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Research Protections: OHRP
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2014

/
Diagnostic and Classification Criteriafor Systemic Vasculitis DC-VAS

2014 1 15 Pre-ACR( ) Vasculitis Clinical Research
Investigators Meeting W Hotel Peter Merkel

1)ACR-EULAR DCVAS 2) (a. b. )
3)EUVAS 4)VCRC 5) (a.VCRC b.UK & Ireland c.Turkish Takayas’s

vasculitis registry d.Brain Works Database e.VCRC Vasculitis Pregnancy Registry) 6)OMERACT
Outcome Measures in Rheumatology Vasculitis Working Group Activities 7)GCA  Ultrasound
Study(TABUL) 8) Multi-centered genetic studies DCVAS
4290 2015 12 PAN
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C.
Vasculitis Clinical Research
Investigator’ s meeting
Vasculitis
Clinical Research Consortium (VCRC:
Peter Merkel
”Pre-ACR Vasculitis
Clinical Research Investigator’ s meeting”

(ACR)

2014 11 14 W

1

ACR

3. DCVAS ACR/EULAR endorsed study to
Development Classification and Diagnostic
criteria for primary systemic
VASculitits)

1)Develop and validate

new classification for systemic vasculitis for
research purpose to improve approaches to
treatment. 2)Development diagnostic criteria which

can be used in daily clinical practice
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2 2

First  biologics

Tocilizumab(TCZ) QOL
(104 ) SAQRA study.

2014;P321.
5.

58

2014;P300.
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BCG
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225
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Aims  EECHES

+ Develop and validate new classification
criteria for systemic vasculitis for research
purposes and to improve approaches to
treatment

+ Develop diagnostic criteria which can be used
in daily clinical practice

1 DCVAS
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2. DCVAS

Overview D CV-A"S)
Recruitment

Patients with a diagnosis of vasculitis (cases) or any presentation which
mimics vasculitis (comparators). Either new patient or diagnosis within 2
years.

Data
Clinical features, serology, pathology and radiology
Baseline data at diagnosis - 6 month follow up

Numbers

75-100 sites worldwide

Estimated total cases =2028
Comparators for diagnostic criteria =1560
Estimated total patients =3588



3 DCVAS

DCVAS sites (map)

EEHNWNANGYEESNEN

' Total 32 countries f

L —

PARTICIPANT ENROLMENT as of September 2014

ap | Satellite

igaan

Gcean

e

TermsofUse =

DCVAS Sites (total 32countries)

Argentina
Australia
Austria
Belgium
Canada
China

ie Japan 24

Czech Republic

Denmark
Egypt
Finland
Germany
Hungary
India
Ireland
Italy

32

‘Asahikawa Medical University Hospital
Chiba University Hospital

Hokkaido University Hospital

IUHW Hospital

Jichi Medical University Hospital

Juntendo Univeristy Hospital Main

Kagawa University Hospital

Kameda Medical Centre, Kamogawa City.
Kanazawa University Hospital

Keio University Hospital

Kitano Hospital

Kyorin University Hospital

Miyazaki University Hospital

Okayama University Hospital

Saitama Medical University

Shimane University Hospital

St. Marianna University Hospital Dermatology
St. Marianna University Hospital Internal Medicine
Teikyo University Hospital

“Toho University Hospital

“Tokyo Medical and Dental University Hospital
Tokyo Metropolitan Geriatric Hospital
Tsukuba University Hospital

University Tokyo Hospital

WEBEHRENFN RN EEINEE

Korea, (south)
Mexico
Netherlands
New Zealand
Norway

Poland

Portugal
Russian Federation
Slovenia

Spain

Sri Lanka
Sweden
Switzerland
Turkey

United Kingdom
United States
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‘ Total . Total patients % patients
sites recruited recruited
Europe 61 2710 63%
North America 23 870 20%
Restofworid 38 710 17%
TOTAL 122 4290
Detailed list of recruitment per site —>

Recruitment by diagnosis

(% of target)

No. of patients recruited
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VASCULITIS CLINICAL RESEARCH INVESTIGATORS MEETING

Saturday November 15, 2014: 12:00 PM - 5:00 PM
Boston, MA, USA

25 mins

20 mins
5 mins
10 mins

10 mins
10 mins
10 mins

10 mins
10 mins

1)

2)

CHAIR: PETER A. MERKEL
WELCOME AND INTRODUCTIONS

ACR-EULAR Diagnosis and Classification Study (DCVAS).... .......R. Lugmani, P. Merkel
a) Current status and protocol updates P. Grayson, C. Ponte
b) Ancillary research projects/proposals. J. Sznajd

¢) Update on the PedVas study D. Cabral

Current therapeutic clinical trials updates:
a) Consortium-driven, multi-centered clinical trials (investigator-initiated)

i) Update on current trials of the FVSGi.......cceeruiuinnces L. Mouthon, B. Terrier, X. Puechal
ii) VCRC trial of abatacept for LVV (AGATA) ......ccovrervcncncnes C. Langford
iif) VCRC trial of prednisone in GPA (TAPIR).......cccoeevurueurunnecs P. Merkel

(1) Proposed trial of prednisone in TAK (TAPIR-TAK)........ H. Direskeneli
iv) VCRC-EUVAS collaborative trials:

(1) Plasma exchange in AAV (PEXIVAS)......ccccoevvvinriurncnnas P. Merkel
(2) Rituximab for maintenance in AAV (RITAZAREM)......R. Smith
(3) Abatacept for GPA (ABROGATE) C. Langford
b) Industry-sponsored, multi-centered clinical trials:
i) Tocilizumab for giant cell arteritis (GIACTA) ...c.cocvuereerrvrucnen J. Stone
ii) Mepolizumab for EGPA (MIRRA) . U. Specks

—10mins _______jii) Belimumab for ANCA-associated vasculitis (BREVAS)........ D. Roth

10 mins iv) Apremilast for Behget’s syndrome G. Hatemi
10 mins v) CCX 168 (C5A inhibitor) for AAV P. Bekker
15 mins ¢) Group discussion of current status/opportunities for trials in vasculitis
Smins 3) Update on other EUVAS activities A. Mahr
5mins 4) Update on other VCRC activities P. Merkel
15 mins COFFEE/TEA BREAK
5) Registries
Smins  3) The VCRC Patient Contact Registry and
5 mins The Vasculitis Patient-Powered Research Network.............o........ P. Merkel, A. Sreih
5 mins b) UK and Ireland Vasculitis Registry (UKIVAS).......cccccoveererururuenens R. Lugmani, J. Sznajd
5 mins c) Turkish Takayasu’s Arteritis Registry H. Direskeneli
5 mins d) BrainWorks Database S. Bensler
5 mins ¢) The VCRC Vasculitis Pregnancy Registry. M. Clowse
15mins 6) OMERACT Vasculitis Working Group AcCtivities .............crevvne. H. Direskeneli, G. Hatemi, P. Merkel
10 mins 7) GCA Ultrasound Study (TABUL) R. Lugmani, S. Singh
15mins 8) Multi-centered genetic studies H. Direskeneli, A. Mahr, A. Morgan, P. Merkel
a) Current studies in AAV, GCA, TAK ’
b) General discussion
15mins 9) General discussion and proposals/ideas for new studies
CLOSE
VASCULITIS
' CLINICAL
‘ RESEARCH
CONSORTIUM
. Vasculitis Clinical Research Investigator® meeting  agenda
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1
CD20
IVCY ANCA 2008 4 2013 12 5
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2
23 ( 7 16)
(RA)20 ( 4 16)
(HO)21 ( 5 16)
3 64
1) DNA
ANCA
(AAV)8 HC21
Gene Set
Enrichment Analysis (GSEA)
H26 PCR
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52

63

[REHMLE R EDIINI-EEL(CHCC2012)

R E &
KB M & %
B REAR 2 (TAK)
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INUINE
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136
63
52
11

1

TAK

86.5

88.5

HC21

13.5

29

34.6

25

CHCC2012

AAVS

AAV  HC
IL-6
IL-6 18
AAV HC IL-6
receptor Jakl Jak2 Tyk2 STAT3

(D

AAV

HC
n=§ n=21

1 ANCA
IL-6
29 IL-6 18

Remit-JAV RPGN

D.
1
1 Kurasawa T, Suzuki K, Takeuchi T. Latest

international comparison of clinical features in
Takayasu arteritis: results from a single center
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primary vasculitis cohort study in Japan: Ann
Rheum Dis 2014;73(Suppl2): 1003-1004

2) Yoshimoto K, Kurasawa T, Suzuki K,
Takeuchi T. Involvement of aEB7 (CD103) in
the pathogenesis of autoimmune diseases.
Nihon Rinsho Meneki Gakkai Kaishi.
2014:37(3):171-5.

2.

1) Kurasawa T. Suzuki K. Takeuchi T:
Comprehensive analysis of primary vasculitis
cohort study 16™ Asia Pacific League of

associations for Rheumatology
(APLAR)congress, 2014 MAR 31, Cebu.
Philippines

2 Suzuki K. Kurasawa T. Yoshimoto K.
Takeuchi T: Peripheral blood gene expression
profiling of systemic vasculitis 16" Asia
Pacific  League of  associations  for
Rheumatology (APLAR)congress, 2014 MAR
31, Cebu.Philippines

3) Suzuki K. Kurasawa T. Yoshimoto K.
Takeuchi T: Pathway Analysis of Peripheral
Blood Transcripts of Systemic Vasculitis 42

2014 9

4)

2014 10 4

25
2014
12 14

—
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