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Initiating Coverage – Transition Story with Impressive De-Risked Ticker:
Pipeline
Rating:
We are initiating coverage of pSivida (PSDV) with a Buy rating and a $5 price target. Price Target:
PSDV’s proprietary Durasert technology enables sustained-release delivery of small
molecule approved drugs for up to three years. They have two licensed products, which
we believe substantially de-risk the rest of their extensive late and early stage pipeline.
PSDV’s lead product candidate is Durasert Three-year for posterior segment uveitis,
which has successfully met its primary efficacy endpoint (p<0.001) in two Phase 3 trials
(NDA filing 4Q17-1Q18). After Durasert Three-year, we view PSDV’s Durasert short- Trading Data:
acting (~6-9 months) product as their largest long-term potential value driver as the Last Price (11/07/2017)
52–Week High (03/23/2017)
medical community has been showing a high level of interest for additional dosing 52–Week Low (05/25/2017)
options. PSDV’s lead licensed product is Iluvien for diabetic macular edema (DME), Market Cap. (MM)
for which their agreement with ALIM now allows them to receive royalties based on Shares Out. (MM)
net sales vs. their previous profit sharing collaboration. We view this new partnership
with ALIM favorably as it should lead to increased visibility and growth. With exciting
milestones in the near term and a relatively de-risked pipeline, we see PSDV as
undervalued and initiate coverage with a Buy rating and a $5 price target.
•

With two commercial products, proven technology helps de-risk
impressive pipeline. As three of the only four FDA approved treatments for
long-term sustained-release delivery for chronic back of the eye disease
originated from PSDV’s Durasert technology, we see their extensive pipeline
led by Durasert three-year for posterior uveitis (two positive Phase 3s) as
relatively de-risked.

•

On the heels of Durasert Three-year, Durasert short-acting program is not
to be underestimated. As uveitis flares are highly unpredictable and
physicians are very interested in more dosing options than the current one
month for generics, three months for AGN’s Ozurdex and potentially three
years for Durasert; we see short-acting Durasert as the largest long-term value
driver at PSDV.

•

New and improved ALIM collaboration should increase topline growth
and visibility. With ALIM not yet profitable on a cash basis and the prior
collaboration providing PSDV with royalties on DME net profit, it was difficult
to predict topline growth. The current royalty on net sales helps with long-term
transparency and growth, in our opinion.
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•

Initiate with a Buy rating, $5 PT. Our price target is based on Durasert threeyear US and royalties at $4.25/share and $0.75/share for cash and tech.
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5 Key Reasons to Own pSivida Corp
1. With two commercial products, proven technology helps de-risk
impressive pipeline. With three of the only four FDA approved long-term
sustained-release delivery treatments of chronic back of the eye disease
coming from PSDV’s Durasert technology, we view their pipeline as
relatively de-risked. Their pipeline is led by Durasert three-year for
posterior segment uveitis with two positive Phase 3 studies showing
statistically significant lower recurrence rate (p<0.001) when compared to
sham, which, in many cases, received rescue medication (NDA filing in
4Q17 or early 1Q18). PSDV is also developing Durasert uveitis shortacting program, which would deliver sustained release FA for 6-9 months
(sNDA 4Q18-1Q19).
2. On the heels of Durasert three-year, Durasert short-acting program
is not to be underestimated. Due to the highly unpredictable nature of
uveitis flares, we see Durasert’s short-acting program as potentially
unlocking the most long-term value at PSDV. While the current treatment
algorithm consists of a 1-month option (generics), a 3-month option
(Ozurdex) and a potential 3-year option with Durasert three-year, we see
Durasert’s short-acting as filling a much needed gap of dosing options.
While we do believe this option could slightly cannibalize Durasert threeyear, we see AGN’s Ozurdex potentially losing market share thus
increasing PSDV’s attractiveness as an acquisition target.
3. New and improved ALIM collaboration should increase topline
growth and visibility. On 7/10/17, a new partnership agreement with
ALIM was announced converting existing Iluvien profit sharing
arrangement to a royalty on net sales. As it was difficult to predict ALIM’s
profitability, we view the new contract agreement as adding much needed
transparency and long-term significant growth potential.
4. While still in early stages of development, hard to overstate market
potential of Durasert knee OA and Durasert with TKI for Wet AMD.
With ~4M patients/year in the US receiving steroid or hyaluronic acid
(HA) injections and ~1.7M of the ~15M US patients with AMD having
advanced form of the disease, we see real long-term value in these
initiatives at PSDV.
5. New management with broad expertise, well-suited for PSDV’s
profile. As CEO Nancy Lurker has now been on board with PSDV for
more than one year and Deb Jorn has joined the team as executive VP of
corporate and commercial development, we believe this wealth of
commercial experience adds significant value to PSDV as NDA filing for
Durasert three-year quickly approaches (4Q17-1Q18).
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Figure 1: Upcoming Potential Catalysts
Event

Expected Timing

Durasert 3-year NDA filing

4Q17-1Q18

Durasert Knee OA phase Investigator-sponsored data

4Q17

Source: Company Reports; Laidlaw and Company estimates

Valuation
We value PSDV at $5/share based on a sum-of-the-parts valuation. Durasert
three- year US is valued at $3/share based on a 3.5x multiple of 2022 sales of
$75M, discounted back 4 years at a 13% discount rate (fairly de-risked
technology). Durasert three-year royalties is valued at $1.25/share based on an 8x
multiple of 2022 royalties (from ALIM for posterior segment uveitis EMEA and
WW Iluvien), discounted back 4 years at a 15% discount rate. We value net cash
(end 2018) and technology value at $0.75/share.
Figure 2: Sum-of-the-Parts Analysis
Sum-of-the-parts valuation
Segment
Durasert tree-year US
Durasert three-year royalties
Cash (end '18) & tech value

Valuation
(000's)
$164,277
$70,627
$35,075
$269,980

2018 fully diluted shares out (000)

Per share
value
$3.00
$1.25
$0.75
$5.00
53,680

Source: Company Reports; Laidlaw and Company estimates
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Company Description
pSivida is a specialty pharmaceutical company focused on the development of
innovative miniaturized, sustained-release drug delivery products and
technologies to treat serious, debilitating diseases of the eye that can lead to
blindness. PSDV’s proprietary Durasert Technology allows for sustained-release
delivery of small molecules for up to three years with a single injection. They
have developed three of the only four products FDA approved for the long-term,
sustained-release delivery of drug to treat chronic back of the eye diseases. Their
strategy is to use their Durasert platform to independently develop new drug
delivery products that use already approved drugs to better treat ophthalmic and
other diseases, while continuing to leverage their technology platform through
collaborations and licenses with leading pharmaceutical and biopharmaceutical
companies, institutions and others.
Durasert three-year for posterior segment uveitis represents their lead product
candidate and has met its primary efficacy endpoint of prevention of recurrence
of uveitis through six months (p<0.001) in two ongoing pivotal Phase 3 trials.
They anticipate filing an NDA with the FDA by late 4Q17 or early 1Q18. The
company is also developing a next-generation Durasert shorter-acting version,
initially for the treatment of posterior segment uveitis. They recently amended
new collaboration agreement with Alimera Sciences (ALIM) to license
distribution, regulatory and reimbursement for Durasert three-year uveitis for
EMEA to ALIM. After filing MAA in Europe in June, PSDV withdrew their
application after out-licensing their EU rights for Durasert to ALIM. ILUVIEN
for diabetic macular edema (DME) is their lead licensed product and is sold in the
U.S. and certain EU countries. In their recent deal with ALIM, PSDV converted
their license consideration from a share of ALIM’s net profits for ILUVIEN to a
royalty based on ALIM’s net sales of ILUVIEN for DME. Additionally, PSDV
has FDA-approved Retisert, which is an implant that provides sustained treatment
of posterior segment uveitis for 30 months and was co-developed with and
licensed to Bausch & Lomb.
PSDV is also using their Durasert technology to identify potential product
candidates for wet and dry age-related macular degeneration (AMD), glaucoma,
osteoarthritis (OA) and other diseases. In fact, they are working with the Hospital
for Special Surgery (HSS) to assess the efficacy of a titanium screw drug implant
to treat pain associated with severe OA of the knee.
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Durasert Technology
PSDV’s proven Durasert Technology is a miniaturized, injectable, sustainedrelease drug delivery system for small molecules that can last for up to three years.
Their primary technology is only 3.5mm in length with a diameter of just 0.37mm.
The implant can be administered in an office setting through a needle as small as
27-gauge. As previously mentioned, to date, three products utilizing the
technology have been approved by the FDA to treat serious back-of-the-eye
diseases. These products include Iluvien, licensed to Alimera Sciences (ALIM)
as well as Retisert and Vitrasert, licensed to Baush & Lomb. In their Durasert
products, a drug core is surrounded with one or more polymer layers, and the
permeability of those layers and other design aspects of the product control the
rate and duration of drug release. By changing elements of the design, they can
alter both the rate and duration of release for different therapeutic needs. The
Durasert Technology provides multiple opportunities as described in the
following figure.

Figure 3: Durasert Technology

Durasert Technology
Bioerodible or non-erodible devices
Linear sustained-release kinetics
Customizable duration of release (from months up to three years)
Highly efficient drug loading (up to 80%)
Administration in an office setting
Injectable via needles as small as 27-gauge
Sustained treatment of chronic, localized conditions such as eye diseases
and musculoskeletal diseases such as osteoarthritis
Source: pSivida Website and Laidlaw estimates

Additionally, in this 32 day and 180 day release profile (Figure 4), Durasert
displays 0 order release unlike corticosteroid generic, which tend to release in
large boluses causing spikes in drug concentrations to the back of the eye. With
corticosteroids, this could lead to increased intraocular pressure (IOP).
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Figure 4: Consistent Microdose Daily Release – Help minimize IOP spikes

Source: Company Presentation

Durasert three-year for Posterior Uveitis
Durasert three-year uveitis, their lead development product, is an injectable,
sustained-release micro-insert designed to treat chronic posterior segment uveitis
(noninfectious posterior uveitis, intermediate uveitis and panuveitis). Injected in
an office visit, Durasert three-year uveitis provides sustained daily release of a
total of 0.18 mg of the off-patent corticosteroid FA at a controlled rate directly to
the back of the eye over ~3 years, from a single administration. It is injected with
their inserter using a 25-gauge needle. PSDV is developing Durasert three-year
uveitis independently and have licensed regulatory, reimbursement and
distribution rights to ALIM for the EMEA under their ILUVIEN tradename.
Pending NDA submission (4Q17-1Q18) and approval by the FDA, they plan to
independently commercialize Durasert three-year uveitis in the U.S. given the
relatively modest market size and limited commercial footprint necessary.
The uvea is located in the middle of the eye and contains many blood vessels thus
enabling inflammatory cells to enter the eye. As depicted in the following figure,
the uvea consists of the iris, ciliary body as well as the choroid. Uveitis comes as
a result of an inflammatory response inside the eye as a natural response to tissue
damage, germs, or toxins. It can come as a result of either an attack from the
body’s own immune system, infections, or tumors occurring within the eye or in
other parts of the body, bruises to the eye or toxins entering the eye.
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Figure 5: Eye Diagram

Source: NIH

There are different types of uveitis depending on its anatomical localization.
Anterior uveitis manifests itself at the front of the eye and is the most common
form of uveitis. Most commonly found in young and middle-aged people, many
cases of anterior uveitis occur in healthy people and may only affect one eye, but
some are associated with rheumatologic, skin, GI, lung and infectious diseases.
Intermediate uveitis is mostly found in young adults and the inflammation is
usually in the vitreous. Posterior uveitis is the least common form and mostly
occurs in the back of the eye as it involves both the retina and the choroid. There
can be many different infectious and non-infectious causes to posterior uveitis.
Finally, panuveitis is used to describe a condition when all three major parts of
the eye are affected by the inflammation. Intermediate, posterior and panuveitis
are the worst and most recurrent forms of uveitis and can cause blindness if not
treated.

Figure 6: Percentage of unclassified vs. classified cases in relation to localization of uveitis

Source: Source: Orphanet Journal of Rare Diseases, 2012
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Posterior uveitis afflicts people of all ages, producing swelling and destroying eye
tissues, which can lead to severe vision loss and blindness. In the U.S., posterior
segment uveitis is estimated to affect ~80,000-120,000 people, resulting in
~30,000 cases of blindness and making it the third leading cause of blindness. As
opposed to in DME, where patients are initially treated with anti-VEGF as firstline therapy, patients with posterior segment uveitis are typically treated with
systemic steroids. They frequently develop serious side effects over time that can
limit effective dosing. Patients then often progress to steroid-sparing therapy with
systemic immunosuppressants or biologics, which themselves can cause severe
side effects such as an increased risk of cancer.

Figure 7: Distribution of patients’ age at early stage of disease

Source: Orphanet Journal of Rare Diseases, 2012

In terms of data, the first two Phase 3s for prevention of recurrence of uveitis
achieved statistical significance with p<0.001 in both cases.
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Figure 8: Durasert Three-Year Uveitis 2 Phase 3 Trial Designs
Phase 3: Durasert three-year uveitis safety and efficacy trial #1 (Study 001)
Aim
Design
Dosing
Endpoints
Patients
Safety

Results

Determine safety and efficacy of Durasert three-year for uveitis
Randomized, sham injection-controlled, double-masked (patients followed for 3 years). 16 centers in US and 17 OUS
87 eyes treated vs 42 eyes with sham injections
1) Prevention of recurrence of uveitis through 6 months
n=129
Well tolerated through 12 months of follow-up. IOP elevation risk lower at 12 months vs 6 months for elevations >21mmHg
(6.1% vs 10.9%) as well as for >25mmHg (7.6% vs 11.3%). Elevation IOP well treated with eye drops. Of 63 eyes with natural
lens at baseline, 33.3% of Durasert-treated vs 4.8% of control required cataract surgery through 12 months (cataract side
effect of steroid and natural consequence of uveitis).
1)p<0.001 ITT; recurrence of 18.4% for Durasert vs 78.6% control. Similar efficacy through 12 months of follow up (p<0.0001)
ITT; recurrence 27.6% for Durasert vs 85.7% for control.

Phase 3: Durasert three-year uveitis safety and efficacy trial #2 (Study 005)
Aim
Design
Dosing
Endpoints
Patients
Safety
Results

Determine safety and efficacy of Durasert three-year for uveitis
Randomized, sham injection-controlled, double-masked (patients followed for 3 years). 15 centers in India
101 eyes treated vs 52 eyes with sham injections.
1) Prevention of recurrence of uveitis through 6 months
n=153
Again, generally well-tolerated through 6 months. Patient follow-up currently underway and patient data expected 1H18.
1) p<0.001 ITT; recurrence of 21.8% for Durasert vs 53.8% for control.

Source: Laidlaw estimates

As the previous Figure demonstrates, at 6 months in Study 001, PSDV saw 3.9X
improvement of recurrence free eyes in comparison to sham. It’s important to note
that since it isn’t ethical to deny treatment to patients, many sham patients still
received corticosteroid rescue therapy. The results at 12 months were even more
impressive as Durasert treated eyes were 5.1X better than sham. In Study 005,
only 6 months data is reported out, which is what the FDA wanted for filing. To
note, sham did a little better in this case in comparison to the first Phase 3 study
(Study 001) due to much higher incidence of rescue medication given to the sham
group. In fact, on sham patients, more systemic steroids were administered
(21.2% sham vs. 13.9% active arm). Additionally, a lot more were given in the
intra-/peri-ocular steroid sham arm (36.5%) vs. (2%) in Durasert arm. Although
rescue medications were often used, PSDV was still able to demonstrate
statistically significant changes in uveitis recurrence.
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Figure 9: Use of adjunctive treatment in Study 005 – significant usage of steroids in sham

Source: Company presentation

PSDV has also conducted a multi-center, randomized, controlled, single-masked
study, which showed positive usability of two different inserters for Durasert
three-year uveitis (Study 006). They enrolled n=26 patients (38 eyes) in 6 centers
in the US and expect to include this data in their planned NDA filing
(4Q17/1Q18). Additionally, they plan to use data referenced from ALIM’s Phase
3 clinical trials of Iluvien for DME.
They plan to commercialize Durasert three-year uveitis themselves in the US.
PSDV believes that the uveitis market in the US is relatively modest in size, with
an estimated patient prevalence for non-infectious posterior segment uveitis of
~100,000 patients. As a result, the number of retinal physicians who treat the
majority of this patient population is estimated to be less than 500. Consequently,
they believe the commercial footprint and cost to market for Durasert three-year
uveitis will be less than for a typical pharmaceutical product launch with a larger
physician call population. Members of their leadership team have extensive
commercialization experience and believe that commercializing themselves in the
US will maximize the value of Durasert three-year uveitis. Outside the US, they
licensed the EMEA rights to Durasert three-year uveitis to ALIM as part of the
Amended Alimera Agreement. Finally, they plan to seek outlicense partner
arrangements in other territories.
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Durasert Shorter Duration for Posterior Uveitis
PSDV is developing a next-generation, shorter-duration treatment for posterior
segment uveitis, and for use in collaborations with other drug manufacturers with
their small molecules. This program is designed to provide enhanced benefits and
offer a shorter delivery period with more flexibility for multiple dosing intervals.
Their market research demonstrated a preference amongst those surveyed for both
6-9 months and three-year sustained delivery options. Although they believe
many patients would likely opt for a longer-acting treatment option, some doctors
may prefer to initially treat certain disease indications over shorter time periods.
Preliminary animal safety has been completed and seems to show good tolerance.
In vitro release testing has demonstrated linear release with target rates.
Additionally, PSDV recently initiated their safety/PK study and we expect data
in 4Q17. Although this program is early in development, we believe this could
eventually help sales as physicians that may be reluctant to administer a 3-year
corticosteroid implant vs. 3-month Ozurdex ($263M in revenues in 2016 for
uveitis/DME/RVO) could benefit from a 6-9 months transition dose prior to
switching over. We anticipate sNDA filing in 4Q18-1Q19 followed by launch
approximately one year later.

Iluvien for Diabetic Macular Edema (DME)
ILUVIEN is an injectable, sustained-release micro-insert delivering 0.19 mg of
FA to the back of the eye for treatment of DME. The ILUVIEN micro-insert is
essentially the same micro-insert as Durasert. ILUVIEN is injected in an office
visit using a 25-gauge inserter, and delivers approximately 36 months of
continuous, low-dose corticosteroid therapy with a single injection. ILUVIEN is
approved in the US for the treatment of DME in patients who have been
previously treated with a course of corticosteroids and did not have a clinically
significant rise in IOP. In the 17 EU countries where ILUVIEN has been
approved, it is indicated for the treatment of vision impairment associated with
chronic DME considered insufficiently responsive to available therapies.
Although DME markets are substantial, not being first-line therapy creates a
certain hurdle to revenues. DME is a disease suffered by diabetics where leaking
capillaries cause swelling in the macula, the most sensitive part of the retina and
is a leading cause of blindness in the working-age population in most developed
countries.
Figure 10: Iluvien injector and injection to vitreous

Source: Laidlaw and Company Presentation

pSivida Corp

Page 11 of 27

Francois Brisebois
fbrisebois@laidlawltd.com

Laidlaw & Company
Est. 1842

November 08, 2017

PSDV has licensed ILUVIEN to ALIM who has sold ILUVIEN in the U.K. and
Germany since 2013, in Portugal and the US since 2015, has started distribution
through sublicense partners in 2Q17 in Spain, Italy and various countries in the
Middle East. ALIM also recently announced a new sublicense partner for France.
ILUVIEN has marketing authorizations in 12 additional EU countries. Effective
7/1/17, in connection with the Amended Alimera Agreement, PSDV is entitled to
receive royalties on net sales by ALIM of ILUVIEN for DME and all future
approved indications (including for three-year uveitis in the EMEA).
Additionally, ALIM has sublicensed regulatory, reimbursement and distribution
of ILUVIEN for DME in various other countries, including Australia, New
Zealand and Canada.

Figure 11: Diagram of the human eye

Source: National Keratoconus Foundation

In the US, ~21M people suffer from diabetes and ~3% of them develop DME. Of
these 600,000-700,000 patients, conservatively ~30% of them are unresponsive
to the standard of care, which is lasers and anti-VEGF therapy. As we cover
ALIM with a Buy rating and a $5 price target, the following figure depicts our
sales growth projections for ILUVIEN.
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Figure 12: Sales growth projections
Alimera Sciences
Revenue model
($000 except per share)
US diabetic population (000)

2015A
Year
21,420

2016A
Year
21,848

2017E
Year
22,285

2018E
Year
22,731

2019E
Year
23,186

2020E
Year
23,649

% Diabetic Macular Edema (DME)
# US DME patients (000)

3%
643

3%
655

3%
669

3%
682

3%
696

3%
709

% unresponsive to anti-VEGF
# US unresponsive to anti-VEGF

30%
193

30%
197

30%
201

30%
205

30%
209

30%
213

Iluvien capture % of anti-VEGF failures
Iluvien capture # of anti-VEGF failures

1.0%
1.8

1.6%
3.1

1.9%
3.9

2.1%
4.2

2.9%
6.0

4.8%
10.1

Iluvien annual cost of therapy

$8,250

$8,250

$8,588

$8,694

$8,972

$9,486

Iluvien US sales ($000)

$15,167

$25,849

$33,225

$36,724

$54,043

$96,178

EU diabetic population (000)

30,600

31,212

31,836

32,473

33,122

33,785

% Diabetic Macular Edema (DME)
# EU DME patients (000)

3%
918

3%
936

3%
955

3%
974

3%
994

3%
1,014

% unresponsive to anti-VEGF
# EU unresponsive to anti-VEGF

30%
275

30%
281

30%
287

30%
292

30%
298

30%
304

0.41%
1.133

0.47%
1.310

0.68%
1.952

1.38%
4.019

1.75%
5.217

2.31%
7.031

Iluvien capture % of anti-VEGF failures
Iluvien capture # of anti-VEGF failures
Illuvien annual cost of therapy
Iluvien EU sales ($000)

$6,500
$7,362

$6,500
$8,517

$6,500

$6,500

$6,500

$6,500

$12,688

$26,120

$33,909

$45,705

Source: Laidlaw estimates

Durasert for Knee Osteoarthritis (OA)
PSDV has also developed an implant for the treatment of pain associated with
severe knee OA in collaboration with HSS pursuant to an Investigatory-Initiated
Research Agreement. This implant is being studied in an investigator-sponsored
pilot study. The implant is composed of a specially manufactured surgical screw
containing a Durasert system that delivers dexamethasone directly to the joint on
a sustained basis. Dexamethasone is an off-patent corticosteroid that is already
frequently used for the treatment of OA. Implanted in the non-articulating area of
the knee in an outpatient procedure, the implant is designed to provide long-term
pain relief and thereby delay the need for knee replacement surgery. This implant
represents the first use of their Durasert technology outside of ophthalmology.
They believe this design could be adapted for severe OA in other large joints.
PSDV is working with HSS on formalizing a commercial agreement to further
develop the implant.
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Figure 13: Stages of Knee Osteoarthritis (OA)

Source: Medical News Today, 2016

Knee OA is a degenerative joint disease that results from the breakdown of joint
cartilage and underlying bone, with joint pain and stiffness as the most common
symptoms. As symptomatic knee OA happens in ~10% of men and ~13% in
women ≥ 60 years old, OA is the most common joint disorder in the US (Clinical
Geriatr Med, 2011). With the aging population and the obesity epidemic, OA
prevalence is likely to increase. No cure exists, but pain and movement restriction
associated with the disease are currently treated with oral analgesics, nonsteroidal anti-inflammatory drugs, corticosteroids taken orally or injected into the
knee, or hyaluronic acid (HA) injected into the knee. With degeneration, damage
and pain from knee OA can become severe, making it the leading cause of total
knee replacement surgery. With > 600,000 of these surgeries performed annually
in the US alone, the number is expected to grow.
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Figure 14: Incidence of Hand, Hip and Knee OA

Source: Clinical Geriatr Med, 2011

Here is the study design in PSDV’s investigator-sponsored IND efficacy and
safety trial in severe knee OA.

Figure 15: Investigator-sponsored IND safety/efficacy study in severe knee OA
Phase 1: Investigator-sponsored IND efficacy and safety in severe knee OA
Aim
Design
Dosing
Endpoints
Patients
Safety
Results

Determine safety and efficacy of Durasert in severe OA of the knee
open-label, out-patient
0.14mg dexamethasone; 2x/week for 24 weeks
1) efficacy and safety, KOOS/pain score; 2) pain assessment
n=6
final patient implanted in April 2017. data expected 4Q17

Source: Laidlaw estimates
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Durasert Bioerodible TKI for Wet AMD
They are investigating the development of an injectable, bioerodible, sustainedrelease Durasert insert delivering a TKI for treatment of wet AMD. AMD, the
leading cause of vision loss in people >65 years old, is most commonly treated
with intravitreal injections of biologics that block vascular endothelial growth
factor (VEGF). FDA-approved Lucentis and Eylea and off-label use of anticancer drug Avastin are the leading treatments for wet AMD. These biologics
must be injected into the eye as frequently as monthly and typically can lose
efficacy over time, resulting in vision loss and return of the disease.

Figure 16: Age trends of prevalence of age-related macular degeneration (AMD) by region

Source: Lancet, 2014

In cancer therapy, tyrosine kinase inhibitors (TKIs) are taken orally, but their
toxicity prevents their systemic use to treat AMD. Using their Durasert
technology, PSDV plans on developing an implant to deliver a TKI directly to the
back of the eye with a total dose that is significantly lower than is used in a course
of cancer therapy. Their development goal is to provide sustained treatment of
wet AMD for six months with a single injection of a TKI-based product, targeting
VEGF while avoiding the toxic systemic side effects of TKIs and the frequent
injections of current wet AMD anti-VEGF biologics. Using a model TKI (that is
not patentable), they have generated pre-clinical data that demonstrate that a TKI
delivered by a sustained release insert was comparably efficacious to a
commercially available biologic indicated for wet AMD delivered by injection,
both in preventing choroidal neovascularization and in reducing vascular leakage.
On the basis of these data, PSDV is currently evaluating other, potentially
pSivida Corp
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patentable TKIs for sustained release over several months and with comparable
therapeutic effects.

Competition
The market for products treating back-of-the-eye diseases is highly competitive
and is characterized by extensive research efforts and rapid technological
progress. The following figure describes the different products that are or would
be competitive with ILUVIEN for DME or Durasert three-year for uveitis.

Figure 17: Competitive Landscape
Indication

Company / Product
Genentech / Lucentis (ranibizumab)

DME

Regeneron / Eylea (aflibercept)
Roche / Avastin
Allergan / Ozurdex
Allergan / Ozurdex
Abbvie / Humira (adalimumab)

Posterior Segment Uveitis

Santen / sirolimus
Clearside / CLS-TA

Description
Approved US and EU for DME. Anti-VEGF and first-line therapy. Genentech is wholly-owned
member of Roche. Novartis sells Lucentis OUS. Injected back of the eye 1X/month or 1X/2
months. Working on products and extended delivery system including those that inhibit VEGF
and VEGF receptors
Approved US and EU for DME. Anti-VEGF and first-line therapy. Bayer owns marketing rights
OUS. Injected back of the eye 1X/month or 1X/2 months.
Lower cost. Approved for cancer treatment but used off-label for diabetic retinopathy. AntiVEGF and first-line therapy. Injected in back of the eye 1X/month or 1X/2 months.
Dexamethasone intravitreal implant, bioerodible intravitreal implant. Approved for DME, RVO
and posterior segment uveitis. Therapeutic duration of several months
Approved US and EU for posterior segment uveitis
FDA approved for all types of non-infectious uveitis. Administered subcutaneously 1X/2 weeks
for systemic delivery. Blocks TNF alpha. Retail price in US ~ $50,000/year.
Recently filed NDA. IV injection 1X/2 months. mTOR inhibitor and modulator of immune system.
Also developed for non-infectious uveitis of the posterior segment
Triamcinolone acetonide for macular edema associated for non-infectious uveitis in p2 trials.
Administered through suprachoroidal injection 1X/2 months. Pre-clinical data shows reduce risk
of increased IOP

Source: Company reports and Laidlaw Estimates
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Major Risks
Exogenous events could impact our outlook. We believe pharmaceutical
companies have the least control over competitive, political, and regulatory risks.
Although we have incorporated competitive assumptions into our forecasts, there
may be other risks beyond the scope of our analysis. Changes in the drug
reimbursement system, as well as any political or regulatory amendments, may
significantly influence the earnings power of these companies.
Actual clinical results and the FDA’s conclusions may deviate from expectations.
Many of our assumptions are based on a review of incomplete clinical trial data
available in the public domain. Often, our conclusions are drawn from early stage
data, which may not be reflected by pivotal studies. Furthermore, the FDA’s
conclusions may not coincide with our own, materially changing our revenue and
earnings assumptions.
Compliance issues, product recalls, and other mandates by regulatory authorities
could materially change our expectations. Regulatory compliance issues, ranging
from accounting irregularities to defective manufacturing practices, could
materially change our assumptions and earnings outlook. Unanticipated product
recalls and labeling changes could also have adverse consequences on our
earnings assumptions.
Legal risks could lead to additional liabilities and revenue loss. In addition to the
expenses incurred by patent challenges, product liability and other legal suits
could occur and lead to additional liabilities and revenue loss, which could
substantially change our financial assumptions.

pSivida Corp
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Management
Nancy Lurker, President and CEO. Nancy Lurker was appointed PSDV
President & CEO in September 2016. Ms. Lurker has broad-ranging experience
in the pharmaceutical industry and companies serving the pharmaceutical
industry, including diverse senior leadership positions. From 2008 to 2015, Ms.
Lurker served as President, CEO, and a director of PDI Inc. She successfully
rebuilt PDI’s contract sales business, launching numerous pharmaceutical
products for multiple companies across diverse therapeutic areas, including
ophthalmology, in advance of a sale of that business line to Publicis Healthcare
Communications Group. From 2006 to 2007, Ms. Lurker was SVP and Chief
Marketing Officer of Novartis Pharmaceuticals Corporation (U.S. subsidiary of
Novartis AG) where she oversaw a multi-billion-dollar product portfolio covering
cardiovascular, bone, pain, urology, respiratory, dermatology, biologics,
neurology, and metabolic therapeutic areas. From 2003 to 2006, she served as
President and CEO of ImpactRx, a privately held healthcare information
company, now part of IMS Health Holdings, where she substantially grew
revenues and profitability.
Deb Jorn, Executive VP and Corporate and Commercial Development. Ms.
Jorn’s experience and expertise in corporate licensing, M&A, and alliance
management helped her build US and global pharmaceutical businesses across
numerous therapeutic areas, including ophthalmology. Most recently, she was
EVP and Company Chair at Valeant Pharmaceuticals (VRX), and previously
served as Chief Marketing Officer at Bausch & Lomb. Earlier, Ms. Jorn was
Group VP of Women’s Healthcare and Fertility at Schering Plough. She was also
at Johnson & Johnson as the Worldwide VP of Internal Medicine and Early
Commercial Input. Ms. Jorn holds a B.A. in Biochemistry from Rutgers
University and an MBA from New York University’s Stern Graduate School of
Business Administration.
Dario Paggiarino, VP and Chief Medical Officer. Dr. Paggiarino joined PSDV
from Lpath, a leader in lipid-targeted therapeutics, where he served as SVP and
Chief Development Officer. Prior to joining Lpath, he was VP and Therapeutic
Unit Head for Retinal Diseases at Alcon Laboratories, a division of Novartis,
where he was responsible for advancing its retina pharmaceutical development
pipeline through regulatory approvals worldwide. Dr. Paggiarino previously
served as Executive Director of Clinical Development and Medical Affairs at
Pfizer Global R&D, with focus on global clinical development in glaucoma,
diabetic and degenerative retinal diseases and medical responsibilities for
Macugen, the first anti-VEGF treatment approved for age-related macular
degeneration. Dr. Paggiarino earned his degree in Medicine and General Surgery
cum laude from the University of Rome La Sapienza and has authored numerous
scientific articles.
Len Ross, VP of Finance. Mr. Ross has served as PSDV’s VP of Finance since
November 2009, before which he spent 3 years as Corporate Controller. Mr. Ross
was designated as the Company’s Principal Financial and Accounting Officer in
March 2009. Mr. Ross is the former Corporate Controller of NMT Medical. and
previously served as VP of Finance and VP of International Operations for
JetForm Corporation. Mr. Ross brings 30 years of accounting and financial
management experience to the Company. Mr. Ross received a Bachelor of
Science degree in Chemical Engineering from Tufts University and an MBA from
the Amos Tuck School at Dartmouth Colle
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Figure 18: Potential Clinical Trial Timeline
Psivida Corp.
Potential clinical trial timeline estimates
2016A

2017A

2018E

sept-15 dec-15 mar-16 jun-16 sept-16 dec-16 mar-17 jun-17 sept-17 dec-17 mar-18 jun-18

Durasert three-year uveitis
Posterior segment uveitis
Phase 3 (Study 001)

1QA

2QA

p3

data

Phase 3 (Study 005)

3QA

4QA

1QA

phase 3

2QA

3QA

4QA

1QE

2QE

3QE

4QE

2019E

2020E

sept-18 dec-18 mar-19 jun-19

sept-19 dec-19 mar-20 jun-20

1QE

2QE

3QE

4QE

1QE

2QE

3QE

2021E
4QE

data

NDA filing, FDA approval, launch

NDA

EMEA filing, approval, launch by partner ALIM

MAA

Durasert short-acting
sNDA filing, FDA approval, launch

FDA

LAUNCH - US

partner EMA

LAUNCH - EU

sNDA

EMEA filing, approval, launch by partner

MAA partner

FDA

LAUN

EMA

LAU

Durasert knee OA
Phase 1 Investigator-sponsored IND safety/efficacy

phase 1

data

Source: Company Reports; Laidlaw & Company estimates
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Figure 19: Quarterly Income Statement
Psivida Corp.
Quarterly income statement
2016A
($000 except per share)

2017E

2017E

2018E

jun-16

sept-16

dec-16

mar-17

jun-17

jun-17

sept-17

Year

1QA

2QA

3QA

4QA

Year

1QA

2018E

dec-17

mar-18

jun-18

jun-18

2QE

3QE

4QE

Year

Revenues
Collaborative R&D
Royalty income
Durasert 3 year US
Durasert 3 year royalty uveitis EMEA
Total Revenues
Expenses:
COGS (% of US Revenue)

398
1,222

34
243

5,702
269

372
218

461
240

6,569
970

140
245

200
405

200
399

200
444

740
1,493

$1,620

$277

$5,971

$590

$701

$7,539

$385

$605

$599

$644

$2,233

-

-

1,620

277

5,971

590

701

7,539

385

605

599

644

2,233

14,381

4,178

3,165

3,324

4,213

14,880

3,819

4,250

4,500

4,500

17,069

General and administrative

9,013

3,285

2,900

2,426

2,624

11,235

2,572

2,500

2,500

2,500

10,000

Total operating expenses

23,394

7,463

6,065

5,750

6,837

26,115

6,391

6,750

7,000

7,000

27,069

Adj. Net Income/ (loss)
Interest and other income
(Loss) income before inc.taxes
income tax benefit (exp)
Ni/(loss) as reported

(21,774)
72
(21,702)
155
(21,547)

(7,186)
24
(7,162)
(7,162)

(94)
27
(67)

(5,160)
20
(5,140)

(6,136)
20
(6,116)

(18,576)
91
(18,485)

(6,006)
23
(5,983)

(6,145)
25
(6,120)

(6,401)
25
(6,376)

(6,356)
25
(6,331)

(24,836)
98
(24,738)

(67)

(5,140)

(6,116)

(18,485)

(5,983)

(6,120)

(6,376)

(6,331)

(24,738)

NI/(loss) as reported

(21,547)

(7,162)

(67)

(5,140)

(6,116)

(18,485)

(5,983)

(6,120)

(6,376)

(6,331)

(24,738)

Earning per Share (EPS)

($0.68)

($0.21)

($0.00)

($0.15)

($0.16)

($0.52)

($0.15)

($0.15)

($0.13)

($0.13)

($0.55)

Adj EPS ex-1x & non-cash
Weighted avg. shares (000)
Fully diluted shares (000)

31,623
37,228

34,175
40,579

34,177
42,408

34,366
42,487

38,673
50,627

35,344
44,022

39,430
48,430

39,680
48,680

49,680
58,680

49,930
58,930

44,680
53,680

Gross Margin
Research and development

-

-

-

Source: Company Reports; Laidlaw & Company estimates
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Figure 20: Annual Income Statement

Psivida Corp.
Annual income statement
($000's except per share)

2016A

2017A

2018E

2019E

2020E

Revenues

Durasert 3-year launch 4Q19

Collaborative R&D
Royalty income
Durasert 3 year US
Durasert 3 year OUS royalty

$398
$1,222

$6,569
$970

$740
$1,493

$800
$3,619
$5,100
$69

$800
$9,680
$19,664
$874

Total Revenues

$1,620

$7,539

$2,233

$9,588

$31,017

956

2,360

1,620

7,539

2,233

8,632

28,658

14,381
9,013

14,880
11,235

17,069
10,000

19,500
11,800

21,500
14,500

(21,774)

(18,576)

(24,836)

(22,668)

(7,342)

COGS
Gross margin
R&D
SG&A
Operating income/(loss)
Interest expense
Total other loss
Adj-Net income/(loss)

Comments

72

91

98

100

Sales reps start 4Q19, n=8 to n=15mby 3Q20

100

(21,547)

(18,485)

(24,738)

(22,568)

(7,242)

NI/(loss) as reported

(21,547)

(18,485)

(24,738)

(22,568)

(7,242)

Adj-EPS ex-non-cash
EPS as reported

($0.68)

($0.52)

($0.55)

($0.43)

($0.13)

Shares out (000)
Fully diluted shares (000)

31,623
37,228

35,344
44,022

44,680
53,680

52,530
62,530

55,705
66,705

Series A convert premium

Source: Company Reports; Laidlaw & Company estimates
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Figure 21: Balance Sheet

Psivida Corp.
Balance sheet
($000's except per share)
ASSETS:
Current assets
Cash and cash equivalents
marketable securities
Accounts receivable
Prepaid expenses and other
Total current assets
PP&E
Intangible assets
Restricted cash
Total Assets

2016

2017

1Q18A

2018

2019

2020

jun-16

jun-17

sept-17

jun-18

jun-19

jun-20

$15,313
13,679
488
483
29,963

$16,898

$11,833

$15,075

$15,797

$10,544

251
591
17,740

714
12,547

15,075

15,797

10,544

290
1,102
150
31,619

313
364
150
18,677

350

400

450

150
15,575

150
16,347

150
11,144

184
13,327

LIABILITIES
Total current liabilities
5,093
5,290
4,279
5,500
5,750
6,000
Total liabilities
10,738
5,341
4,326
7,000
8,500
10,000
Convert pref. stock
Common stock
34
39
40
40
40
Additional paid-in-capital
312,208
323,284
324,967
343,243
365,083
365,623
Accumulated deficit
(292,213) (310,820) (316,803) (335,558) (358,126) (365,369)
accumulated other
852
833
837
850
850
850
Total shareholders' equity
20,881
13,336
9,001
8,575
7,847
1,144
Total liabilites & net worth

31,619

18,677

13,327

15,575

16,347

11,144

Source: Company Reports; Laidlaw & Company estimates
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Figure 22: Cash Flow Statement
Psivida Corp.
Statement of cash flows
($000's except per share)
Operating Cash Flow
Net Income/Loss

2016A

1Q17

2Q17

3Q17

2017E

2018E

2019E

2020E

jun-16

sept-16

dec-16

mar-17

jun-17

jun-18

jun-19

jun-20

(7,229)

(12,369)

(18,485) (24,738) (22,568)

1,130
(5,585)
(7)

1,774
(5,584)
(9)

(199)
(44)

(451)
(131)

(141)

(424)

(11)
(3)
(199)
(11,495)

109
(5)
(451)
(16,038)

(21,547)

stock-based compensation exp
2,163
amortization of noncurrent portion of deferred revenue
amortization of bond premium
Changes in Assets & Liabilites
accounts receivable
prepaid expenses
Accounts payable
accrued expenses
deferred revenue
deferred rent
Net Chg Assets and Liabs
Cash from operations
Investing Activities
Purchases of Prop and equipment
Cash from investing

(7,162)
734
(5)
(242)
8
(240)

116
187
626
1,036
103
5
2,073
(16,316)

(8)
(2)
(242)
(6,486)

(113)
(4,462)

33
5,480

(5)
7,868

33
11,203

2,456
(5,585)
(9)

2,500

2,750

1,125
1,250
219
(99)
(346)
650
(97)
(9)
318
1,125
1,250
(20,490) (20,263) (17,718)

(147)
13,577

(150)
(150)

(150)
(150)

(7,242)
3,000

(1,750)

(1,750)
(5,092)

(150)
(150)

Financing Activities
proceeds from issuance of stock
Proceeds from stock options exercise
Cash from financing
Forex Exchange rate change

16,500
490
16,990
(20)

9
9
(8)

9
9
(10)

2,305
99
2,404
(11)

Change in cash
Cash, start of period
Cash, end of period

(3,808)
19,121
15,313

(1,005)
15,313
14,308

(3,628)
15,313
11,685

(2,442)
15,313
12,871

8,404
99
8,503
(5)
1,585
15,313
16,898

18,600

18,600

18,600
(10)

18,600
(10)

(1,823)
16,898
15,075

722
15,075
15,797

0
(10)
(5,252)
15,797
10,544

Source: Company Reports; Laidlaw & Company estimates
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