Progress Report: Sri Lanka Clinical Trials Registry

SLCTR registration number: SLCTR/2015/001
Scientific title of trial:
A randomized, controlled double-blind study comparing the efficacy and safety of voclosporin

(23.7 mg BID, or 39.5 mg BID) with placebo in achieving remission in patients with active lupus
nephritis.

Date of commencement (enrolment of first participant): First patient was screened on 10 Feb 2015
and randomized on 23 of Feb 2015
Progression: 6 months [] | year x 2years 0 3 years O

At completion [

|. Baseline data

Date of commencement:
®  First patient was screened on 10 Feb 2015 and randomized on 23~ of Feb 2015 in 5ri Lanka.

Any changes to the trial design/ methodology/ protocol after commencement:
® Yes and was notified via the protocol amendment report dated 25 Sep 2015

Any changes to trial outcomes after commencement:
s« Mo

2. Current status

Recruitment status:
¢ The recruitment for the study was completed on 18 Jan 2016

Mumber assessed for eligibility:
s 26 Padents ( 5ri Lanka )

Mumber recruited and randomized:
¢ |4 Randomized ( 5ri Lanka )

Mumber allocated to each intervention/arm:
e« Blinded

Losses/exclusions after randomization:
* |2 patient screen failed, discontinued-1 and early terminated — 2 ( Sri Lanka )



3. Trial output

u i if available):

In the AURA-LV study, at the 24 weeks primary endpoint, voclosporin has demonstrated a
substantial improvement over currently accepted standard of care for LN as evidenced by
both UPCR and 24-hour urine results. A higher rate of renal response was achieved in both
voclosporin treatment groups when compared with placebo and this achieved statistical
significance for the voclosporin low-dose (23.7 mg BID) group (p = 0.045). Both voclosporin
groups demonstrated a statistically significant benefit over placebo in the achievement of
partial remission. In general, secondary endpoints, including time to complete and partial
remission, reduction in UPCR and analysis of other pre-defined populations (per-protocol
(PP) set and modified intent-to-treat (miTT)) showed consistent benefit favoring voclosporin
although not all achieved statistical significance. Additionally, statistically significant
improvements for both voclosporin groups were seen in Safety of Estrogens in Lupus
Erythematosus National Assessment (SELEMNA) - Systemic Lupus Erythematosus Disease
Activity Index (SLEDAI) scores, an indicator of general (renal and non-renal) systemic lupus
erythematosus (SLE) activity. No unexpected safety signals were noted and the drug was
shown to be well tolerated.

American Society of Nephrology (ASN) Abstract submitted 7% September 2016 (pending acceptance):

“AURA-LY: Successful treatment of active lupus nephritis with Voclosporin”. William Franklin
Pendergraft*, James A. Tumlin, Brad H. Rovin, Mary Anne Dooley, David R.WY. Jayne, David Wofsy,
Frederic A. Houssiau, David lsenberg, Tak mao Chan, Meil Solomons and Robert B. Huizinga.
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