
Table3 Treatment andfollow-upperiod
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dose

TrialWeek1 1 3 4 8 12 16 20 24 28 32 36 40 44 48 52 65
(M15)

78
(M18)

91
(M21)

104
(M24)

Visit totrial centre X X X X X X X X X X X X X X X X X X X X

Randomisation2 X

Trainingonuseofprefilledsyringe X

DispenseBelimumab /belimumab-placebo3 X X X X X X X X X X

Rituximab(IV)4 X X

AE/SAEreview5,6 X X X X X X X X X X X6 X X6 X X6 X X X X X X X X

Concomitantmedication review X X X X X X X X X X X X X X X X X X X X

Dispense/review patientdiaries X X X X X X X X X X X

Returnpatient injectiondiary X

AAV-PRO7 X X X X X X X

BVAS/WG X X X X X X X X X X X X X X X X X

Vasculitis DamageIndex(VDI) X X X X X X

C-SSRS X X X X X X X X X X X X X X X X X X X X

Symptom-drivenphysicalexam X X X X X X X X X X X X X X X X X X X X

Neurological Assessment X X X X X X X X X X X X X X X X X X X X

Urinepregnancytest (WOCBPonly)8 X X X X X X X X X8 X X8 X X8 X X X X X

Urinedipstick,urinemicroscopy,UPCR X X X X X X X X X X X X X X X X X
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TrialWeek1 1 3 4 8 12 16 20 24 28 32 36 40 44 48 52 65
(M15)

78
(M18)
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(M21)
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(M24)

Visit totrial centre X X X X X X X X X X X X X X X X X X X X

Routine bloods9,10 X X X X10 X X X X X X X X X X X X X X

PR3ANCA(research sample) X X X X X X X X X X X X X X X X15 X

Blood leukocyteanalysis X X X X X X X15 X

Transcriptomics(whole blood) X X X X X X15 X

Exploratorybloodbiomarkers X X11 X X X X X15 X

Urineproteomics X X X X X15 X

Urine lymphocytes X X X X X15 X

BLyS, BLyS-Beli complex,cytokines X X X X X X X X X X15 X

Lymphnodeandnasalbiopsy (if
consented)12,13

X X

Nasal swab (microbiome) X X

Footnotes:
1. Visits for Day8,Day22andWeek 4mustoccurwithin a+/-3daywindowof thescheduledvisit. Visits forWeek 8toWeek 52mustoccurwithin a+/-7daywindowof thescheduledvisit. Visits forMonth 15toMonth 24mustoccurwithin a

+/-14-daywindowof the scheduled visit.
2. RandomisationcanoccuronD1orduringscreeningperiodafter all eligibility criteria havebeenmet.
3. All samplesmustbetaken before first belimumab/belimumab-placebo.Firstdoseto begiveninclinic undersupervisionwith 3hoursobservation post-dose.Thereafter, the patient will self-administerat homeonweekly basis. Patients will

beprovidedwith sufficient dosesofbelimumab/belimumab-placebotocover the timebetween scheduledvisits.
4. The2ndand4thdoseofbelimumabshouldnotbegivenonthe samedayasrituximab. Administration ofeachdrugmustremainwithin the defined timewindow(belimumab: Day8and22+/-1day; rituximab: Day8and22+/-3days).

OnDaysofRituximabinfusion,pre-medicationwill beadministered30minutesprior to infusion.Observation is required for1hourpostdose.
5. Pleasenote: recordingof all adverseeventsmuststart fromthepointof informedconsent regardlessofwhether aparticipant hasyet received amedicinalproduct.
6. AtWeeks 32,40,48,whennovisit is scheduled, sitemusttelephone the participants to checkforAE/SAE (includingsuicidalideation) and ifneededarrangeanunscheduledvisit.
7. AAV-PROshouldbecompletedprior to other clinical assessments.
8. Homeurinepregnancy testonweeks32,40and48,with telephone follow-up.Pregnancy testing isonlymandated forWOCBP upuntil16weekspost lastMP dose.
9. Routinebloods includeFBC(incl. WCCwithdifferential), urea, creatinine, eGFR, sodium,potassium,bilirubin,ALT(or AST),ALP,CRP,ESR,glucose, immunoglobulins.


