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Eine kurze Geschichte... — GeVas

> 1. Kick-off, Hamburg, 28.11.2014

Holle / Moosig
Deutsches Vaskulitis Register (D)

German Vasculitis Registry

» “Relaunch”, Frankfurt, 17.03.2017
Iking-Konert / Lamprecht “
Gemeinsames Vaskulitis Register im deutschsprachigen
Raum (DACH)

Joint Vasculitis Registry in German-speaking Countries

» 2017ff. Beobachtungsplan, Zentrenrekrutierung & -vertrage,
Ethikvoten, eCRF 2.0 Design, Validierung & Launch, FPI
05.06.2019, 2020 — 2022 Corona, 2022 BfArM Intervention —

» Protokollamendment, 2023ff. Zentrenerweiterung,...
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GeVas - Steering Board, Arbeitsgruppen & ZKS

> Steering Board

« de Groot, Hellmich, Hoyer, Iking-Konert (Co-Pl), Lamprecht (PIl), Magnus,
Miiller-Ladner, Rech, Schulze-Koops, Venhoff, Villiger

» Arbeitsgruppen
« AAV, Behcget & Cogan, Nephrologie, Pathologie, RZA & TAK,

ZNS-Vaskulitis
» Zentrum Klinische Studien (ZKS) Freiburg

- Tais (Studienkoordinatorin), Bradbury (Projektassistenz),
Kaufmann (Programmierung), lhorst (Auswertung), Jager (FAIRVASC)
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GeVas - Datenerhebung & Auswertung

eCR\
Ze ntren eeve

Publikation ((‘ )

- &
J <> |
ZKS F

reiburg
4 X
i, m
Zentrale Daten- Administration
speicherung Zentreninitiierung

Datenmanagement (Ethikvotum,...,
Auswertung Nutzereinweisung)
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GeVas - Studienprotokoll

Gemeinsames Vaskulitis Register im deutschsprachigen Raum

(GeVas)
EVAS
DRKS-Nr. DRKS00011866
Protokollversion V5 vom 04.08.2022
Studienleiter Prof. Dr. med. Peter Lamprecht

Klinik fur Rheumatologie und Klinische Immunologie
Universitatsklinikum Schleswig-Holstein,
Campus Libeck

Stellvertretender PD Dr. Christof Iking-Konert
Studienleiter Leitender Arzt Rheumatologie GeVas
Universitatsklinikum Hamburg-Eppendorf Be°'\’,%°,h;1'5%f§(:;;

o I1l. Medizinische Klinik und Poliklinik 5
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GeVas - Ziele

» Systematische Erfassung und Langzeitdokumentation von
Vaskulitiden

» ,,Das Ziel des Vaskulitisregisters ist es, alle Patienten mit einer
neu diagnostizierten Vaskulitis oder einer Therapieumstellung
bei einem Rezidiv in einem prospektiven, webbasierten,
nationalen Register multizentrisch, standardisiert, systematisch
und pseudonymisiert zu erfassen und so den Langzeitverlauf
von Vaskulitiden zu verfolgen*

Inzeptionskohorte
Datenauswertung & Publikationen

YV VY

GeVas
Beobachtungsplan
V5/04.08.2022



1. DACH ANCA VASKULITIS FORUM 2023 CSL Vi for

'12. & 13. MAI 2023 | WIEN, HOTEL SAVOYEN

GeVas - Registerdeskription

The Joint Vasculitis Registry in German-
speaking countries (GeVas) — a prospective,
multicenter registry for the follow-up of
long-term outcomes in vasculitis

Christof Iking-Konert' ®, Pia Wallmeier', Sabrina Arnold?, Sabine Adler®, Kirsten de Groot*, Bernhard Hellmich?,
Bimba F. Hoyer®, Konstanze Holl-Ulrich’, Gabriele Ihorst®, Margit Kaufmann®, Ina Kétter®, UIf Miiller-Ladner'®,
T. Magnus'', Jiirgen Rech'?, Fabian Schubach® Hendrik Schulze-Koops'?, Nils Venhoff'*, Thorsten Wiech'®,

Peter Villiger'® and Peter Lamprecht”

Iking-Konert et al. BMC Rheumatology (2021) 5:40
https://doi.org/10.1186/541927-021-00206-2

lking-Konert et al.
BMC Rheumatology 2021
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GeVas — Registerdeskription

Abstract

Background: Vasculitides comprise a group of rare diseases which affect less than 5 in 10.000 individuals. Most
types of vasculitis can become organ- and life-threatening and are characterized by chronicity, high morbidity and
relapses, altogether resulting in significant morbidity and mortality. Previous studies have been either monocentric
or mainly retrospective - studies with a prospective design mostly consisted of rather small cohorts of 100 to 200
patients.

The aim of the Joint Vasculitis Registry in German-speaking countries (GeVas) is to record all patients who have
been recently diagnosed with vasculitis or who have changed their treatment due to a relapse (inception cohort).
In GeVas, data are collected prospectively in a multicenter design in Germany, Austria and Switzerland. By this
approach, courses of vasculitis and their outcomes can be monitored over an extended period.

Methods: GeVas is a prospective, web-based, multicenter, clinician-driven registry for the documentation of organ
manifestations, damage, long-term progress and other outcomes of various types of vasculitis. The registry started
recruiting in June 2019. As of October 2020, 14 centers have been initiated and started recruiting patients in
Germany. Involvement of sites in Austria and the German-speaking counties of Switzerland is scheduled in the near
future.

Discussion: In June 2019, we successfully established a prospective multicenter vasculitis registry being the first of
its kind in German-speaking countries. The participating centers are currently recruiting, and systematic analysis of
long-term vasculitis outcomes is expected in the ensuing period.

Trial registration: German Clinical Trials Register (Deutsches Register Klinischer Studien): DRKS00011866. Registered

10 May 2019, lking-Konert et al.
BMC Rheumatology 2021

Keywords: Vasculitis, GeVas, ANCA, Prospective, Registry, Giant cell arteritis, Long term, Outcome, Therapy "
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GeVas — BfArM Intervention 2022

> Uberpriifung durch BfArM auf Veranlassung einer Ethik-
kommission
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GeVas — BfArM Intervention 2022

> Uberpriifung durch BfArM auf Veranlassung einer Ethik-
kommission

> BfArM: Abgrenzung Register <> Nicht-interventionelle Studie (NIS),
GeVas fallt nicht unter Arzneimittelgesetz, aber Amendment (V5)
zum Protokoll bezgl. AE: kein Bezug zu spezifischen Arzneimitteln
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GeVas — BfArM Intervention 2022

> Uberpriifung durch BfArM auf Veranlassung einer Ethik-
kommission

> BfArM: Abgrenzung Register <> Nicht-interventionelle Studie (NIS),
GeVas fallt nicht unter Arzneimittelgesetz, aber Amendment (V5)
zum Protokoll bezgl. AE: kein Bezug zu spezifischen Arzneimitteln
— positives Votum der Ethikkommissionen aller 15 initiierten

Zentren, — ab 2023 Zentrenerweiterung
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GeVas — Rekrutierung: Stand 10/22
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Stand 10/22

GeVas - Rekrutierung
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Stand 10/22
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FAIRVASC A

» EJP RD 2020 - 2023; Pl Mark Little, Dublin

-~ FAIRVASC - building registry interoperability to inform

ted data outputs wicits
Aggregate e P - clinical care
FAIRification of national registries

RKD
. Query interface and
reglstry display of aggregated

results

&

https://fairvasc.eu/

-} 11
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FAIRVASC /A«

CQmpetency Harmonization
questions drive Implementation Harmonization drives
requirements for Team (HIT) ontology development
data harmonization

FAIRVASC

Ontology
Query FAIRVASC

Implementation Implementation
Team (QIT) — TEAM (FIT)

Feedback from
implementation
informs next iteration

McGlinn et al.
Comput Biol Med 2022

(] 12
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FAIRVASC

FAIR

ASC

CSL Vifor

cOmpetency Harmonization
questions drive Implementation Harmonization drives
requirements for Team (HIT) ontology development

data harmonization

FAIRVASC

Ontology
FAIRVASC

Implementation
TEAM (FIT)

Query

Implementation
Team (QIT)

Feedback from
implementation
informs next iteration

Normalization of terms across registries for complications which
are infections. Green cells are those which are present in a registry.

Generic Nor-|No. of|Specific  Nor- No. of RKD GeVas Czech Skane PolVas UKiVas GVEF
malised Term [reg- malised Term reg-
istries istries
Respiratory |5 Respiratory 1 Respiratory
tract infection tract infection system  and
275498002 275498002 lungs
Respiratory Pneumonia 3 Pneumonia  [Pneumonia Pneumonia [NA NA
tract infection 233604007 (233604007)
275498002
Respiratory Lower respira-[1 AE  Lower-|
tract infection tory tract infec- Resplnfect
275498002 tion 50417007
Respiratory Upper respira-|2 Other Upper respi-|Other Other >type|NA AE  Upper-[NA
tract infection tory infection ratory  tract of inf other Resplnfect
275498002 54150009 infection
Respiratory Pneumocystosis{1 Other NA Other Pneumocystis [N A AE Infection [NA
tract infection pneumonia jirovecii infec-
275498002 415125002 tion
Urinary tract|5 Urinary tract|2 Other Urinary tract|Kidney and|Other >type[NA AE Infection |NA
infectious dis- infectious  dis- infection urinary tract |of inf other
ease 68566005 ease 68566005
Urinary tract Pyelonephritis |3 Pyelonephritis( Pyelonephritis| Pyelonephritis N A AE Infection [NA
infectious dis- 45816000 (4581600)
ease 68566005
McGlinn et al.
Comput Biol Med 2022

12
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GeVas — Wie geht es weiter... & unmet needs

CSL Vifor

» In Vorbereitung: Publikationen zu AAV- und RZA-Basisdaten

» eCRF V2.0 Update (ACR/EULAR 2022 Klassifikationskriterien,..

» Datenmanagement & -qualitiat (— Queries):
Zentren: MFA
ZKS Freiburg: Query-Mangement

» Finanzierung (Maintenance, Erweiterung Datenmanagement,..

)

)
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GeVas - Zusammenfassung

» Prospektives, webbasiertes, arztbasiertes, uberregionales Register
zur multizentrischen, standardisierten, systematischen und
pseudonymisierten Erfassung des Langzeitverlaufs von
Vaskulitiden

»> FPI: 15.06.2021
» 15.03.2023: n = 551

» Publikationen: Registerdeskription (lking-Konert et al. BMC
Rheumatology 2021), in Vorbereitung: AAV- und RZA-Basisdaten

> Internationale Beteiligung: FAIRVASC
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