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Forward Looking Statements

Certainof the statementsmadein this presentationmay constitute forward-looking information within the meaningof applicableCanadiansecuritieslaw and forward-
lookingstatementswithin the meaningof applicableU.S. securitieslaw. Theseforward-lookingstatementsor information include,but are not limited to statementsor
information with respectto the projectedworth of the lupusnephritis (LN)market, that voclosporinis potentially a best-in-classcalcineurin-inhibitor (CNI)with robust
intellectual property exclusivityand the likelihood of data exclusivityin major markets,the expectationthat voclosporinwill be the only CNIwith a label for LN, the
expectedprogressof the AURORAstudy; the anticipatedcommercialpotential of voclosporinfor the treatment of LN,FSGS,andDryEye; andanticipatedinteractionswith
the USFoodandDrugAdministration,includingpotential datesfor submissionandapprovalof marketingapplications,andproduct label; statementsor information with
respectto VoclosporinOphthalmicSolution(VOS)andthe dataasit relatesto the completion,resultsand interpretationsof the PhaseII exploratorystudy,andefficacy,
safetyand tolerability findingsof that study; Auriniahavingsufficient financialresourcesto fund any further VOSstudiesor programs; the potential designor potential
outcomesof suchfurther studies,the projectedor potential worth of the DryEyeSyndrome(DES)market; the potential marketpositionof VOS,includingasit relatesto
its potential currentandfuture competitors; the anticipatedcommercialpotential of VOSfor the treatment of DryEyeandthe costsassociatedwith that; the potential for
and anticipatedinteractionswith the USFoodand DrugAdministration,includingpotential plansfor continuedstudies,includingphaseIII studies,dates for meetings,
submissionsandpotentialapprovalof marketingapplications,andproduct label.

Whenusedin thesemarketingmaterials,the wordsάŀƴǘƛŎƛǇŀǘŜέΣάǿƛƭƭέΣάōŜƭƛŜǾŜέΣάŜǎǘƛƳŀǘŜέΣάŜȄǇŜŎǘέΣάƛƴǘŜƴŘέΣάǘŀǊƎŜǘέΣάǇƭŀƴέΣάƎƻŀƭǎέΣάƻōƧŜŎǘƛǾŜǎέΣάƳŀȅέandother
similarwordsandexpressions,identify forward-lookingstatementsor information.

We havemadenumerousassumptionsabout the forward-lookingstatementsand information containedherein, includingamongother things,assumptionsabout: the
marketvaluefor the LNprogram; that anothercompanywill not createa substantialcompetitiveproduct for!ǳǊƛƴƛŀΩǎLNbusinesswithout violating!ǳǊƛƴƛŀΩǎintellectual
property rights; and the sizeof the LNmarket. Eventhough the managementof Auriniabelievesthat the assumptionsmadeand the expectationsrepresentedby such
statementsor informationarereasonable,there canbe no assurancethat the forward-lookinginformationwill proveto be accurate.

Forward-lookinginformation by their natureare basedon assumptionsandinvolveknownandunknownrisks,uncertaintiesandother factorswhichmaycausethe actual
results,performanceor achievementsof Auriniato be materiallydifferent from any future results,performanceor achievementsexpressedor implied by suchforward-
lookinginformation. Shouldone or more of theserisksanduncertaintiesmaterialize,or shouldunderlyingassumptionsprove incorrect,actualresultsmayvarymaterially
from thosedescribedin forward-lookingstatementsor information. Suchrisks,uncertaintiesandother factorsinclude,amongothers,the following: the market for the LN
businessmaynot be asestimated; andcompetitorsmayarisewith similarproducts.

Althoughwe haveattempted to identify factorsthat would causeactualactions,eventsor resultsto differ materiallyfrom thosedescribedin forward-lookingstatements
andinformation,there maybe other factorsthat causeactualresults,performances,achievementsor eventsto not be asanticipated,estimatedor intended. Alsomanyof
the factorsarebeyondour control. Therecanbe no assurancethat forward-lookingstatementsor informationwill proveto be accurate,asactualresultsandfuture events
coulddiffer materiallyfrom thoseanticipatedin suchstatements. Accordinglyyoushouldnot placeunduerelianceon forward-lookingstatementsor information.

Exceptas required by law, Aurinia will not update forward-looking information. All forward-looking information contained in this presentation is qualified by this
cautionarystatement. Additional information related to Aurinia, includinga detailed list of the risksand uncertaintiesaffectingAuriniaand its businesscanbe found in
!ǳǊƛƴƛŀΩǎmost recent Annual Information Form availableby accessingthe CanadianSecurities!ŘƳƛƴƛǎǘǊŀǘƻǊǎΩSystemfor ElectronicDocumentAnalysisand Retrieval
(SEDAR)website at www.sedar.com or the U.S. Securitiesand Exchange/ƻƳƳƛǎǎƛƻƴΩǎElectronicDocument Gatheringand Retrieval System(EDGAR)website at
www.sec.gov/edgar.

http://www.sedar.com/
http://www.sec.gov/edgar
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Company Highlights 

Late-stage clinical 
biopharma company 

focused on the 
global nephrology 
and autoimmunity 

markets

Seasoned 
management team 

which led the 
development of 
CellCept®, the 

standard of care in 
the treatment

of lupus nephritis (LN)

Highly differentiated, 
next-generation CNI 

w/fast-track 
designation, strong IP, 

and potential
to be used in multiple 

indications

Lead Program is in 
Phase 3 for treatment 

of LN w/significant 
Phase 2 data

Additional indications 
in Phase 2

2 31
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wŜŀŎƘƛƴƎ tŜƻǇƭŜ ϧ /ƘŀƴƎƛƴƎ [ƛǾŜǎϰ 

Our mission is to develop & deliver treatments to people living w/debilitating diseases

Product & Indication
Development Stage

Phase 1 Phase 2 Phase 3 Market

Voclosporin
Lupus Nephritis (LN)

Voclosporin
Focal Segmental 

Glomerulosclerosis (FSGS)

VOS
(Voclosporin ophthalmic solution)

Dry Eye Syndrome (DES)*

*also known as dry eye disease (DED) andkeratoconjunctivitissicca (KCS)
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SLE& LN Overview & Symptomatology

1. The MarketScan® Research Databases, Truven Health Analytics 
2. NIDDK, Lupus Nephritis. 
3. Update on Lupus Nephritis, Almaani et al. JASNMay 2017,12(5)825-835

CENTRAL NERVOUS SYSTEM

Headaches, dizziness, memory 
disturbances, vision problems, 

seizures, stroke, or 
changes in behavior

LUNGS

Pleuritis, 
inflammation, 
or pneumonia

BLOOD

Anemia, decreased 
white cells, increased 

risk of blood clots

HEART

Chest pains, 
heart murmurs

KIDNEYS

Inflammation

Systemic Lupus Erythematosus (SLE) is a chronic, 
complex and often disabling autoimmune disorder

Affects over ~445K people in the US (mostly women)1

Highly heterogeneous, affecting range
of organ & tissue systems1

LN is an inflammation of the kidneys caused by
SLE & represents a serious progression of SLE

Up to 50% of SLE patients develop LN2

Straightforward disease outcomes: 
an early response, which can be assessed by measuring 

proteinuria correlates w/long-term outcomes

Debilitating and costly, often leading to 
ESRD, dialysis, renal transplant, and death2

As many as 30% of LN patients will progress to ESRD3

Leakage of blood proteins into the urine 
(proteinuria) is clinical sign of LN2

NO FDA OR EMA APPROVED LN THERAPIES

WIDESPREAD

Fatigue, fever, joint 
pain, muscle aches, 

photosensitivity, rashes, 
hair loss, anxiety & 

depression

!

http://truvenhealth.com/your-healthcare-focus/analytic-research/marketscan-research-databases
https://www.niddk.nih.gov/health-information/kidney-disease/lupus-nephritis
https://cjasn.asnjournals.org/content/12/5/825
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The Severity of Lupus Nephritis

SLE patients w/renal damage & ESRD have 14-fold & >60-fold increased risk of premature 
death, respectively1

1. Mok et al,Arthritis Rheum 2013

All SLE patients 

SLE patients w/o renal disease 

SLEw/renal disease 

SLEw/renal damage

SLEw/CKD stage 3 & 4

SLEw/ ESRD

SLEw/renal disease (no renal biopsy)

Proliferative LN

Pure membranous LN

Proliferative LN w/renal damage

Proliferative or membranous LN w/renal damage

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70

SMR

Standardized Mortality Ratio
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Getting Disease into Remission Quickly Is Key

1. Chen et al. ClinJ. Am SocNeph. 2008: Response = 50% reduction in proteinuria Remission = Proteinuria <.33g/24hrs

Destructive Cycle of LN Outcomes Based on Response1

92%

43%

13%

8%

57%

87%
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Not on Dialysis @ 10 years On Dialysis at 10 years

IVC or MMFw/high-
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FLARE REMISSION
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VoclosporinτPotential to Address LN Critical Need

LN Critical Need Voclosporin
(based on AURA-LV Phase 2 study, 48-week results)

Control of Active Disease

Rapid Disease Control

Reduced Steroid Burden

Convenient Treatment Regimen
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Voclosporin(VCS)τOverview

1. Aurinia Data on file
2. BusqueS, et al. Am J Transplant. 2011;11(12):2675-2684 & AURA LV Data
3. AURA-LV Data on file

Calcineurin inhibitors (CNIs) have 
demonstrated efficacy for a number 
of conditions, including transplant 

patients, lupus nephritis (LN) patients, 
keratoconjunctivitis sicca (dry eye) & other 
autoimmune diseases; however side effects 

exist which can limit their long-term use.

Predictable concentration effect
and tight PK/PD relationshipτno 
therapeutic drug monitoring1,3

Better glucose profile (reduced
diabetes risk) versus tacrolimus2

Increased potency and improved 
lipid profile vs CsA1

Voclosporinis a novel CNI that 
may offer a number of advantages 

over the legacy CNI options
(cyclosporine A {CsA} and tacrolimus)
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Inhibition of calcineurin 
reduced cytokine activation of 
t-cells

Potential disease-modifying 
podocyte stabilization, which 
protects against proteinuria

1

VCS in Renal Disease: Two Separate Mechanisms of Action

APC=Antigen-presenting cell; INF=Interferon; IL=Interleukin; LN=Lupus nephritis; NFAT=Nuclear factor of activated T cells; TNF=Tumor necrosis factor

voclosporin
Actin

cytoskeleton

Dephosphorylation of 
synaptopodinby 
calcineurin leads to 
synaptopodinrelease from 
actin filaments which leads 
to actin degradation

Glomerular basement membrane

Cytoplasm
T cell 

receptor

APC

Nucleus

IL-2
INF-gamma
TNF-alpha

Cell-
mediated
immune
response

voclosporin

Tissue 
damage

Calcineurin

2



11

ÅUPCR at Week 8 is highly predictive of renal 
response at Weeks 24 and 48

ÅRenal function remained stable, inflammatory 
markers continue to normalize; and no unexpected
safety signals

ÅStatistically significant higher CR, PR, time to CR/PR, 
UPCR reduction & SELENA-SLEDAI at Weeks 24 & 48; 
Achieved highest remission rates of any global LN 
study at 48 weeks (49.4%, p<.001)

ÅThe overall safety profile was consistent with the 
expectations for the class of drug, the patient 
population, and concomitant therapies

VoclosporinLN Clinical Program

CR=Complete remission; PR=Partial remission; Safety of Estrogens in Lupus Erythematosus National Assessment ; (SELENA)-Systemic Lupus Erythematosus Disease Activity 
Index; (SLEDAI); UPCR=Urine protein creatinine ratio; VCS=Voclosporin

Completed Trials
AURA-LV (AURA) (Phase 2) AURION(Phase 2 Proof of Concept)

Å2-year blinded extension study to
collect long-term data of voclosporin in LN 

ÅNot required for regulatory approval

Ongoing
AURORA (Phase 3) AURORA 2 (Extension Study)

ÅDouble-blind placebo controlled study to show if VCS 
w/background MMF/CellCept® can increase speed of 
and overall remission rates in presence of low steroids

ÅPrimary endpoint: Renal response (or CR) at 52 weeks



12

AURA Study Design: Phase 2

Study was designed to evaluate whether voclosporin in combination w/background MMF/CellCept® 
can increase speed of & overall remission rates in the presence of low steroids

VOCLOSPORIN 23.7 mg bid VOCLOSPORIN 23.7 mg bid

MMF 2 g + oral corticosteroids

VOCLOSPORIN 39.5 mg bid VOCLOSPORIN 39.5 mg bid

MMF 2 g + oral corticosteroids

PLACEBO PLACEBO

MMF 2 g + oral corticosteroids

Secondary
endpoint
48 weeks

Primary endpoint
24 weeks

1:1

Randomization

N=265

Primary endpoint: Complete Remission (or renal response) at 24 weeks

Rapid steroid taper
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AURA: Key Inclusion Criteria & Outcome Measures

Indicative of 
highly active 

disease

Key Inclusion Criteria

Diagnosis of
SLE according 
to ACR criteria 

Biopsy proven LN [Class III, IV 
or Class V (alone or in 

combination w/Class III or IV)] 

Proteinuria  
җмΦр ƳƎκƳƎ
hw  җн ƳƎκƳƎϝ

Primary Outcome Measures

CR is defined as: Urinary 
ǇǊƻǘŜƛƴ ŎǊŜŀǘƛƴƛƴŜ Ǌŀǘƛƻ ƻŦ ҖлΦр ƳƎκƳƎ

ŜDCw җсл Ƴ[κƳƛƴκмΦтоƳ2 or no confirmed
ŘŜŎǊŜŀǎŜ ŦǊƻƳ ōŀǎŜƭƛƴŜ ƛƴ ŜDCw ƻŦ җнл҈

The proportion of subjects achieving complete remission (CR) at 24 weeks

Key Secondary Outcomes

CR at 48 weeks, Partial Remission, Time to Remission, Time to Partial 
Remission, Durability of remission, & SLEDAI at 24 & 48 weeks

+
Presence of sustained, low dose steroids
όҖмлƳƎ ǇǊŜŘƴƛǎƻƴŜ ŦǊƻƳ ²ŜŜƪ мс-24)

No administration of rescue medications

ϝҗн ƳƎκƳƎ ǊŜŦŜǊǎ ǘƻ /ƭŀǎǎ ± ǇŀǘƛŜƴǘǎ
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AURA: Renal Response (Remission) Rates at Weeks 24 & 48

First global trial in active LN to meet its primary endpoint; highest CR rates of any global study 
in active LN

*Phase 3 dose is 23.7mg BID

Complete
Remission 

(CR)

23.7mg VCS BID 33%
2.03 

(1.01, 4.05)
p=.045 49%

3.21 
(1.68, 6.13)

p<.001

39.5mg VCS BID 27%
1.59 

(0.78, 3.27)
p=.204 40%

2.10 
(1.09, 4.02)

p=.026

Control 19% NA NA 24% NA NA

Endpoint Treatment* 24 weeks
Odds ratio

(95% CI)
P-value 48 weeks

Odds Ratio
(95% CI)

P-value

Partial 
Renal 

Response/
50% 

reduction
in UPCR 

(PR)

23.7mg VCS BID 70%
2.33 

(1.68, 6.13)
p=.007 68%

2.34 
(1.27, 4.33)

p=.007

39.5mg VCS BID 66%
2.03 

(1.10, 3.76)
p=.024 72%

2.68 
(1.43, 5.02)

p=.002

Control 49% NA NA 48% NA NA
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AURA: Reduction in UPCR& Anti-dsDNA (Mean) Over Time

VCS 23.7mg BID* demonstrates statistically significant reduction in UPCR & Anti-dsDNA vs 
patients in the control group at 24 & 48 weeks; UPCR also remains stable after tx stopped
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*Data only shown for Phase 3 dose (23.7mg BID)
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Mean Change from 
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AURA: Mean Reduction in Baseline SELENA-SLEDAI* Score

VCS 23.7mg BID** showed statistically significant mean reduction of baseline SELENA-SLEDAI 
score vs subjects in the control group at weeks 24 and 48

*Safety of Estrogens in Lupus Erythematosus National Assessment (SELENA)
Systemic Lupus Erythematosus Disease Activity Index (SLEDAI)

p<.001

Baseline

Control voclosporin 23.7mg BID

p=.003

**Data only shown for Phase 3 dose (23.7mg BID)
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AURA Pre-Specified Analysis: Renal Function eGFR over time

Renal function remains stable throughout treatment period (no statistically significant 
difference); eGFR returns to baseline after 48 weeks

Note: Per DSMB, this chart shows raw eGFR values corrected so that values >90mL/min/1.73 m2 were rounded to 90mL/min/1.73 m2 (i.e., corrected eGFR). Source: Figure 14.2.6PH.
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*Data only shown for Phase 3 dose (23.7mg BID)
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Systolic BP (Mean) Over Time

Diastolic BP (Mean) Over Time

AURA: Blood Pressure (BP) over 48 Weeks

No statistically significant difference in blood pressure over the 48-week treatment period
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AURA: Summary of Adverse Events

The overall safety profile & incidence of serious adverse events was consistent w/the 
expectations for the class of drug, the patient population, & concomitant therapies

Note:  data shown is for treatment-emergent adverse events (i.e., AEs post randomization).
1. Data during study treatment period only; does not include the three placebo-randomized subjects that died post-study completion
2. Data includes three placebo-randomized subjects that died post-study completion.
3. For Any AE leading to Study Drug Discontinuation (excluding deaths) denominators are N=87 for control arm and N=79 for VCS 23.7 mg BID arm

Adverse Event (AE) Summary
Control

N = 88 | n (%)
VCS23.7mg BID

N = 89 | n  (%)

AnyAE1 78 (88.6) 82 (92.1)

Any Serious AE (SAE)1 17 (19.3) 25 (28.1)

Any AE w/Outcome of death2 4 (4.5) 10 (11.2)

Any Treatment-Related AE w/Outcome of death 0 (0.0) 0 (0.0)

Any Treatment-RelatedAE 15 (17.0) 45 (50.6)

Any Serious Treatment-Related AE 1 (1.1) 4 (4.5)

Any AE Leading to Study Drug Discontinuation 9 (10.2) 16 (18.0)

Any AE Leading to Study Drug Discontinuation (excluding deaths)3 8 (9.2) 11 (12.4) 

*Data only shown for Phase 3 dose (23.7mg BID)
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AURA: Results Summary

First therapeutic agent to meet the primary endpoint in a global clinical trial for active LN; trial also 
met key secondary endpoints at 24 & 48 weeks  Full results published in Kidney International, the 
official journal of the International Society of Nephrology

1. Rovin, B et al. Kidney International, 
2.Furie R. et al., Arthritis and Rheumatology, Vol. 66, No 2, February 2014
3 Appel GB, et al. J Am SocNephrol. 2009;20(5):1103-1112 ςAsprevaLupus Management Study (Induction)
4.Mysler, E. et al., Arthritis and Rheumatism, Vol. 65, No 9, September 2013, 2368-2379

Voclosporin23.7mg BID (vs control) demonstrated a statistically significant:

Å Higher CR at weeks 24 (p=.045) and 48 (p<.001)

Å Higher PR (50% reduction in UPCR over baseline)at weeks 24 (p=.007) and 48 (p=.007)

Å Faster time to CR ό¦t/w Җ лΦрƳƎκƳƎύ (p=.002) andPR(p=.001)

Å Reduction in UPCRat weeks 24 (p<.01) and 48 (p<.001)

Å Reduction in SLEDAI at weeks 24 (p=.003) and 48 (p<.001)

Safety

Å Across indications more than 2400 patients have been treated w/VCS. No new safety 
signals attributed to VCS were observed in AURA LV;

Å The overall safety profile & incidence of serious adverse events was consistent with the 
expectations for the class of drug, the patient population, & concomitant therapies;

Å 13 deaths were reported; all but two deaths occurred in the low-GDP subgroup; the DSMB concluded 
that the higher incidence of deaths in the low-dose VCS group was attributable to factors 
predisposing subjects to fatal outcomes in the study & local imbalances in randomization

Efficacy

https://www.kidney-international.org/article/S0085-2538(18)30628-8/fulltext?rss=yes
https://www.kidney-international.org/article/S0085-2538(18)30628-8/fulltext?rss=yes
https://www.kidney-international.org/article/S0085-2538(18)30628-8/fulltext?rss=yes
https://onlinelibrary.wiley.com/doi/full/10.1002/art.38037
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AURORA Phase 3 Study Design Mimics AURA Phase 2

Global, double-blind, placebo controlled study to evaluate whether voclosporinin combination 
w/background MMF/CellCept® can increase speed of & overall remission rates in the presence 
of low steroids; Target enrollment of 324 patients was surpassed due to high patient demand with 
358 subjects randomized

VOCLOSPORIN 23.7 mg bid VOCLOSPORIN 23.7 mg bid

MMF 2 g + oral corticosteroids

PLACEBO PLACEBO

MMF 2 g + oral corticosteroids

Primary
endpoint
52 weeks

Secondary endpoint
24 weeks

1:1

Randomization

N=358

Primary endpoint: Renal Response (or CR) at 52 weeks ςdata expected YE 2019

Rapid steroid taper
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AURORA Key Inclusion Criteria & Primary Endpoint

The AURA Phase 2 & the AURORA Phase 3 study have nearly identical inclusion criteria & 
similar primary endpoint

ϝҗн ƳƎκƳƎ ǊŜŦŜǊǎ ǘƻ /ƭŀǎǎ ± ǇŀǘƛŜƴǘǎΤ ^Biopsy results over 6 months prior to screening must be reviewed 
with a medical monitor to confirm eligibility. ºprimary endpoint is a composite 

Inclusion Criteria Primary Endpointº

Renal Response at Week 52

Urinary

+ +
24 months^

confirming
ŜDCw җсл Ƴ[κƳƛƴκмΦтоƳ2 or no confirmed
ŘŜŎǊŜŀǎŜ ŦǊƻƳ ōŀǎŜƭƛƴŜ ƛƴ ŜDCw ƻŦ җнл҈

+ +

+ +




