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ANCA -ASSOCIATED VASCULITIS 0 SUSTAINING
REMISSION AND REDUCING CUMULATIVE
DAMAGE ARE TREATMENT GOALS

A ANCA-associated vasculitis is now a relapsing remitting long term condition but with high risks
of cumulative organ damage and long term mortality.

A Achieving and sustaining remission from vasculitis activity are critical clinical steps
A Maintenance treatment is carried on for several years in most patients and avoidance of relapse

and reduction of organ damage from vasculitis activity and treatment toxicity remain important
therapeutic goals
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AIM OF THE STUDY

This real world clinical practice study aimed to examine the definition of the maintenance phase of
ANCA associated vasculitis, therapies used and clinical outcomes including vasculitis control,
adverse events and infections
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METHODS

A Retrospective observational study involving 493 physicians (293 nephrologists, 178
rheumatologists and 22 internal medicine physicians (France, Germany, Italy, Spain and UK)
A Physician completed up to 3 online case report forms for ANCA associated vasculitis adult
patients under their care. Patients had to fulfill the following criteria
A Initiated on induction remission treatment for new or relapsing disease presenting between
2013 and 2016
A Commenced maintenance therapy
A Data was collected at induction, then at 6, 12, 18 and 36 months from when maintenance phase
commenced

1478 patients (51% MPA, 49% GPA), mean age was 54.2 years with 56% male

44% had severe progressive disease, 56% moderate systemic disease

49% were incident and 51% at time of relapse

Induction treatment T 30% rituximab, 70% cyclophosphamide and 71% glucocorticoids (GC)
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© Vifor Pharma 9 November 2020



THE MAINTENANCE PHASE WAS DEFINED

VARIABLY
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over

-6 MONTHS AFTER
STARTING REMISSION INDUCTION THERAPY

How maintenance phase was defined

| had no specific criteria for defining
this as start of maintenance.

It was when the patient was in full

remission.

It was when | started a different drug

specifically for maintenance.

It was a fixed time from start of

induction treatment.
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TREATMENT PRESCR
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Drugs prescribed at the start of maintenance treatment - % patients

Glucocorticoid oral _ 65%
Azathioprine |G 34%
Rituximab [ 21%
My cophenolate Mofetil - 17%
Cydophosphamide - 16%
Methotrexate . 8%
Other | 1%

AAV activity

43%

Full remission
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Immunosuppressant only [N 21%»
Glucocorticoid + Azathioprine | I 20%
Rituximab + Glucocorticoid [l 10%
Glucocorticoid + Mycophonolate [l 9%
Cydophosphamide + Glucocorticoid [l 9%
Glucocorticoid only [l 9%
Rituximab only [l 8%
Cyclophosphamide only |l 4%
Glucocorticoid + Methotrexate | 4%
Other |l 6%

at the same time
50%
7%
Partial remission Refractory

11% azathioprine
7% mycophonolate
3% methotrexate

GCs = glucocorticoids,
RTX = Rituximab, AZA =
Azathioprine, MMF =
Mycophenolate Mofetil,
MTX =Methotrexate




MAJOR AND MINOR RELAPSES REMAIN A
PROBLEM IN THE MAINTENANCE PHASE

MONTH 6 MONTH 12
(after start of
maintenance)

3%

MONTH 18 MONTH 36
(after start of (after start of
maintenance) maintenance)

(after start of
maintenance)
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Over 36 months of
treatment nearly one
third of patients either

died, had a relapse
that required another

induction treatment

OR had a minor
relapse
m Continued maintenance = Minor relapse (without re-induction) m Re-Induction (both minor and major relapse) mDied
At 3 years of continued maintenance therapy:
» 81% are still on maintenance, i.e. not relapsed to the extent they required re-induction or deceased
» 4% Died (> 2/3% due to AAV relapse)
* 10% dropped out of study due to relapse requiring re-induction
.+ 18% minor relapses requiring either / or: an adjustment to / switch of maintenance regime F
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VASCULITIS DAMAGE AND ADVERSE EVENTS
ARE COMMON THROUGHOUT MAINTENANCE

Conditions experienced reflecting vasculitis damage or AEs
during the maintenance treatment - % patients

Start of
maintenance v ﬁ

6 MONTHS 12 MONTHS 18 MONTHS 36 MONTHS
Patients with a *<6M, 12M *<6M, 12M
condition 52% 48% 43% 42%
experienced
Hypertension (new or worsening) NG 237 I 22% I 19% *<6M I 18%"<6M
Anaemia NG 18% I 13% I 13% I 12%
Worsening eGFR 1IN 12% I 10% I 10% I 10%
Worsening control of existing diabetes N 9% I 9% I °% I 0%
Leucopoenia N 9% . 7% I 5% I 5%
Osteoporosis N 9% I 6% I 5% I 4%
Rising proteinuria 1l 5% Il 5% Bl 4% Bl 4%
Microscopic haematuria [l 4% M 3% I 4% B 4%
Cardiac failure (new or worsening) Wl 4% M 3% . M 3% - M 3%
Low gamma globulins Wl 3% | 29% started M 3% —»17/"‘;;3:95 W 2% %8 /Io(:';a:ed M 2% —,| 13% started
Chronic gastritis 1l 3% IGRT" M 3% o 2% B 2% IGRT*
Peptic ulceration (new or worsening) Il 3% W 2% B 1% H 2%
Base (n=1387) Base (n=1327) Base (n=1288) Base (n=1258)
Note: Not showed conditions with a % lower than 3% Note: IGRT = immunoglobulin replacement therapy
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INFECTIONS ARE A CONTINUED CHALLENGE
RESPIRATORY AND URINE INFECTIONS ARE
MOST COMMON



