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Certain statements made in this slide presentation may constitute forward-looking information within the

meaning of applicable Canadian securities law and forward-looking statements within the meaning of

applicable United States securities law. These forward-looking statements or information include but are not

limited to statements or information with respect to: completing NDA priority review submissions in a

successful and timely manner including the anticipated NDA filing during the second quarter of 2020; the

potential for commercial launch of voclosporin for use in LN in 2021; voclosporin being potentially a best-in-

class CNI with robust intellectual property exclusivity and protection; Aurinia’s anticipation that upon

regulatory approval, patent protection for voclosporin composition of matter will be extended in the United

States and certain other major markets, including Europe and Japan, until at least October 2027 under the

Hatch-Waxman Act and comparable laws in other countries and until April 2028 with anticipated pediatric

extension; a U.S. patent has also been issued covering the voclosporin dosing protocol with a term extending

to December 2037, if the FDA adequately incorporates the dosing protocol used in both the AURA and the

AURORA studies into the product label; that the results of the AURORA clinical study are pivotal; that

voclosporin may be positioned to become the standard of care for people living with LN; that Aurinia will

present AURORA study results at a future scientific conference during 2020. It is possible that such results or

conclusions may change based on further analyses of these data.

Words such as “anticipate,” “will,” “believe,” “estimate,” “expect,” “intend,” “target," “plan," “goals,"

“objectives," “may” and other similar words and expressions, identify forward-looking statements. We have

made numerous assumptions about the forward-looking statements and information contained herein,

including among other things, assumptions about: the market value for the LN, DES and FSGS programs;

that another company will not create a substantial competitive product for Aurinia’s LN, DES and FSGS

business without violating Aurinia’s intellectual property rights; the burn rate of Aurinia’s cash for operations;

the costs and expenses associated with Aurinia’s clinical trials; the planned studies achieving positive results;

Aurinia being able to extend and protect its patents for LN, DES, and FSGS on terms acceptable to Aurinia;

and the size of the LN, DES or FSGS markets; Aurinia will be able to obtain all necessary regulatory

approvals for commercialization of voclosporin for use in LN on terms that are acceptable to it and that are

commercially viable; and that Aurinia’s intellectual property rights are valid and do not infringe the intellectual

property rights of other parties. Even though the management of Aurinia believes that the assumptions made,

and the expectations represented by such statements or information are reasonable, there can be no

assurance that the forward-looking information will prove to be accurate.

Forward-looking information by their nature are based on assumptions and involve known and unknown

risks, uncertainties and other factors which may cause the actual results, performance or achievements of

Aurinia to be materially different from any future results, performance or achievements expressed or implied

by such forward-looking information. Should one or more of these risks and uncertainties materialize, or

should underlying assumptions prove incorrect, actual results may vary materially from those described in

forward-looking statements or information. Such risks, uncertainties and other factors include, among others,

the following: difficulties, delays, or failures we may experience in the conduct of our clinical trial; difficulties

we may experience in completing the development and commercialization of voclosporin; the market for the

LN, DES and FSGS business may not be as estimated; Aurinia may have to pay unanticipated expenses;

estimated costs for clinical trials may be underestimated, resulting in Aurinia having to make additional

expenditures to achieve its current goals; Aurinia not being able to extend or fully protect its patent portfolio

for voclosporin; competitors may arise with similar products; Aurinia may not be able to obtain necessary

regulatory approvals for commercialization of voclosporin in a timely fashion, or at all; and Aurinia may not be

able to obtain sufficient supply to meet commercial demand for voclosporin in a timely fashion. Although we

have attempted to identify factors that would cause actual actions, events or results to differ materially from

those described in forward-looking statements and information, there may be other factors that cause actual

results, performances, achievements or events to not be as anticipated, estimated or intended. Also, many of

the factors are beyond our control. There can be no assurance that forward-looking statements or information

will prove to be accurate, as actual results and future events could differ materially from those anticipated in

such statements. Accordingly, you should not place undue reliance on forward-looking statements or

information.

Except as required by law, Aurinia will not update forward-looking information. All forward-looking information

contained in this press release is qualified by this cautionary statement. Additional information related to

Aurinia, including a detailed list of the risks and uncertainties affecting Aurinia and its business can be found

in Aurinia’s most recent Annual Information Form available by accessing the Canadian Securities

Administrators’ System for Electronic Document Analysis and Retrieval (SEDAR) website at www.sedar.com

or the U.S. Securities and Exchange Commission’s Electronic Document Gathering and Retrieval System

(EDGAR) website at www.sec.gov/edgar.
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Aurinia is Positioned for Success

Voclosporin: Aimed to be 1st FDA-approved 
treatment for lupus nephritis (LN)

• 2019 clinical/regulatory accomplishments:

- Presented positive topline Phase 3 
AURORA study data

- Completed DDI study data which support 
voclosporin as potential best in class CNI

• First LN treatment to receive FDA Fast Track 
Designation 

• NDA submission completed ahead of 
schedule May 2020

• Preparing for potential AdCom, approval, 
followed by 1H2021 commercial launch

Foundation for corporate growth

• Experienced leadership and commercial team

- Led the successful development of CellCept
(MMF) – current SoC for LN

- Extensive commercial launch history

• Robust IP with potential for protection through 
2037

• Cash and equivalents of $286M at 3/31/20

- Runway projected through 2021
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SLE & LN Overview and Symptomatology

1. The MarketScan® Research Databases, Truven Health Analytics 

2. NIDDK, Lupus Nephritis. 

3. Almaani et al. (May 2017). Update on Lupus Nephritis. JASN, 12(5), 825-823.

CNS Lungs

Blood

Heart

Kidneys Widespread

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

• Affects over ~445K people in the U.S. (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

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

• Straightforward disease outcomes: an early response, which can be 

assessed by measuring proteinuria correlates w/ long-term outcomes

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

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

No FDA or EMA Approved LN Therapies

Headaches, dizziness, 

memory disturbances, 

vision problems, 

seizures, stroke, 

changes in behavior

Pleuritis, 

inflammation, 

pneumonia

Anemia, decreased 

white cells, increased 

risk of blood clots

Chest pains, 

heart murmurs

Inflammation Fatigue, fever, joint 

pain, muscle aches, 

photosensitivity, rashes, 

hair loss, anxiety & 

depression
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http://truvenhealth.com/your-healthcare-focus/analytic-research/marketscan-research-databases
https://www.niddk.nih.gov/health-information/kidney-disease/lupus-nephritis
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Voclosporin: Novel and Potentially Best-in-Class CNI 

1. Aurinia data on file
2. Busque, S. et al. (2011). Am J Transplant, 11(12), 2672-2684 & AURA LV data
3. AURA-LV data on file

Voclosporin is a novel CNI that may offer a 

number of advantages over the legacy CNI 

options (cyclosporine A {CsA} and tacrolimus)

Predictable concentration effect and 

tight PK/PD relationship—no 

therapeutic drug monitoring1,3

Better glucose profile (reduced diabetes 

risk) versus tacrolimus2

Increased potency and improved 

lipid profile vs CsA1

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.
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Measure Result (Days) p-value

Median Time (50%) to UPCR < 0.5 mg/mg
VOCLOSPORIN:169

SOC+PBO: 372
< 0.001

Median Time (25%) to UPCR < 0.5 mg/mg
VOCLOSPORIN: 84

SOC+PBO: 127
< 0.001
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+ censored observation

Logrank p < 0.0001

AURORA Secondary Endpoint: Time to UPCR ≤ 0.5 mg/mg

• Voclosporin-treated patients 
achieved significantly higher CR and 
PR rates than SOC (CR OR 2.65x > 
SOC)

• Voclosporin reduced UPCR by 50% in 
29 days, versus 63 days with SOC

• Efficacy achieved with low-dose 
corticosteroids (≤2.5 mg/day)

• Safety profile similar to SOC

• No therapeutic monitoring, as is 
required with all other CNIs

Voclosporin Reduces Proteinuria Twice as Rapidly as the SOC

Confidential – Internal Use Only



Voclosporin Ophthalmic Solution (VOS) Presents Unique Opportunity 
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Studies completed in rabbit & dog 

models; licensing deal with Merck 

Animal Health for animal use

Phase 1b study completed; 

Phase 2a completed;

Phase 2/3 ongoing

IP to ~2031

VOS is a unique, patented, aqueous, 

preservative-free, nanomicellar solution

Calcineurin inhibition is a validated mechanism 

for the treatment of ocular surface disease; 

however, there is opportunity for improvement 

in the effectiveness, tolerability, onset of action, 

and reduced dosing frequency



VOS Shows Broad Activity Across Dry Eye Signs and Symptoms

Statistically Significant Improvement in SIGNS (vs. Restasis®)

Schirmer Tear Test (STT)

≥10mm Improvement in STT

Fluorescein Corneal Staining (FCS)

Statistically Significant Improvement (p<.001) in SYMPTOMS (vs. baseline)

Symptom Severity (VAS) 

Eye Dryness

Burning/Stinging

Eye Pain

Foreign Body Sensation

Itching

Photophobia
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Aurinia is Positioned for Success
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Validated asset, experienced team and bold strategy to commercialize voclosporin in 2021

Voclosporin is 
positioned to become 
the first FDA-approved 
treatment for LN

Strong IP with 
potential for 
protection 
through 2037

Preparing for 
commercial launch

Anticipate 
approval 1Q21 
followed by 
launch for LN

Clinical Development
DES - AUDREY 
Phase 2/3 
ongoing

2020 & 2021 Key Goals

✓ 1Q2020 Pre-NDA meeting

✓ 2Q2020 AURORA study data presentation

✓ 2Q2020 NDA submission

• Continue to build U.S. operations

• 2H2020 NDA filing accepted for review

• 4Q2020 VOS DES Phase 2/3 results

• 2021 Commercial launch for LN


