |ék



Jaka data potrebujeme

* Efficacy /Effectiveness

e Safety



Soucasné zdroje dat

 Randomizované, kontrolované studie (RCT)
— Faze I-llI
— Faze IV — drug-specific registries
NEDOSTATEK: neni mozné sdilet data z jednotlivych studii

* Informace z redlné praxe (Real-world evidence RWE)
— Existujici registry
— Elektronicka zdravotnicka dokumentace
— Informace zdravotnich pojistoven



RS registry

O
155
‘AQJ
2

Dansko

Francie ‘W=

| (‘ MSBase




iMed

™ iMed 6.0 - 08 X
File Editovat I
- ™
'Med Zdravotni zaznamy (3060) Profil pacienta
— o AAA Aaa (15/09/1981) | Profil pacienta i Identifikace
AAB Aab (15/09/1982) Mavitévy Anamnéza
. AAC AAA (15/05/1996) Relapsy Diagndza
Pacient AAD AAA (16/05/1978) | Zdravotni udalosti | Poznamky
Records AAE AAA (13/05/1987) Paraklinicka vySetfeni
AAF AAA (14/06/1957) B L<coa
1% g Novy "°vaazat g Tisknout QEE Full screen
AAA Aaa Datum vaniku RS : McDonsld dassification
Profesionalni VEk: 31 Pohlavi : F Potvrzens diagnéza Prib&h onamocnéni :
zdravotnici Jing zdravotni stav :  Autoimunita ititnd ldzy, Autoimunita Stitné #l3zy, AAM_tromboza DK
Lécba

Kalendar

M Specificks pro RS
B symptomaticka
B nefarmakologicks

MSBase

PFihody
W Relapsy 1 mi
B Zdravotni stav 1 1

W TEhotenstvi [

Paraklinicka vysetfeni

& MR
o Likvor
P Evokované potencidly

em
‘m
o
‘m

[l L=boratorni vyZatizni

10
8
EDSS 6
4
Casova Skila & | |
Maximum n 0

2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013

www.imed.org



http://www.imed.org/

MSBase (ReMusS)
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Jak data muzeme vyuzivat

1. iMed (lokalné na drovni centra)
2. MSBase
3. ReMusS
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2) MSBase 2003-2017

Data collection

55687 pacientti
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Neuro-immunalogy Registry

Patient records
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Members Immunology Registry

415

Take part by joining a collaboration
dedicated to making a difference to the
lives of patients with MS and other
neuro-immunological diseases.

An international online registry for
neurologists studying multiple sclerosis

Clinies and other neuro-immunological
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Higher latitude is significantly associated with an earlier age of disease onset in multiple sclerosis. Tao, C., S. Simpson Jr, . van der Mei, L. Blizzard, E. Havrdova, D.
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Shaw, N. Deri, W. Oleschko-Arruda, H. Butzkueven, T. Spelman, B.V. Taylor on behalf of the MSBase Study Group. J Neurol Neurosurg Psychiatry. (Dec 2016)
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Quantifying risk of early relapse in patients with demyelinating events: Prediction in clinical practice. Spelman, T., C. Meyniel, J.L. Rojas, A. Lugaresi, G. lzquierdo, F.
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Pucci, F. Verheul, M. Fiol, V. Van Pesch, E. Cristiano, T. Petersen, F. Moore, T. Kalincik, V. Jokubaitis, M. Trojano, H. Butzkueven on behalf of the MSBasis (an MSBase
Substudy) Investigators. Mult Scler. (Epub ahead of print, Nov 2016) http://dx.doi.org/10.1177/1352458516679893

Discontinuing disease-modifying therapy in MS after a prolonged relapse-free period: a propensity score-matched study. Kister, ., T. Spelman, R. Alroughani, J.
Lechner-Scott, P. Duquette, F. Grand’Maison, M. Slee, A. Lugaresi, M. Barnett, P. Grammond, G. luliano, R. Hupperts, E. Pucci, M. Trojano, H. Butzkueven on behalf of
the MSBase Study Group. J Neurol Neurosurg Psychiatry. (Oct 2016) 87(10):1133-7. http://dx.doi.org/10.1136/jnnp-2016-313760

Defining secondary progressive multiple sclerosis. Lorscheider , J., K. Buzzard, V. Jokubaitis, T. Spelman, E. Havrdova, D. Horakova, M. Trojano, G. Izquierdo, M.
Girard, P. Duquette, A. Prat, A. Lugaresi, F. Grand’Maison, P. Grammond, R. Hupperts, R. Alroughani, P. Sola, C. Boz, E. Pucci, J. Lechner-Scott, R. Bergamaschi, C.
Oreja-Guevara, G. luliano, V. Van Pesch, F. Granella, C. Ramo-Tello, D. Spitaleri, T. Petersen, M. Slee, F. Verheul, R. Ampapa, MP. Amato, P. McCombe, S. Vucic, JL.
Sanchez Menoyo, E. Cristiano, MH. Barnett, S. Hodgkinson, J. Olascoaga, ML. Saladino, O. Gray, C. Shaw, F. Moore, H. Butzkueven, T. Kalincik on behalf of the MSBase
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Predictors of long-term disability accrual in relapse-onset multiple sclerosis. Kister, I., T. Spelman, R. Alroughani, J. Lechner-Scott, P. Duquette, F. Grand’Maison, M.
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Comparative efficacy of first-line natalizumab vs IFN-B or glatiramer acetate in relapsing MS. Jokubaitis, V.G., T. Spelman, T. Kalincik, J. Lorscheider, E. Havrdova, D.
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Risk of early relapse following the switch from injectables to oral agents for multiple sclerosis. Spelman, T., L. Mekhael, T. Burke, H. Butzkueven, S. Hodgkinson, E.
Havrdova, D. Horakova, P. Duquette, G. lzquierdo, F. Grand’Maison, P. Grammond, M. Barnett, J. Lechner-Scott, R. Alroughani, M. Trojano, A. Lugaresi, F. Granella, E.
Pucci and S. Vucic on behalf of the MSBase Study Group. Eur J Neurol. (Apr 2016) 23(4):729-736. http://dx.doi.org/10.1111/ene.12929

The effect of oral immunomodulatory therapy on treatment uptake and persistence in multiple sclerosis. Warrender-Sparkes, M., T. Spelman, G. Izquierdo, M.
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Cladribine versus fingolimod, natalizumab and interferon B for multiple sclerosis. Kalincik, T., V. Jokubaitis, T. Spelman, D. Horakova, E. Havrdova, M. Trojano, J. Lechner-Scott, A.
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Anti-inflammatory disease-modifying treatment and short-term disability progression in SPMS. Lorscheider, J., V. G. Jokubaitis, T. Spelman, G. lzquierdo, A. Lugaresi, E. Havrdova, D.
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R. Bergamaschi, C. Ramo-Tello, F. Granella, C. Oreja-Guevara, H. Butzkueven, T. Kalincik, on behalf of the MSBase Study Group. Neurology. (Sep 2017) 89(10):1050-
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Incidence and prevalence of NMOSD in Australia and New Zealand. Bukhari, W., K. M. Prain, P. Waters, M. Woodhall, C. M. O’Gorman, L. Clarke, R. A. Silvestrini, C. S. Bundell, D.
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88(8):632-638. http://dx.doi.org/10.1136/jnnp-2016-314839

Prognostic indicators in pediatric clinically isolated syndrome. laffaldano, P., M. Simone, G. Lucisano, A. Ghezzi, G. Coniglio, V. Brescia Morra, F. Patti, A. Lugaresi, G. Izquierdo, R.
Bergamaschi, J. A. Cabrera-Gomez, C. Pozzilli, E. Millefiorini, R. Alroughani, C. Boz, E. Pucci, G. B. Zimatore, P. Sola, G. Lus, D. Maimone, C. Avolio, E. Cocco, S.A. Sajedi, G. Costantino, P.
Duquette, V. Shaygannejad, T. Petersen, R. Fernandez Bolafios, D. Paolicelli, C. Tortorella, T. Spelman, L. Margari, M.P. Amato, G. Comi, H. Butzkueven, M. Trojano, on behalf of the Italian
iMedWeb Registry and the MSBase Registry. Ann Neurol. (May 2017) 81(5):729-739. http://dx.doi.org/10.1002/ana.24938

Long-term disability trajectories in primary progressive MS patients: A latent class growth analysis. Signori, A., G. Izquierdo, A. Lugaresi, R. Hupperts, F. Grand’Maison, P. Sola, D.
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Verheul, M. Edite Rio, M.P. Amato, S.A. Sajedi, N. Majdinasab, V. Van Pesch, M.P. Sormani, M. Trojano. Mult Scler. (Epub ahead of print, Apr 2017)
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Treatment effectiveness of alemtuzumab compared with natalizumab, fingolimod and interferon beta in relapsing-remitting multiple sclerosis: a cohort study. Kalincik, T., J.W.L.
Brown, N. Robertson, M. Willis, N. Scolding, C.M. Rice, A. Wilkins, O. Pearson, T. Ziemssen, M. Hutchinson, C. McGuigan, V. Jokubaitis, T. Spelman, D. Horakova, E. Havrdova, M. Trojano,
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Data quality evaluation for observational multiple sclerosis registries. Kalincik, T., J. Kuhle, E. Pucci, J. I. Rojas, M. Tsolaki, C. A. Sirbu, M. Slee, H. Butzkueven, on behalf of the MSBase
Scientific Leadership Group and MSBase Study Group. Mult Scler. (Apr 2017) 23(5):647-655. http://dx.doi.org/10.1177/1352458516662728

Highly active immunomodulatory therapy ameliorates accumulation of disability in moderately advanced and advanced multiple sclerosis. Lizak, N., A. Lugaressi, R. Alroughani, J.
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Vysledky z MSBase

Epidemiologie
(Trojano, PLOS One, 2012; Lechner-Scott, MSJ, 2011;
Tao, JNNP, 2016)

Zpresnovani definice riznych outcomes

(Kalincik, Brain, 2016; Lorscheider, Brain, 2016; Steward, MSJ,2017)

Prediktivni modely
(Jokubaitis, Ann Neurol, 2016; Laffaldano, Ann Neurol, 2017)

Head-to-head porovnani

(Kalincik, MSJ, 2014; He, JAMA, 2015; Kalincik, Ann Neurol, 2015;
Kalincik, Lancet Neurol, 2017; Kalincik, MSJ, 2017)
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Pravidelné prurezové vystupy — agregovana data
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Non DMD pacienti — vystup k 30. 6. 2017

(PU nebo CU)

DMD Non DMD

9538 2013
Vék (roky); SD 42,5 +10 54,6+11,6
Vék v dobé poéétku 29,5 32,5
Pohlavi - zeny 71,7% 70,6 %
EDSS; SD 2,8+1,5 4,7+2,3
Zamestnanost 76,5% 39,1 %

DMD = Disease Modifying Drugs; SD = Standard deviation; EDSS= Expanded
Disability Status Scale; PU = PIny uvazek; CU=Cdsteény tvazek




ReMusS - co dal?

* Postupné zarazeni vSech pacientu v centrech
* Udrzeni kvality dat

e Vyuziti dat
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Vystupy z ReMusS

PRAVIDELNY VYSTUP ; registru po kazdém poskytnuti dat (k 30. 6. a k 31. 12.) v dvojjazyéné mutaci.

Struktura vystupu je odsouhlasena spravni radou Nadacniho fondu IMPULS a vyborem SKNIL. Pravidelné vystupy
jsou na zakladé dohody spravce a odborného garanta uverejnovany na www.multiplesclerosis.cz bez zbyte¢ného
odkladu.

JEDNORAZOVY’ VY,STUP z registru ReMusS je rozdélen na dveé ¢asti:

a) vystup pro komercni sféru

tento typ analyzy je zpoplatnén a je zpracovan na zakladé pozadavku komeréniho subjektu. Zadost musi byt predlozena
sprdvci na predepsaném formulari (www. multiplesclerosis.cz), opatfena podpisem Zadatele a zaslana na emailovou adresu:
info@multiplesclerosis.cz.

Zadost podléha vyhradnimu pisemnému souhlasu nejvyssich organ(i spravce a odborného garanta. Analyza je nasledné

nacenéna spravcem podle Kritérii ocenéni vystup(l a cena je odsouhlasena zadatelem. Analyza je poskytnuta Zadateli
prostfedky elektronické komunikace, které jsou specifikovany v Zadosti.

b) vystup pro akademickou sféru

tento typ analyzy je zpracovan na zakladé poZadavku akademického subjektu.

Zadost musi byt predlozena spravci na predepsaném formulafi (www. multiplesclerosis.cz), opatfena podpisem Zadatele a
zaslana na emailovou adresu: info@multiplesclerosis.cz.

Zadost podléha vyhradnimu pisemnému souhlasu nejvyssich organd spravce a odborného garanta. Analyza je po vyhotoveni
poskytnuta Zadateli prostredky elektronické komunikace, které jsou specifikovany v Zadosti. Pro tento typ analyzy je
uzavirana Smlouva o poskytnuti a uziti analyzovanych dat z registru ReMus.



ReMuS - co dal?

Postupné zarazeni vSech pacient(
Udrzeni kvality dat
Vyuziti dat

Zmeéna iMed — MDS
Adverse event data MedDRA



Zaver

Do ReMuS v soucasnosti prispiva vsech 15 RS center
Vr. 2017 sleduje témér 12000 pacientu

— 9500 biologické Iécbé (vice nez 90 %)

— 2000 pacientl prevazné v progresivni fazi
Zdroj spolehlivych dat o RS v CR

Zapojeni do mezinarodnich aktivit

Dalsi kroky
— Zarazeni vSech RS pacientU

— Data o bezpecnosti |éCby



Podéekovani

Zastupcim Nadacniho fondu Impuls
Zastupcdm SKNIL CNS CLS JEP
Jednotlivym centrum

Sponzorum

www.multiplesclerosis.cz
www.nfimpuls.cz



http://www.multiplesclerosis.cz/

