
Veloxis  I October 2018
1

A Rare Opportunity 

in the Hospital.

ENV-18 -104.0



Veloxis  I October 2018

Forward Looking Statements
Certain information in this presentation may constitute “forward-looking information” within the meaning of applicable securities legislation. All information contained in

this presentation, other than statements of current and historical fact, is forward-looking information. Forward-looking information includes information that relates to,

among other things, objectives, strategies and intentions, and future financial and operating performance and prospects. Generally, forward-looking information can be

identified by use of words such as “may”, “will”, “expect”, “believe”, “plan”, “would”, “could” and other similar terminology. All of the forward-looking information in this

presentation is qualified by this cautionary statement. Forward-looking information includes, but is not limited to, the discussion of Veloxis’s business and operating

initiatives; its expectations of future performance for its various business units and its consolidated financial results; and its expectations with respect to cash flows and

its level of liquidity.

Forward-looking information is not, and cannot be, a guarantee of future results or events. Forward-looking information is based on, among other things, opinions,

assumptions, estimates and analyses that, while considered reasonable by Veloxis at the date the forward-looking information is provided, inherently are subject to

significant risks, uncertainties, contingencies and other factors that may cause actual results, performance or achievements, industry results or events to be materially

different from those expressed or implied by the forward-looking information. The material factors or assumptions that were identified and were applied by Veloxis in

drawing conclusions or making forecasts or projections set out in the forward-looking information include, but are not limited to: the successful execution of Veloxis’s

business strategies; consistent and stable economic conditions or conditions in the financial markets; consistent and stable legislation in the various countries in which

Veloxis operates; no disruptive changes in the technology environment; the opportunity to acquire accretive businesses; the successful integration of Veloxis’s

businesses; and the continued availability of qualified professionals.

Inherent in the forward-looking information are known and unknown risks, uncertainties and other factors that could cause Veloxis’s actual results, performance or

achievements, or industry results, to differ materially from any results, performance or achievements expressed or implied by such forward-looking information. Given

these risks, uncertainties and other factors, investors should not place undue reliance on forward-looking information as a prediction of actual results. The forward-

looking information contained herein is current as of the date of this presentation and, except as required under applicable law, Veloxis does not undertake to update or

revise it to reflect new events or circumstances. Additionally, Veloxis undertakes no obligation to comment on analyses, expectations or statements made by third

parties in respect of Veloxis, its financial or operating results, or its securities.

Veloxis may use certain non-IFRS measures (such as Adjusted EBITDA and Adjusted EPS) as indicators of financial performance from time to time. Readers are

cautioned that they are not defined performance measures under IFRS and may differ from similar computations as reported by other similar entities and, accordingly,

may not be comparable to financial measures as reported by those entities. We believe that these measures are useful supplemental measures that may assist

investors in assessing an investment in our shares and provide more insight into our performance.
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Company Product Market IP $

Specialized hospital-

based sales force

Commercial stage with 

efficient infrastructure 

enables 100% market 

coverage with 20 reps

ENVARSUS XR© once-

daily extended release 

tacrolimus formulation for 

transplantation  

Clinically differentiated PK 

achieves target exposure 

with a lower peak

Based on proprietary 

MeltDose™ drug delivery 

technology

Multiple factors driving 

growth in # of kidney 

transplants

Broad payer 

reimbursement

Strong rate of 

conversion from 

immediate release 

formulations

Broad intellectual 

property franchise

15 orange book listed 

patents with expiries 

through 2028

Orphan drug exclusivity 

through 2022 

1H 2018 product revenue 

+118% year-over-year

~$30M cash and 

equivalents at June 30

Veloxis at a Glance
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Broad Opportunities for Growth in the Hospital

Continue to capture share from existing, growing tacrolimus market

Potential label expansion to include de novo kidney transplant patients

Explore new transplant initiatives (Currently indicated for liver transplant in Europe)

Leverage MeltDose™ drug delivery technology to expand pipeline or pursue collaborations

Acquire additional assets to further leverage hospital-based commercial infrastructure

4
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Current Kidney Transplant Treatment Regimen
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Å Kidney transplant patients typically leave the hospital taking 12-15 

new medications, most of which are taken for life 

Å For >90% of patients, this complex medication regimen includes 

lifelong triple immunosuppression therapy consisting of:

o Tacrolimus

o Mycophenolate

o Corticosteroids

Å Tacrolimus is a narrow therapeutic index drug that, unlike other 

medications, requires lifelong monitoring of blood levels to ensure 

safe and efficacious use

Å Target Tacrolimus trough concentrations are patient-specific and 

dependent on many factors, including physician practices and 

institutional protocols 

Å Target Tacrolimus trough concentrations are gradually reduced after 

the period of highest risk has passed
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Unmet Needs in Immunosuppression for Organ Transplantation

Neurotoxicity

30-50% of patients experience severe side effects

6

Tacrolimus, a widely used maintenance immunosuppressive 

agent for organ transplant, has a narrow therapeutic index 

Achieving the appropriate balance between over and under 

immunosuppression is an important goal in transplantation.

Suboptimal compliance                                                                                           

50% of graft loss is currently tied to compliance. Ideal formulation 

would drive more accurate and timely dosing and reduce missed 

doses.

Better control of rapid metabolizers                                                             

Require 1.5x-2.0x higher doses to achieve the same trough levels

Å Run greater risk of under-immunosuppression Ą poor outcomes

Å 210,000 patients who have undergone kidney transplant and there 

are an additional ~20,000 new patients each year, of which 30% 

are rapid metabolizers of tacrolimus 

Solid Organ Transplants

Lung ~13,000

Heart ~31,000

Liver ~79,000

Kidney ~210,000
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PK Differentiation Versus Current Treatment Options

Tremblay S et al. Am J Transplant. 2017; 17: 432-442. Prograf is a registered trademark of Astellas Pharma, Inc.

Both Astagraf XL and Prograf exhibited similar PK profiles with higher peak concentration, 

shorter time to Tmax, and higher peak -trough ratio compared with ENVARSUS XR ®

High peak blood concentration of 

tacrolimus may be associated with 

side effects

ENVARSUS XR demonstrates an 

optimal pharmacokinetic profile 

compared with standard of care 

(Prograf®) or generic IR-TAC

ENVARSUS XR does not exhibit 

the high peak associated with 

Prograf
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1 in 3 Patients are Rapid Metabolizers of tacrolimus at High Risk of 

Rejection and Treatment Failure
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At risk of underimmunosuppression

01

02

03

Require higher tacrolimus doses to 

achieve therapeutic tacrolimus trough 

concentrations

30% of patients are rapid metabolizersCarriers of the CYP3A5*1 gene are 

“Rapid Metabolizers” of tacrolimus

Even in Rapid Metabolizers, 

ENVARSUS XR® delivers with lower 

peak concentrations
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MeltDose Technology

Å MeltDose technology enhances the oral bioavailability of poorly water-soluble drugs

Å Particle size reduction to single molecules is achieved by heating the active drug to 

create a “melt” solution

Å Smaller particle size enhances better absorption through increased surface area

Increases absorption by reducing particle size to a single molecule

MeltDose® Technology

Single Molecules

9

Conventional Drug

10 µm

Nanocrystal Technology

0.1-1 µm

24-Hour Scintiscan

Proof of Concept

MeltDose demonstrates dissolution

and absorption throughout the GI tract
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($000’s)
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ENVARSUS XR® Has Grown Rapidly Since December 2015 Launch
The Fastest Growing Product in the $2.2 Billion Tacrolimus Market ($1.4B Kidney Only)

$0.6M

$8.1M

$23.6M

$34.7M
$1.98B $2.04B

$2.2B

$1.7B

Last two product launches failed to exceed 1% share
Total market opportunity at ENVARSUS XR price:  ~$2.2B

Kidney transplants growing at an accelerated rate due to:

Improved organ allocation system (2015)

Increased number of deceased donors

Veloxis  I October 2018 10

Current Envarsus XR Market share is 3%

ENVARSUS XR® Gross Revenue ($000’s)Total Tacrolimus Market ($000’s)
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Targeted Specialty Sales Force
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Can achieve coverage of 100% of 

U.S. transplant centers with ~20 reps

Commercial & medical affairs team 

optimally deployed within the hospital 

Account-oriented operations to drive 

future growth

Unique expertise achieving favorable 

positions on hospital formularies and 

protocols

Reps average 10+ years in hospital, 

rare disease and transplant

Best-in class patient services

Ability to further leverage existing 

commercial infrastructure through 

incremental hospital-based 

products

Efficient sales 

organization 

Unique

expertise
Leverage existing commercial 

infrastructure
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Tier-1 Hospital with ENVARSUS XR® on Conversion Protocol
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Formulary

A predetermined list of medications that 

clinicians can prescribe to their patients. 

Usually only 1 or 2 drugs in a given therapeutic 

class are available to clinicians

Protocol

Comprehensive treatment guidelines unique to 

each institution.  Transplant protocols ensure 

that patients receive the best possible care and 

consistent, treatment regimen

Favorable hospital formulary and protocol positioning is key 

to ENVARSUS XR’s growth 
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Data utilized in this analysis do not capture the entire tacrolimus market (e.g. non-reporting pharmacies, other organs)
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Opportunity for ENVARSUS XR® to Move Toward Full Potential

Utilizing ENVARSUS XR ®

Off Formulary
(65 accounts)

On 

Formulary
(50 accounts)

On 

Protocol
(43 accounts)

2,521 ~55,000

1,547 ~59,000

1,001 ~74,000

Total:

5,069

Total:

~188,000

Current Envarsus

XR Patients

Remaining Annual 

Opportunity
FULL MARKET POTENTIAL
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46%

30%

4%

6%

5%

9%

Med D

Managed 

Medicaid

Assistance
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Current ENVARSUS XR® Payer Mix (Primary Coverage)

Medicare B

Commercial

Medicaid FFS

*Excluding Med B where there is 100% coverage of Envarsus XR

Payer Access* 

79% of patients have access to 

ENVARSUS XR®

J7503 Unique HCPCS J Code 

Q1 2018 ENVARSUS XR®

Prescription Approval Rates

New TRx 78%

Refill TRx 96%

As a Transplant Immunosuppressant for Patients with End Stage Renal Disease 

(ESRD), ENVARSUS XR® Benefits from Mandatory Medicare Coverage
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Tacrolimus
90%

Prograf
5%

Astagraf Xl
5%

2018 CONVERSION TO 
ENVARSUS XR® FROM OTHER 

TAC BRANDS

98.6%

98.1%

98.7%

99.1%

99.4%

98.3%

98.7%

98.8%

99.2%
99.3%

98.9%

99.0%

99.2%

99.1%

99.0%

99.4%

99.2%

98.9%

99.0%

97.0%

97.5%

98.0%

98.5%

99.0%

99.5%

Patient Retention

15

Patient Retention on ENVARSUS XR® is 99% with the Majority of 

Conversions to ENVARSUS XR® from Generic Tacrolimus
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De Novo Immunosuppression: A New Indication for ENVARSUS XR®

January 7, 2019:  PDUFA date for ENVARSUS XR® sNDA

Approval in de novo patients is key to accelerating long -term growth for ENVARSUS

March 7 

Submission for label 

expansion to include de 

novo immunosuppression

April 19 

Filing accepted for FDA review

Jan 7 –PDUFA date

sNDA contains several 

important improvements to 

the product label

Access to full de 

novo dataset 
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Potential Avenues For ENVARSUS XR® Growth
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TODAY 2028

Conversion Indication
Kidney

De novo 
Indication*

Kidney

Liver
Indication*

Other 
SOT

Indications

~20,000
new patients/ yr

~8,000
new patients/ yr

~210,000 patients

*Approved in EU. Not Approved in US.
.
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Major institutional 

shareholders: Lundbeck A/S, 

Novo A/S

Cash $30M at 

6/30/2018

Long-term debt (Athyrium) 

$60M at 6/30/2018

Accessible 

$250M NOLs

$ millions 1H 2018 FY 2017 FY 2016

US revenue $14.7 $17.6 $6.5

EU revenue 2.5 4.3 2.7

Upfront milestones (one-time revenue) - 8.3 -

RoW revenue - 0.6 -

Revenue $17.2 $30.2 $9.2

Gross profit 13.8 25.0 6.2

SG&A (18.3) (32.5) (34.3)

R&D (0.4) (0.9) (0.6)

Operating income $(4.9) $(8.4) $(28.8)

18

Financial Highlights
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Craig A. Collard

President & Chief Executive Officer

Ira Duarte

Chief Financial Officer

Ulf Meier-Kriesche, MD 

Chief Scientific Officer

Brett Fleshman

VP, Strategy & Corporate Development

Mark Hensley

VP, Head of Sales

Stacy Wheeler

VP, Operations

Cohesive commercially-oriented management team with significant overlapping pharma experience

19

Management Team with a Proven Track Record
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Key Takeaways

(1) Clearview/LEK source

Transplant
Commercial & 

Pipeline Assets

Continue to convert generic Tac 

to Envarsus XR®01

Obtain De Novo label expansion02

Leverage MeltDose drug 

delivery technology to develop 

new products or collaborations
04

Pursue additional transplant 

indications03

Target M&A to leverage hospital-

based commercial infrastructure 05

20

Experienced management with 

significant overlapping experience06
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A Rare Opportunity 

in the Hospital.


