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UNITED STATES SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-K

(Mark One)
ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the fiscal year ended December 31, 2014
or

a TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
1934

For the transition period from to

Commission file number: 001-34703

Alimera Sciences, Inc.

(Exact name of registrant as specified in its chaer)

Delaware 20-0028718
(State or other jurisdiction of (I.LR.S. Employer
incorporation or organization) Identification Number)

6120 Windward Parkway, Suite 290
Alpharetta, GA 30005

(Address of principal executive offices) (Zip Code)

(678) 990-5740

(Registrant’s telephone number, including area code

Securities registered pursuant to Section 12(b) t¢fie Act:

Common Stock, $0.01 par value per share The NASDAQ Stock Market LLC
(Title of each class) (Name of each exchange on which registered)

Securities registered pursuant to Section 12(g) diie Act:
None

Indicate by check mark if the registrant is a welbwn seasoned issuer, as defined in Rule 405%edb#turities Act.  Yed No

Indicate by check mark if the registrant is notuieed to file reports pursuant to Section 13 orti®acl5(d) of the Act. Yes[d No

Indicate by check mark whether the registrant €l filed all reports required to be filed by Secti8 or 15(d) of the Securities Excha
Act of 1934 during the preceding 12 months (orsiach shorter period that the registrant was reduodile such reports), and (2) has been
subject to such filing requirements for the pastgs. YesX] No O

Indicate by check mark whether the registrant lasmstted electronically and posted on its corpo¥alb site, if any, every Interactive
Data File required to be submitted and posted puntsio Rule 405 of Regulation S-T (8 232.405 of tthapter) during the preceding 12
months (or for such shorter period that the regigtwvas required to submit and post such filesY.es No O



Indicate by check mark if disclosure of delinquiletrs pursuant to Item 405 of Regulation S-K (825 of this chapter) is not
contained herein, and will not be contained, toltbst of registrant’s knowledge, in definitive pyax information statements incorporated by
reference in Part Il of this Form 10-K or any amerent to this Form 10-K.[X]

Indicate by check mark whether the registrantlerge accelerated filer, an accelerated filer, m-accelerated filer, or a smaller reporting
company. See the definitions of “large accelerdited” “accelerated filer” and “smaller reportirmmpany” in Rule 12b-2 of the Exchange
Act. (Check one):

Large accelerated filer O Accelerated filer

Non-accelerated filer O (Do not check if a smaller reporting company) Serakporting company O
Indicate by check mark whether the registrantskell company (as defined in Rule 12b-2 of the Actyes O No

As of June 30, 2014, the last business day ofdbistrant's last completed second quarter, theegatg market value of the Common
Stock held by non-affiliates of the registrant vaaproximately $ 157,828,896 based on the closiiog mf the registrant's Common Stock, on
June 30, 2014, as reported by the NASDAQ GlobalkgtaiShares of Common Stock held by each execaoffieer, director and stockholders
known by the registrant to own 10% or more of théstanding stock based on public filings and othfarmation known to the registrant have
been excluded since such persons may be deemiatesfi This determination of affiliate status & necessarily a conclusive determination
for other purposes.

As of March 6, 2015 there were 44,353,175 shard¢iseofegistrant's Common Stock issued and outsigndi
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DOCUMENTS INCORPORATED BY REFERENCE

Specified portions of the registrant’s proxy stagaitwith respect to the registrant’'s 2015 Annuakbey of Stockholders, which is to be
filed pursuant to Regulation 14A within 120 dayteathe end of the registrant’s fiscal year endedddnber 31, 2014 , are incorporated by
reference into Part Il of this Form 10-K.
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Explanatory Note

The registrant qualified as a smaller reporting pany for the fiscal year ended December 31, 20&4aBse the registrant's public float
exceeded $75.0 million at the end of the registsasdcond quarter ended June 30, 2014, the regfistith qualify and report as an accelerated
filer in 2015, starting with its Quarterly Report 8orm 10-Q for the quarter ending March 31, 20Fsuant to the rules of the Securities and
Exchange Commission, the registrant is relying upensmaller reporting company scaled disclosuesrior portions of this Annual Report
Form 10-K.
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PART |
SPECIAL NOTE REGARDING FORWARD -LOOKING STATEMENTS AND PROJECTIONS

Various statements in this report are “forward-lngkstatements” within the meaning of the PrivageBities Litigation Reform Act of
1995. Forwardeoking statements involve substantial risks anceutainties. All statements, other than statemehiéstorical facts, included
this report regarding our strategy, future operegjduture financial position, future revenuesj@cted costs, prospects, plans and objectives ¢
management are forward-looking statements. Thesensents are subject to risks and uncertaintiesentdased on information currently
available to our management. Words such as, buimibéd to, “anticipate,” “believe,” “estimate,’"&@xpect,” “intend,” “may,” “plan,”
“contemplates,” “predict,” “project,” “target,” “Kely,” “potential,” “continue,” “ongoing,” “will,” “would,” “should,” “could,” or the negative
of these terms and similar expressions or word@stify forward-looking statements. The events aincunstances reflected in our forward-
looking statements may not occur and actual resolifd differ materially from those projected inrdarward-looking statements. Meaningful
factors which could cause actual results to difielude, but are not limited to:

” w ” ou ” w ” ” o

. uncertainty as to our ability to successfully comeiadize ILUVIEN in the United States (U.S.)and tBaropean (EU

. our limited sales and marketing infrastruct

. uncertainty as to the pricing and reimbursengeiidelines for ILUVIEN or any future products omguct candidates, including
ILUVIEN;

. delay in or failure to obtain regulatory approv&lldJVIEN in additional countries or any future gtocts or product candidat

. our inability to successfully market and sell ILLBN following regulatory approval in additional matk

. our ability to operate our business in compl@andth the covenants and restrictions that we abgest to under our credit
facility;

. uncertainty as to the relationship between teefits of ILUVIEN or any future products or prodwandidates and the risks of
their side-effect profiles;

. the extent of government regulatic

. dependence on third-party manufacturers to natufe ILUVIEN or any future products or produchdalates in sufficient

quantities and quality; and
. our ability to raise sufficient additional finangi

All written and verbal forward-looking statementigutable to us or any person acting on our Hedral expressly qualified in their
entirety by the cautionary statements containe@farred to in this section. We caution investarsto rely too heavily on the forward-looking
statements we make or that are made on our b&Malfindertake no obligation, and specifically dexkmy obligation, to update or revise
publicly any forward-looking statements, whethenagsult of new information, future events or otfiee. You are advised, however, to
consult any further disclosures we make on relatdgjects in any annual, quarterly or current repthrait we may file with the Securities and
Exchange Commission.

We encourage you to read the discussion and asalysiur financial condition and our consolidatetncial statements contained in
annual report on Form 10-K. We also encourage goedd Item 1A of Part 1 of this annual report onnfr 10-K, entitled “Risk Factors,”
which contains a more complete discussion of tflkesrand uncertainties associated with our busimes&ldition to the risks described above
and in Item 1A of this report, other unknown or tettictable factors also could affect our resultsere can be no assurance that the actual
results or developments anticipated by us willdmized or, even if substantially realized, thalytivill have the expected consequences to, or
effects on, us. Therefore no assurance can be iatithe outcomes stated in such forward-looktatements and estimates will be achieved.
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ITEM 1. BUSINESS
Overview

Alimera Sciences, Inc., and its subsidiaries (wléméra or the Company), is a pharmaceutical comghalspecializes in the research,
development and commercialization of prescriptiphtbalmic pharmaceuticals. We are presently focosediseases affecting the back of the
eye, or retina, because we believe these diseesestwell treated with current therapies andesent a significant market opportunity.

Our only commercial product is ILUVIEN®, which hheen developed to treat diabetic macular edema (DBHE is a disease of the
retina that affects individuals with diabetes aad tead to severe vision loss and blindness. ILUWWHas received marketing authorization in
the U.S., Austria, Belgium, the Czech Republic, Dark, Finland, France, Germany, Ireland, Italy, &mbourg, the Netherlands, Norway,
Portugal, Spain, Sweden, and the United Kingdomtersdbeen recommended for marketing authorizatid?oland. In the U.S., ILUVIEN is
indicated for the treatment of DME in patients wiave been previously treated with a course of amsteroids and did not have a clinically
significant rise in intraocular pressure (IOP)the EU countries in which ILUVIEN has received nmetikg authorization, it is indicated for the
treatment of vision impairment associated with Dhtsidered insufficiently responsive to availallerapies. As part of the approval proces:s
in the EU, we have committed to conduct a five-ypast-authorization, open label registry studyLafVIEN in 800 patients treated.

We launched ILUVIEN in the United Kingdom and Genyan the second quarter of 2013 and in Portugdlthe U.S. in the first quart
of 2015.

We were able to launch in Germany without pricérietfon, but continue to work with the statutorgdith insurance funds in Germany
streamline reimbursement for ILUVIEN.

In October 2013, the United Kingdom’s National inge for Health and Care Excellence (NICE) issagabsitive Final Appraisal
Determination recommending ILUVIEN funding, takimgo consideration a simple patient access sch&A8&) for the treatment of
pseudophakic eyes (eyes with an artificial lenghronic DME patients considered insufficientlypessive to available therapies. We began
receiving orders for ILUVIEN from several Natiortakalth Services (NHS) facilities in January 201Hofeing the final technology appraisal
guidance that was published in November 2013. Eurth February 2014, the Scottish Medicines Cansor, after completing its assessment
and review of a similar simple PAS, announced ihagas accepted ILUVIEN for restricted use withie NHS Scotland.

In July 2013, the Transparency Commission (Commisde la Transparence or CT) of the French Natiblealth Authority (Haute
Autorite de Sante) issued a favorable opinion lierreimbursement and hospital listing of ILUVIENeWontinue to negotiate with the French
authorities, but have not yet reached an agreeareptice.

ILUVIEN is an intravitreal implant that treats patits by delivering a consistent sub-microgram dadlge of the non-proprietary
corticosteroid fluocinolone acetonide (FAc) in thee, which is sustained through 36 months. ILUVIEkhserted in a non-surgical procedure
employing a device with a 25-gauge needle whiabwadlfor a self-sealing wound. In approved Europsamtries, the procedure is performed
in a hospital or private clinic setting. In the U.®e non-surgical procedure is performed in #tmal specialist’s office. In the treatment of
DME with an intraocular corticosteroid, we belighat delivering therapeutic levels and mitigatihg typical corticosteroid related side effects
can only be achieved by delivering drug to the bafcthe eye in daily sub-microgram levels where DbtiEurs, and minimizing exposure in
the front of the eye, where the typical side eBdake place. To achieve this, ILUVIEN is insertiethe back of the patiersteye to a placeme
site that uses the eye’s natural fluid dynamid®éos drug delivery in the back of the eye. ILUVIEMhich is non-bioerodable, provides
consistent delivery as a result of its constarfaserarea. This provides a sustained therapedéctafin DME, and an adverse event profile tha
is predictable and manageable by a retinal physi€dher corticosteroid options for DME provideigher initial daily dose but then rapidly
decline, requiring frequent reinjection by the phign to maintain or reestablish the therapeutie®f Therefore, we believe ILUVIEN delive
a sustained therapeutic effect in DME, and hadeaeffect profile that is predictable and managealla retinal physician.

Our commercialization strategy is to establish ILBM as a leading therapy for vision loss in DMEi@ats and subsequently for other
indications for which ILUVIEN is proven safe andesftive. We are led by an executive team with esitendevelopment and
commercialization expertise with ophthalmic prodguatluding the launch and management of Visudihreefirst pharmacological treatment
indicated for patients with wet age-related macdigeneration (AMD). We intend to capitalize on management’s experience and expertisi
to market ILUVIEN and other potential eye care praid, when, where and if such drugs receive reguylatpproval. We launched ILUVIEN
the United Kingdom and Germany in the second quaft2013 and in Portugal and the U.S. in the fipsarter of 2015. We also plan to
commercialize ILUVIEN, directly or with a partnen, other EU and non-EU countries where it is apprbar we anticipate receiving approval.
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Business Strategy

We are presently focused on diseases affectingabk of the eye, or retina, because we believeettisgases are not well treated with
current therapies and represent a significant maeortunity. Our business strategy is to:

. Maximize the Commercial Success of ILUVIWe launched ILUVIEN in the United Kingdom and Genyan the second quarter of
2013 and in Portugal and the U.S. in the first tprasf 2015. We also plan to commercialize ILUVIENrectly or with a partner, in
other EU and non-EU countries where it is appramege anticipate receiving approval.

. Pursue Approval in Additional Countri. Under a Mutual Recognition Procedure (MRP) atéélan the EU, we can submit ILUVIE
for approval in any or all of the remaining 11 Edlatries where we have not yet submitted for margedpproval. The International
Diabetes Federation estimates there are approdyratemillion people suffering from diabetes ireie remaining 11 countries. We
are also considering pursuing approval in Switzret/aliddle Eastern and Asia Pacific markets.

. Assess the Effectiveness of ILUVIEN for Additiddetinal Disease. We believe that ILUVIEN has the potential to aekdr additional
retinal diseases including, among others, dry AMBt AMD and retinal vein occlusion (RVO).

. Expand Our Ophthalmic Product PipelirWe believe there are further unmet medical needisartireatment of ophthalmic diseases.
Toward that end, we intend to leverage our managémexpertise and its broad network of relatiopsho continue to evaluate in-
licensing and acquisition opportunities for compdsiand technologies with potential treatment appibos for diseases affecting the
eye.

Disease Overview and Market Opportunity
Diabetes and Diabetic Retinopathy

Diabetes mellitus, with its systemic and ophthalogmplications, represents a global public heddtbat. The estimated prevalence of
diabetes worldwide in 2014 increased to 387 milli@ople and is expected to increase to 592 mipi@ople by 2035.

According to the U.S. Centers for Disease Contnadl Brevention (CDC), the number of Americans diagaowith diabetes has increa:
from approximately 8.1 million people in 1994 tgapximately 21.0 million people in 2012. In additito diagnosed cases, the CDC estimate
that an additional 8.1 million Americans with digd®are currently undiagnosed and are thereforbaing monitored and treated to control
their disease and prevent systemic and ophthalompbtcations. In the EU countries in which ILUVIENS received marketing authorizations
or has been recommended for marketing authorizagiccording to the International Diabetes Foundatiiabetes Atlas, Sixth Edition, 2014
Update, there are approximately 18.2 million diaggtbdiabetics and 9.4 million diabetics that remeaidiagnosed. With better diagnostics anc
improved public awareness, the number of persamgndised with and being treated for diabetes is@ggddo increase.

All patients with diabetes are at risk of develgpgome form of diabetic retinopathy, an ophthalotimplication of diabetes with
symptoms including the swelling and leakage of Blwessels within the retina or the abnormal grosfthew blood vessels on the surface of
the retina. According to the American Diabetes Agsoon, diabetic retinopathy causes approximat@00 to 24,000 new cases of blindnes:s
in the U.S. each year; making diabetes the leathge of new cases of blindness in adults aged 24.tDiabetic retinopathy can be divided
into either non-proliferative or proliferative netipathy. Non-proliferative retinopathy (also caltetkground retinopathy) develops first and
causes increased capillary permeability, micro aysus, hemorrhages, exudates, macular ischemimandlar edema (thickening of the re
caused by fluid leakage from capillaries). Pro&tére retinopathy is an advanced stage of dialetinopathy which, in addition to
characteristics of non-proliferative retinopathgsults in the growth of new blood vessels. Theselrleod vessels are abnormal and fragile,
growing along the retina and along the surfacdefdear, vitreous gel that fills the inside of g#ye. By themselves, these blood vessels do n
cause symptoms or vision loss. However, these blesdels have thin, fragile walls that are pronleakage and hemorrhage.

DME is a common ocular complication of diabeteslitusl. As the incidence of diabetes continues tvéase worldwide, the incidence
DME and other complications is predicted to risevali. A majority of patients who suffer from diabs do not meet glycemic (glucose or
blood sugar) targets, resulting in hyperglycemiav@ted levels of glucose in the blood). This,umt leads to the development of micro-
vascular complications, the most common of whictligbetic retinopathy. Diabetic retinopathy is teading cause of new-onset blindness in
patients aged 20 to 70, with DME accounting foraarity of vision loss in patients with diabetidiropathy. Vision loss from DME affects
both patients and caregivers, who must assistatierg with doctor visits.
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Diabetic Macular Edema

DME, the primary cause of vision loss associateti diabetic retinopathy, is a disease affectingntiaeula, the part of the retina
responsible for central vision. When the blood ekksakage of diabetic retinopathy causes swelhirthe macula, the condition is called DN
The onset of DME is painless and may go undetduyetie patient until it manifests with the blurrinfjcentral vision or acute vision loss. The
severity of this blurring may range from mild tofwund loss of vision.

As the diabetic patient continues to suffer from BNhe disease can undergo a transition where mitaenmatory factors become
present. At this stage, first line treatments mayomger reduce the macular edema or improve visfdhe patient even after a significant
reduction in macular edema has occurred.

Current Treatments for DME

Anti-vascular endothelial growth factor (anti-VEG&)tibody and inhibitor intravitreal injections (eN'EGF therapies) are the current
standard of care for the treatment of DME. Luceatid Eylea are the currently available anti-VEGE&rdipies marketed for the treatment of
vision loss associated with DME in the EU and far treatment of DME in the U.S. having been proaficacious in patients suffering from
DME. However, anti-VEGF therapies are limited byeged for multiple and frequent injections to mameatherapeutic effect. Further, many
patients either do not achieve a response or aglaiewnsufficient response from these anti-VEGFapies. In addition, these therapies have
safety profiles which include an increased risleflophthalmitis due to frequent injections and@R fise in certain patients which may
increase the risk of glaucoma.

Intravitreal corticosteroid therapies and lasertpboagulation are also used to treat DME. Ozurdeshort duration corticosteroid, is
marketed for the treatment of vision loss assodiatith DME in the EU and for the treatment of DMEthe U.S. Off-label intravitreal
triamcinolone injections are also used to treat DMIEbrticosteroids have historically been assodiatih significant increases in IOP, which
may increase the risk of glaucoma, and the acde&laraf cataract formation. Like anti-VEGF antibotierapy, these shorter duration
corticosteroids are efficacious in some but nopatients, and are limited by a need for multipid &equent injections to maintain a
therapeutic effect.

Laser photocoagulation is a retinal procedure ifctvia laser is used to apply a burn or a pattetvuafis to cauterize leaky blood vessels
to reduce edema. Visual acuity gains are seenthittherapy, however, its primary benefit is tey@nt or slow vision loss. Further, this is a
destructive procedure that has undesirable sigetsffncluding partial loss of peripheral and nigiston.

ILUVIEN
Overview

Our only commercial product is ILUVIEN, a long dtioa corticosteroid intravitreal implant for the&tment of DME. ILUVIEN is non-
bioerodable and is designed to deliver sustainbehsiarogram levels of FAc at an initial rate of B.2g per day and last 36 months.
"Intravitreal" refers to the space inside the eghibd the lens that contains the jelly-like substacalled vitreous. DME is a disease of the
retina which affects individuals with diabetes aath lead to severe vision loss and blindness. IlEN/is inserted in the back of the patient’s
eye in a non-surgical procedure using a sterillopoed applicator (the ILUVIEN applicator) emplogia 25-gauge needle, which allows for a
self-sealing wound. This procedure is similar tatttommonly employed by retinal specialists inddeninistration of other intravitreal
therapies. In approved European countries, theeplitoe is performed in a hospital or private clggtting. In the U.S., the non-surgical
procedure is performed in the retinal specialistfice. Based on data from our FAME Study, we badi€ UVIEN improves vision while
mitigating side effects commonly associated with tise of corticosteroids for the following reasons:

. ILUVIEN delivers FAcThe active pharmaceutical ingredient in ILUVIENHACc, which has demonstrated efficacy in the
treatment of DME in the two completed Phase 3 pivdinical trials, collectively referred to as deAME Study.

. ILUVIEN delivers sustained s-microgram daily levels of a steroid to the eJhe dosage level of ILUVIEN provides lower
daily and aggregate exposure to corticosteroids thiaer intraocular dosage forms currently avadabl

. ILUVIEN is designed to deliver sustained sub-microgramiseaeFAc at an initial rate of 0.25 ug per day dast 36 months
In vitro release kinetics have shown that ILUVIENyides sustained delivery of saticrogram levels of FAc over time. Bas
on the results of the FAME Study, ILUVIEN providesustained, therapeutic effect in the treatme@ME patients for up to
36 months.
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. ILUVIEN's placement utilizes the eye’s natural fluid dymesriThere are two natural currents of fluid within #ee; one to the
front of the eye and the other to the back of & er retina. We believe that ILUVIEN'’s delivery sustained sub-microgram
levels of FAc and insertion into the back of the eptimizes delivery of FAc to the retina by uiilig these natural currents,
maximizes efficacy and mitigates side effects.

. ILUVIEN is inserted using a -gauge needleNeedle gauge determines the size of the woundsthtatated. ILUVIEN is
inserted into the eye in a non-surgical procedsiegia 25-gauge needle, which results in a wouatlistrsmall enough to seal
itself after the needle is removed, thus elimirgtime need for additional intervention. Using aéarneedle would require a
more complicated procedure to create a self-sealignd, or may require a suture to ensure closttieeovound.

Fluocinolone Acetonide

FAc, a nonproprietary corticosteroid, is the active compoimtLUVIEN and a member of the class of steroidewn as corticosteroid
Corticosteroids have demonstrated a range of plalogical actions, including inhibition of inflamrian, inhibition of leukostasis, up
regulation of occludin, inhibition of the releadecertain inflammatory cytokines and suppressioWEBGF secretion. These pharmacological
actions have the potential to treat various ocetenditions, including DME, dry AMD, wet AMD and RV.®owever, FAc shares many of the
same side effects as other corticosteroids cugrentilable for intraocular use, including increh$®P, which may increase the risk of
glaucoma, and the acceleration of cataract formatio

ILUVIEN is Positioned to Mitigate IOP Increases

Based on our analysis of the final clinical readooimn our FAME Study through month 36, it appedrat iLUVIEN mitigates the
incidence of steroid-induced IOP elevations assediaith the intraocular use of corticosteroidedfically Retisert®which we believe is du
to its sustained low dose and insertion in thegramt portion of the eye. Retisert is approvedia t).S. for the treatment of chronic non-
infectious uveitis and contains FAc. It is surgligéinplanted in the posterior segment of the eye.

The side effect of increased IOP associated withiamsteroids in certain people is believed to bedlly related to the interaction of
corticosteroids with the cells of the trabeculasheork, a specialized tissue that acts as a fdtated in the front of the eye. In some
individuals, the use of intraocular corticosterodds result in a change in this meshwork, increpsésistance to outflow, and increasing
pressure inside the eye. We believe the positioafdgUVIEN allows it to take advantage of the pasor flow of fluid away from the
trabecular meshwork of the eye. We believe ILUVIEBlistained low dose and positioning minimizesatiterior chamber exposure to FAc,
where the typical side effects associated withioosteroids take place. We believe the FAME Stueindnstrated ILUVIEN's ability to
mitigate the side effects associated with Retigeobth the incidence of IOP elevations and the Ineinof surgical interventions required to
treat elevated IOP associated.

ILUVIEN Provides Sustained Sub-Microgram Delivery

ILUVIEN consists of a tiny polyimide tube with anpeeable membrane cap on one end and an impernmshdd@e cap on the other end
that is filled with 190ug of FAc in a polyvinyl abol matrix. ILUVIEN is non-bioerodable; howeventh polyimide and the polyvinyl alcohol
matrix have been demonstrated to be biocompatiliteaeular tissues and have histories of safe ugemthe eye. ILUVIEN is designed to
deliver sustained sub-microgram levels of FAc aindral rate of 0.25 ug per day and last 36 months

The ILUVIEN Applicator

We developed a custom, proprietary applicator f&fMIEN, which includes improvements over the moelfisyringe used during our
FAME Study. These improvements include ergonomgigiefeatures, a transparent window to visuallyficonlLUVIEN's presence within
the applicator, a longer needle and markings tdeytetinal specialists to the proper insertion pdks was the case with the modified syringe
used during our FAME Study, the ILUVIEN applicat@es a 25-gauge needle, which results in a wowatdgismall enough to seal itself after
ILUVIEN has been inserted into the back of the agd the needle has been removed.

ILUVIEN for Other Diseases of the Eye
We believe that ILUVIEN has the potential to addrether ophthalmic diseases such as dry AMD, weDfad RVO. Details regardir
the rationale for these other indications are #svis:

. Dry AMD. Dry AMD patients account for 90% of AMD patientsitiwthe greatest unmet need among these patieing ae
treatment for geographic atrophy (GA) for whichrthare currently no treatments available.
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Pre<linical studies in two established rat modelsatimal degeneration reported at the AssociatiorRfesearch in Vision ar
Ophthalmology meetings in 2006, 2007 and 2008, rileestt the efficacious effects of a miniaturizedsien of ILUVIEN in
retinal degeneration. While there are no standezdlipical models of GA, we believe these resuliggport the continued
exploration of ILUVIEN to treat this condition.

. Wet AMD.The size of the wet AMD market was $2 billion in080according to visiongain, an independent conipetit
intelligence organization. AnWEGF antibodies require persistent dosing to mairdetherapeutic effect which is a burder
both the patient and the physician. We believe ILEN has the potential to be synergistic with thekealeading antVEGF
antibody therapies in the treatment of wet AMD givkat corticosteroids have been shown to supphesgroduction of
VEGF.

. Macular edema associated with R\VAccording to GlobalData, a provider of global busia intelligence, there are 16 mill
adults affected with RVO around the world. In Seber 2009, Allergan, Inc. (Allergan) introduced @idgx (a short duratic
corticosteroid) as the first approved product facolar edema following branch or retinal vein os@a. The FDA's
approval of Ozurdex provides additional evidenad torticosteroids work effectively to treat RVO.

ILUVIEN Regulatory Status

ILUVIEN has received marketing authorization in thes., Austria, Belgium, the Czech Republic, Derkm&inland, France, Germany,
Ireland, Italy, Luxembourg, the Netherlands, Norwgrtugal, Spain, Sweden, and the United Kingdothlas been recommended for
marketing authorization in Poland. In the U.S., WWEN is indicated for the treatment of DME in patie who have been previously treated
with a course of corticosteroids and did not haeéracally significant rise in IOP. In the EU couies in which ILUVIEN has received
marketing authorization, it is indicated for theatment of vision impairment associated with DMBgidered insufficiently responsive to
available therapies. As part of the approval predeshe EU, we have committed to conduct a fivarypost-authorization, open label registry
study of ILUVIEN in 800 patients treated.

In September 2013, we submitted an applicatiohedMiedicines and Healthcare Products Regulatorné&gé@HRA) in the United
Kingdom, as the Reference Member State, for teitiaddl EU country approvals through the MRP. Imd2014, we received a positive
outcome from the Repeat-Use Procedure for ILUVIERhese ten countries. In 2014 and 2015, we redenarketing authorizations resulting
from the MRP in Belgium, the Czech Republic, Derlm&inland, Ireland, Luxembourg, the Netherlandsyway and Sweden. The regulatory
process in Poland is in the national phase in whath country grants marketing authorization.

Commercialization

ILUVIEN is the only intraocular therapy to treat EVilesigned to deliver sustained sub-microgram $eweFACc lasting 36 months.Our
commercialization strategy is to establish ILUVIEK a leading therapy for the treatment of DME arabsquently for other indications for
which ILUVIEN may prove safe and effective. We labed ILUVIEN in the United Kingdom and Germany lretsecond quarter of 2013 and
in Portugal and the U.S. in the first quarter 0120We also plan to commercialize ILUVIEN, directlywith a partner, in other EU and non-
EU countries pending the receipt of reimbursemadtfature applicable regulatory approvals. Althowughanticipate ILUVIEN being
administered as a standalone therapy, we do nesderthe use of ILUVIEN as precluding the admiatiiin of other therapies in conjunction
with ILUVIEN. Our commercialization strategy in aggography is subject to and dependent upon théategy approval of ILUVIEN in any
jurisdiction.

Sales and Marketing

We are led by an executive team with extensive ceroialization expertise with ophthalmic productsliring the launch and
management of Visudyne, the first pharmacologieatment indicated for the treatment of wet AMD.

In late 2012 and early 2013 we established a caragement team for our EU operations based in tiiiedJKingdom. In November
2012, we entered into a master services agreenignQuintiles Commercial Europe Limited. Under eigreement, Quintiles Commercial
Europe Limited and its affiliates (collectively, @tiles Commercial) provide certain services tarusonnection with the commercialization of
ILUVIEN in certain countries in Europe. Such seesdnclude marketing, brand management, sales pimmand detailing, market access,
pricing and reimbursement support, regulatory, medicience liaison and communications and/or atbgisory services. As of December 31,
2014, we had entered into project orders with QlesmtCommercial for the provision of sales, mankgtimanagement, market access and
medical science personnel in Germany, the Unitedyffom and France. Under these project orders @asr@iommercial, as of December 31,
2014, employed 16 persons fully dedicated to Alem€&yuintiles Commercial also employed 3 personsgiigrdedicated to us in Germany, the
United Kingdom and France as of December 31, 2BilBecember 2013 and January 2014,

9




Table of Contents

respectively, we transitioned our German and Uritedjdom country manager positions in-house. Ingbeond half of 2014, we notified
Quintiles Commercial that we would be terminatihg project orders associated with Germany and Erand transitioning the covered
positions employed by Quintiles Commercial to oaynoll. We expect to complete these transitionsnduthe second quarter of 2015. In the
first quarter of 2015, we notified Quintiles Commiat that we would be terminating the project osdassociated with the United Kingdom anc
transitioning the covered positions employed byrié#is Commercial to our payroll. We expect to céetgthis transition during the third
quarter of 2015. As of December 31, 2014 we diyesmthployed 9 persons in the EU.

We began building our U.S. commercial infrastruetur the fourth quarter of 2014 following the FDppaoval of ILUVIEN in the third
quarter of 2014 with the addition of sales managenfeld sales representatives, payor relatiorgisists, reimbursement support specialists
and other positions. As of December 31, 2014 ouorrnercial organization included 21 employees, andhined 32 additional employees in the
first quarter of 2015.

Our plan includes developing our medical marketprgmotion and communication materials and ensuhiaginfluential retinal
specialists are presenting our FAME Study dataraesisages at key retina meetings in the U.S. and EU.

Manufacturing

We do not have, and do not intend to establismdruse manufacturing capability for our productd as a result we will continue to
depend heavily on third-party contract manufactuterproduce and package ILUVIEN. We rely on thes@mufacturers to produce active
pharmaceutical ingredients, or APIs, and finishedygroducts in accordance with current Good Martufing Practices (cGMPs) and all ot
applicable laws and regulations. We anticipate weatvill continue to rely on contract manufacturersnanufacture ILUVIEN for commercial
sale. We maintain agreements with potential anstiexj manufacturers that include confidentialitgl amtellectual property provisions to
protect our proprietary rights related to ILUVIEN.

Third party manufacturers are responsible for tamercial-scale production of ILUVIEN and the ILUBM applicator. We have
finalized agreements with the manufacturer of RAe,active pharmaceutical ingredient in ILUVIEN (RMABIOS SpA/Byron Chemical
Company Inc.), the manufacturer of the componehtiseolLUVIEN applicator (FlexMedical or an affilia of Flextronics International, Ltd.
(Flextronics)),the manufacturer of ILUVIEN (AlliaedMedical Products Inc., a Siegfried Company (Alti@)) and the manufacturer for the
quality release testing of ILUVIEN in the EU (AndenBrecon Limited trading as Packaging Coordinatoxs). We do not currently have
alternate providers for any of these activitiese filanufacturing process for ILUVIEN consists dirfij the polyimide tube with a matrix
consisting of FAc and polyvinyl alcohol, cuttingettubes, capping the tubes with membrane capsigcatihigh temperature, loading ILUVIE
inside the ILUVIEN applicator, packaging and steiilg the product. This process has been validatédliance, the third-party contract
manufacturer of ILUVIEN.

In February 2010, we entered into a commercial faanturing agreement with Alliance whereby Alliaragreed to manufacture and
package ILUVIEN for us at its Irvine, Californiacitity. Certain equipment at Alliance’s facility waurchased by us and is used solely for the
purpose of allowing Alliance to manufacture andiaaye ILUVIEN for us. Under the agreement, we ase aésponsible for supplying Alliance
with the ILUVIEN applicator and the API. Pursuaotaur agreement with Alliance, we have agreed dieiofrom Alliance at least 80% of our
total requirements for new units of ILUVIEN in theS., Canada and Europe in a calendar year; provfdg Alliance is able to fulfill our
supply requirements and is not in breach of iteagrents or obligations to us. Unless terminatelicean accordance with the provisions
thereof, our agreement with Alliance has an inigain of six years and will automatically renew $oiccessive terms of one year unless eithel
party delivers written notice of non-renewal to tiker at least 12 months prior to the end of blem tcurrent term.

In February 2012, we entered into a commercial faanturing agreement with Flextronics whereby Flerics agreed to manufacture
components of the ILUVIEN applicator for us atTifuana, Mexico facility. Certain equipment at Rienics’ facility was purchased by us and
is used solely for the purpose of allowing Flextesrto manufacture the components of the ILUVIENIagator for us. Unless terminated
earlier in accordance with the provisions thereaf, agreement with Flextronics has an initial teéfithree years and will automatically renew
for successive terms of one year unless eithey pativers written notice of non-renewal to theestht least 18 months prior to the end of the
then current term.

Customers

Our revenues for the fiscal year ended Decembe2@®14 were generated from product sales primaril@érmany and the United
Kingdom. No customers accounted for more than 10&uptotal consolidated revenue for the year eridedember 31, 2014. Two customers
in Europe accounted for approximately 23% of otmltoonsolidated revenues for the year ended Deeef3ih 2013. No other customer
accounted for more than 10% of revenue in 2013.
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Competition

The development and commercialization of new damgsdrug delivery technologies is highly competitiWe face competition with
respect to ILUVIEN and any products or product é¢datés we may develop or commercialize in the fifuwm major pharmaceutical
companies, specialty pharmaceutical companies iednnology companies worldwide, many of whom hswiestantially greater financial
and other resources than we do. In the countriggioh ILUVIEN has received or been recommendecdhiarketing authorization, or becomes
approved for use in the treatment of DME, it corepair will compete against the use of anti-VEGHRkoaaties, short duration corticosteroids
and laser photocoagulation or other therapiesntiagt be approved in the future. There are other emies working to develop other drug
therapies and sustained delivery platforms for Dafie other indications. We believe that the follogv@ompanies provide potential
competition to ILUVIEN:

. Roche’s products Lucentis (ranibizumab injectiand Avastin (bevacizumab) are both anti-VEGFlaties. Lucentis is
marketed in the EU by Novartis. Lucentis is curieapproved for the treatment of DME, the treatmameovascular wet
AMD and the treatment of macular edema following@®m the U.S. and the EU. Avastin, an oncology patdis used by
retinal specialists in both the U.S. and in certaiantries of the EU in the treatment of numeraimal diseases but is not
formulated or approved for any ophthalmic use.

. Allergan’s product Ozurdex (dexamethasone iitire&l implant), is a short duration biodegradahiglant that delivers the
corticosteroid dexamethasone. Ozurdex is approwethé treatment of DME, macular edema followingriwh or central RVO
and non-infectious uveitis affecting the postesegment of the eye in both the U.S. and the EU.

. Regeneron/Bayer’s Eylea (aflibercept), a VEGHhitor, is approved for the treatment of DME, naseular wet AMD and
RVO in the U.S. and in the EU.

In addition, there are a number of other compaimes, ding Ophthotech Corporation, Ampio Pharmaioalg and pSivida, which are
developing drug therapies or sustained delivertfqlas for the treatment of ocular diseases. Tltesgpanies are seeking to apply their
technologies to ophthalmic indications in earlygstalinical trials.

We believe we will be less likely to face generenpetition for ILUVIEN because of the bioequivalgmequirements of a generic form
of ILUVIEN. A generic pharmaceutical competitoritdJVIEN would need to establish bioequivalency thgh the demonstration of an
equivalent pharmacodynamic endpoint in a clinidal.tWe believe conducting such a clinical trisdwid be cost prohibitive and time
consuming.

The licensing and acquisition of pharmaceuticatipits, which is part of our strategy, is a highdynpetitive area. A number of more
established companies are also pursuing strateglEense or acquire products. These establisbetbanies may have a competitive
advantage over us due to, among other factors, gtzei, cash flow and institutional experience.

Licenses and Agreements
pSivida US, Inc.

We entered into an agreement with pSivida in Falyr@805, and a subsequent amendment in March 20@tain a worldwide
exclusive license to develop and sell ILUVIEN faligery to the back of the eye for the treatment prevention of eye diseases in humans
(other than uveitis). This agreement also provigewith a worldwide non-exclusive license to depedmd sell pSivida’s proprietary delivery
device to deliver other corticosteroids to the batthe eye for the treatment and prevention ofdigeases in humans (other than uveitis) or t
treat DME by delivering a compound to the backhef ¢ye through a direct delivery method througmaision required for a 25-gauge or
larger needle. We do not have the right to devalupsell pSivida’'s proprietary delivery device onoection with indications for diseases
outside of the eye or for the treatment of uveitis.

Our license rights to pSivida’'s proprietary deliweevice could revert to pSivida if we were toféill twice to cure our breach of an
obligation to make certain payments to pSividaoleihg receipt of written notice thereof; (ii) fad cure other breaches of material terms of
agreement with pSivida within 30 days after not€such breaches or such longer period (up to 98)dss may be reasonably necessary if th
breach cannot be cured within such 30-day perioffile for protection under the bankruptcy laweaake an assignment for the benefit of
creditors, appoint or suffer appointment of a reeeor trustee over our property, file a petitiorar any bankruptcy or insolvency act or have
any such petition filed against us and such praogegmains undismissed or unstayed for a periadarke than 60 days; or (iv) we notify
pSivida in writing of our decision to abandon adigehse with respect to a certain product using igd&is proprietary delivery device. We were
not in breach of our agreement with pSivida as ef&nber 31, 2014.
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The agreement provides that after commercializatfdb UVIEN, pSivida will be entitled to 20% of theet profits as defined in the
amended and restated agreement. In connectiorthistrrangement we are entitled to recover 20%pafmercialization costs of ILUVIEN,
as defined in the agreement, incurred prior to pebgrofitability out of pSivida’s share of net fiits. As of December 31, 2014 and 2013,
pSivida owed us $15.1 million and $12.2 millionspectively, in commercialization costs. Due touheertainty of future net profits from
ILUVIEN, we have fully reserved these amounts ia #tcompanying consolidated financial statements.

As a result of the FDA approval of ILUVIEN in Septber 2014, we paid pSivida a milestone paymen®5fmillion (the pSivida
Milestone Payment) in October 2014. If we werenteeinto any sub-license of ILUVIEN, we must sha@8s of net profits and 33% of any
lump sum milestone payments received from a sudntiee, as defined in the agreement with pSivida.

Government Regulation
General Overview

Government authorities in the U.S. and other coemxtensively regulate among other things theareh, development, testing, qual
efficacy, safety (pre- and post-marketing), mantufidcg, labeling, storage, record-keeping, adviegispromotion, export, import, marketing
and distribution of pharmaceutical products.

u.S.

In the U.S., the FDA, under the Federal Food, Daimgl Cosmetic Act (FD&C Act) and other federal éomhl statutes and regulations,
subjects pharmaceutical products to review. If wendt comply with applicable regulations, the gowvaent may refuse to approve or place ou
clinical studies on clinical hold, refuse to appraur marketing applications, refuse to allow usemufacture or market our products, seiz¢
products, impose injunctions and monetary fines®rand prosecute us for criminal offenses.

To obtain approval of a new product from the FDA, mvust, among other requirements, submit data stipgahe safety and efficacy as
well as detailed information on the manufacture emmhposition of the product and proposed labeling.

The testing and collection of data and the preparaif the necessary applications are expensivdiarglconsuming. The FDA may not
act quickly or favorably in reviewing these apptioas, and we may encounter significant difficudt@r costs in our efforts to obtain FDA
approval that could delay or preclude us from mtmgeour products. The drug approval process init# generally involves the following:

. completion of preclinical laboratory and anintedting and formulation studies conducted underddaboratory Practices
(GLP) regulations;

. submission of an Investigational New Drug Apation (IND) which must become effective before hanshinical trials may
begin;

. completion of adequate and well-controlled hurolimical trials to establish the safety and effigaf the investigational drug
for its intended use; the studies must be condume@r Good Clinical Practices (GCP) regulations;

. submission of a NDA or Biologics License Applicati(BLA);

. satisfactory completion of an FDA inspectiortled manufacturing facility or facilities where theoduct is produced to assess

compliance with cGMP regulations; and
. FDA review and approval of the NDA or BL

Preclinical tests include laboratory evaluationshef active drug’s chemical and physical properpesduct formulation and stability and
animal studies to establish pharmacological effantssafety. The sponsor must submit the resultseafiinical tests, chemistry, manufactur
and control (CMC) information and a clinical deyaheent plan including clinical protocol(s) in an INDhe sponsor cannot start clinical
studies until the IND becomes effective which isd2s after receipt by the FDA unless the FDA amncerns or questions before expiratiot
of the 30-day review period. In that case, the spoand the FDA must resolve the questions or gosdeefore clinical trials can proceed.

Clinical trials involve the administration of theviestigational drug to human subjects under thersigion of qualified investigators.
They are typically conducted in three sequentialggls but the phases may overlap or be combinet.tEalcmust be reviewed and approved
by an independent Institutional Review Board befboan begin.
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Phase 1 trials usually involve the initial introtioa of the investigational drug in a small numb&human subjects to evaluate the
product’s safety, dosage tolerance and pharmacadgsand if possible, to gain an early indicatidit® effectiveness.

Phase 2 trials are usually conducted in a limitaiiept population to evaluate dosage toleranceappdopriate dosage; identify possible
adverse effects and safety risks; and preliminailgluate the efficacy of the drug for specificigadions.

Phase 3 trials further evaluate clinical efficang #est further for safety in an expanded pati@piutation at geographically dispersed-
sites. Completion of two adequate and well-corgbPhase 3 studies with results that replicate et is the norm before an application is
submitted to the FDA.

The FDA closely monitors the progress of each plafséinical testing and may, at its discretioreveluate, alter, suspend or terminate
testing based on data accumulated to that pointtagsessment of the risk/benefit relationshighéopatient. Total time required for running
the clinical studies varies between two and temsyésdditional clinical testing may be required &precial classes of patients, e.g., geriatric
patients, pediatric patients, patients with rengdairment.

Once all the clinical studies are completed, thanspr submits a NDA containing the results of ntmigal and clinical trials, together
with detailed CMC information for the product anwposed labeling. It is also important that thensuo provide a detailed description and
justify the risk/benefit relationship of the drugthe patient. Under the Prescription Drug User A&ete(PDUFA), the applicant has to pay a L
fee, which was $2.2 million in 2014, increasings®3 million in 2015. Once approved by the FDA ragdrequires an annual maintenance fee
which is currently $110,000.

The FDA conducts a preliminary review of the NDAdamithin 60 days will make a “fileability” decisiofOnce the submission is
accepted for filing, the FDA conducts andapth review of the NDA. Under the PDUFA, the FDashien months and six months, respecti
in which to complete its review and issue an actatrer for a Standard and Priority Review NDA. Tegiew process may be extended by t
months if the FDA requests additional informatiartiee sponsor provides significant new informatiorelarification regarding information
already provided in the submission within the thste months of the original PDUFA date. If the FBAvaluation of the NDA and
audit/inspection of clinical and manufacturing prdares and facilities are favorable, the FDA mayéseither an approval letter or complete
response letter (CRL). A CRL is issued if the FD&tetmines that it will not approve the applicatinrits present form. The CRL will describe
all of the specific deficiencies the FDA has idéetl and when possible, the FDA will recommendaudithat the applicant can take before the
application may be approved.

Upon receipt of a CRL, the applicant must take afithe following actions:

. resubmit the NDA addressing all deficiencies idi#diin the CRL
. withdraw the NDA without prejudice to a subsequaitimission; ¢
. request an opportunity for a hearing on the tioe®f whether there are grounds for denying apalrof the NDA. Within 60

days of the date of request, or within a diffetiamie period to which the applicant and the FDA agthe FDA will either
approve the NDA or refuse to approve the NDA. & BDA refuses to approve the NDA, it will give thgplicant a written
notice of an opportunity for a hearing on the guesof whether there are grounds for denying apgrofthe NDA.

Responses to the CRL can be classified as Clas€lhss 2. Class 1 and Class 2 resubmissions have-month and a sixaonth review
cycle, respectively, beginning on the date the FBéeives the resubmission. Examples of Class bneissions are: draft or final printed
labeling, safety update, stability update, propo$al mandatory post-marketing commitments, assdigation data, minor re-analysis of
previously submitted data and minor clarificatioALClass 2 resubmission is for any item not spedifis a Class 1 item including any item
would require presentation to an Advisory Committee

Within one year after receipt of the CRL, the apgotit is required to take one of the actions citealva. If the applicant does not take one
of these actions, the FDA will consider the lackedponse as a request to withdraw the NDA. Thécapp can also request an extension of
time to resubmit the NDA. A resubmission must fudlydress all the deficiencies cited. A partial cese to the CRL will not be processed as «
resubmission and will not start a new review cycle.

Other Regulatory Requirements

Risk Evaluation and Mitigation Strategy (REMB)e Food and Drug Administration Amendments Ac2@®7 (FDAAA), gives the FD;
authority to require a drug-specific REMS to engheesafe use of the drug. In determining whether
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a REMS is necessary, the FDA must consider thedSitee population most likely to use the drug, $keousness of the disease or condition t
be treated, the expected benefit of the drug, thatmn of treatment, the seriousness of knownobemtial adverse events and whether or not
the drug is a new chemical entity. If the FDA detigres a REMS is necessary, the sponsor must prapesREMS plan at the time of appro

A REMS may be required to include various elemesush as a medication guide or patient packagetjrseommunication plan to educate
health providers of the drug’s risks, a limitatiom who may prescribe or dispense the drug or attearsures that the FDA deems necessary tc
assure safe use of the drug.

The FDAAA also expands the FDA'’s authority to reguostapproval studies and clinical trials if the FDAteaifdrug approval, deems
appropriate. The purpose of such studies woula lzs$ess a known serious risk or signals of awserisk related to the drug or to identify an
unexpected serious risk when available data inglittet potential for a serious risk. The FDA may akquire a labeling change if it becomes
aware of new safety information that it believesiugtl be included in the labeling of a drug.

Post-Marketing Requirementbhere are postarketing safety surveillance requirements thategeired to be met to continue market
an approved product. Adverse experiences with tbeéyct must be reported to the FDA and could reéauinhposition of market restrictions
through labeling changes or in product removaldBeb approvals may be withdrawn if compliance wébulatory requirements is not
maintained or if problems concerning safety andfticacy of the product occur following approvah& FDA may also, in its discretion,
require post-marketing testing and surveillancentmitor the effects of approved products or plameditions on any approvals that could
restrict the commercial applications of these potsluThe FDA did not require any post-marketingingsor surveillance as part of its approval
of ILUVIEN.

With respect to product advertising and promotibmarketed products, the FDA imposes a number offtex regulations which
include, among others, standards for direct-to-gores advertising, off-label promotions, industryeepored scientific and educational
activities and Internet promotional activities. THBA has very broad enforcement authority undeRB&C Act, and failure to abide by these
regulations can result in penalties, includingitseiance of warning letters directing the spons@otrect deviations from FDA standards, a
requirement that future advertising and promotionaterials are pre-cleared by the FDA, and stadiefedheral civil and criminal investigations
and prosecutions.

The manufacturing facility that produces our prddaast maintain compliance with cGMP and is subjegieriodic inspections by the
FDA. Failure to comply with statutory and regulagtoequirements subjects a manufacturer to poskgkd and regulatory action, including
Warning Letters, seizure or recall of productsjmgtions, consent decrees placing significanticgtns on or suspending manufacturing
operations and civil and criminal penalties. In @RL received in October 2013, the FDA referenceficiencies in the methods and controls
used for the drug product at the facility where WIBEN is manufactured. We do not believe that theskciencies will affect our European
commercial supply of ILUVIEN. We and our third-parhanufacturer are in the process of resolvingealtegiciencies.

Foreign Regulations

Foreign regulatory systems, although varying framandry to country, include risks similar to thossaciated with FDA regulations in
the U.S.

Under the EU regulatory system, applications fagdapproval may be submitted either in a centrdlmedecentralized procedure. Un
the centralized procedure, a single applicatiothéoEMA, if approved, would permit marketing of duct throughout the EU (currently 27
member states). The centralized procedure is manydfar new chemical entities, biotech and orpharmggroducts and products to treat All
cancer, diabetes and neuro-degenerative disongterjramune diseases, other immune dysfunctionsvaatidiseases. Products that constitute
a significant therapeutic, scientific or technicalovation or which are in the interests of pasantthe EU may also be submitted under this
procedure. We believe ILUVIEN would have potenyiajualified for this procedure as a product thatstibutes a significant therapeutic,
scientific or technical innovation. However, we shdo pursue the decentralized procedure in Ayugtrance, Germany, Italy, Portugal, Spain
and the United Kingdom due to our limited resourdéee decentralized procedure provides for apptioatto be submitted for marketing
authorization in a select number of EU countridse Process is managed by a central Reference Mebtater (RMS) that coordinates the
review process with the Concerned Member States.

A mutual recognition procedure of nationally apm@dwdecisions is available to pursue marketing aightions for a product in the
remaining EU countries once marketing authorizatias been received in any EU country. Under theuatuiecognition procedure, the hold
of national marketing authorization in one of tleictries within the EU may submit further applioas to other countries within the EU, who
will be requested to recognize the original autretion based on the FAR provided by the RMS. Int&aper 2013, we submitted an
application to the MHRA in the United Kingdom, &g tReference Member State, for ten additional Elhtty approvals through the Mutual
Recognition Procedure.

Third-party reimbursement and pricing controls
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In the EU, U.S. and elsewhere, sales of pharmaadydroducts depend in significant part on the labdity of reimbursement to the
consumer from third-party payers, such as govermnmet private insurance plans. Third-party payeesracreasingly challenging the prices
charged for medical products and services. In tf&,lit is time consuming and expensive for usaahgough the process of seeking
reimbursement from Medicare and private payers.foducts may not be considered cost-effective,caverage and reimbursement may no
be available or sufficient to allow us or our parsto sell our products on a competitive or padié basis. The passage of the Medicare
Prescription Drug and Modernization Act of 2003 aaps new requirements for the distribution andqgiof prescription drugs which may
affect the marketing of our products.

The Patient Protection and Affordable Care Acam®&nded by the Health Care and Education Affordatitleconciliation Act of 2010,
collectively referred to as the ACA, is expectedignificantly change the way healthcare is finahlog both governmental and private insui
The provisions of the ACA became effective oveliaas periods from 2010 through 2014. While we cammedict what impact on federal
reimbursement policies this law will have in generaspecifically on any product we commercialitee ACA may result in downward
pressure on pharmaceutical reimbursement, whicldamgatively affect market acceptance of new petsluThe rebates, discounts, taxes anc
other costs resulting from the ACA may have a gigamt effect on our profitability in the futuren bddition, potential reductions of the per
capita rate of growth in Medicare spending underARA, could potentially limit access to certaiaatments or mandate price controls for our
products. Moreover, although the U.S. Supreme Gmstupheld the constitutionality of most of theAdGome states have indicated that they
intend not to implement certain sections of the A@Ad some members of the U.S. Congress are stikimg to repeal the ACA. We cannot
predict whether these challenges will continuetbeoproposals will be made or adopted, or whatichthese efforts may have on us.

In many foreign markets, including the countrieshie EU, pricing of pharmaceutical products is sabjo governmental control. In the
U.S., there have been, and we expect that theleavitinue to be, a number of federal and statpgsals to implement similar governmental
pricing control. While we cannot predict whetheclslegislative or regulatory proposals will be atdoly the adoption of such proposals could
have a material adverse effect on our businesadial condition and profitability.

Patents and Proprietary Rights

Our success depends in part on our ability to atdad maintain proprietary protection for ILUVIEN any future products or product
candidates, technology and know-how, to operatkowitinfringing on the proprietary rights of othersd to prevent others from infringing our
proprietary rights. Because certain intellectualparty relating to ILUVIEN is licensed to us byrthiparty collaborators, we are dependent on
our collaboratorsability to obtain and maintain such protection. \hee have conducted our own research, our pdity seek to protect o
proprietary position by, among other methods, dilh.S. and foreign patent applications relateduopsoprietary technology, inventions and
improvements that are important to the developroéntr business. We also rely on trade secretsaykmmw, continuing technological
innovation and in-licensing opportunities to deyeémd maintain our proprietary position.

As of December 31, 2014, we owned or have licesset.S. utility patents, one U.S. design patemnt avo U.S. patent applications as
well as numerous foreign counterparts to many e$¢hpatents and patent applications relating t&/IBN or the ILUVIEN applicator. We
licensed two European patents from pSivida direttiemlir low-dose device and have an applicatiordpgndirected to our applicator system
for ILUVIEN. We licensed our patent rights relatitILUVIEN from pSivida. Pursuant to our agreemeiith pSivida, we only have the right
to our ILUVIEN-related patent rights for diseases of the humar(@per than uveitis). Our licensed patent portfaticludes U.S. patents (wi
no currently pending or issued corresponding Euan@pplications or patents) with claims directechiethods for administering a
corticosteroid with an implantable sustained deiivdevice to deliver the corticosteroid to the ettus of the eye wherein aqueous
corticosteroid concentration is less than vitrecwsicosteroid concentration during release.

U.S. utility patents generally have a term of 2@rgedfrom the date of filing. The utility patenthig relating to ILUVIEN licensed to us
from pSivida include six U.S. patents that expiegieen March 2019 and August 2027 and counteriliagd to these patents in a number of
other jurisdictions. Two European patents are Beento us from pSivida directed to our low-dosei@®ethat expire in April of 2021 and
October 2024. No patent term extension or supplésngprotection certificate will be available famaof these U.S. or European patents or
applications.

The patent positions of companies like ours aregdly uncertain and involve complex legal anddatfuestions. Our ability to
maintain and solidify our proprietary position fmur technology will depend on our success in olgieffective claims and enforcing those
claims once granted. We do not know whether arguofpatent applications or those patent applicattbat we license will result in the
issuance of any patents. Our issued patents asd that may issue in the future, or those licetseds, may be challenged, invalidated or
circumvented, which could limit our ability to stepmpetitors from marketing related products orlémgth of term of patent protection that
we may have for our products. In addition, the t8gh
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granted under any issued patents may not provisdathgroprietary protection or competitive advagga against competitors with similar
technology. Furthermore, our competitors may indelpatly develop similar technologies or duplicatg technology developed by us.
Because of the extensive time required for devetpintesting and regulatory review of a potentialdoict, it is possible that, before such
product can be commercialized, any related pateytexpire or remain in force for only a short pdrfollowing commercialization, thereby
reducing any advantage of the patent.

We may rely, in some circumstances, on trade setoqirotect our technology. However, trade seeaetdifficult to protect. We seek to
protect our proprietary technology and processepart, by confidentiality agreements with our eoygles, consultants, scientific advisors and
other contractors. These agreements may be breamhedve may not have adequate remedies for aaghtorén addition, our trade secrets r
otherwise become known or be independently dis@al/by competitors. To the extent that our employeessultants or contractors use
intellectual property owned by others in their wéok us, disputes may arise as to the rights iateel or resulting know-how and inventions.

Research and Development

We have built a research and development orgaaiz#tiat includes extensive expertise with ophthaljpnoducts including Visudyne, t
first pharmacological treatment indicated for patsewith wet AMD. We operate cross-functionally ard led by an experienced research anc
development management team. We also access refaaaket information and key opinion leaders inatireg target product profiles and,
when appropriate, as we advance our programs tonesaialization. We engage third parties to conduwetclinical and preclinical research. In
addition, we utilize multiple clinical sites to atunct our clinical trials; however we are not substdly dependent upon any one of these sites
for our clinical trials nor do any of them condactajor portion of our clinical trials.

We invested $11.4 million and $8.4 million in resgraand development during the years ended Dece®ih@014 and 2013,
respectively.

Employees

As of March 6, 2015, we had 105 employees with 2B@se employees engaged in research, develo@ndmregulatory activities, and
82 engaged in administrative support, finance,rinfition technology and sales and marketing aaitNone of our employees is representec
by a labor union and we consider our employeeicglatto be good.

Corporate Information

We are a Delaware corporation incorporated on du2€03. Our principal executive office is locat#db120 Windward Parkway, Suite
290, Alpharetta, Georgia 30005 and our telephomebrau is (678) 990-5740. Our website address is vaimverasciences.com. The
information contained in, or that can be accessszligh, our website is not part of this report ahduld not be considered part of this report.

Available Information

We file annual, quarterly, and current reportsxgrstatements, and other documents with the Séesiahd Exchange Commission
(SEC) under the Securities Exchange Act of 1934nasnded (the Exchange Act). The public may readcapy any materials that we file w
the SEC at the SEC’s Public Reference Room at 180idet, NE, Washington, DC 20549. The public miaiain information on the operation
of the Public Reference Room by calling the SEC-800-SEC-0330. Also, the SEC maintains an Intewsdtsite that contains reports, proxy
and information statements, and other informategarding issuers, including us, that file electcafly with the SEC. The public can obtain
any documents that we file with the SEC at www g®ee.

Copies of each of our filings with the SEC on FdrtaK, Form 10-Q and Form 8-K and all amendmentbdse reports, can be viewed
and downloaded free of charge at our website, wiiwesiasciences.com as soon as reasonably praatiaételr the reports and amendments
electronically filed with or furnished to the SEC.

Our code of ethics, other corporate policies amdgdures, and the charters of our Audit Commitimmpensation Committee and
Nominating/Corporate Governance Committee are abkglthrough our website at www.alimerasciences.:

16




Table of Contents
ITEM 1A. RISK FACTORS

Investing in our common stock involves risk. Yawkhcarefully consider the risks described bel@weell as all the other information
this report, including the consolidated financithtements and the related notes appearing at tleoéithis annual report on Form 10-K,
before making an investment decision. The risksusmegrtainties described below are not the onlkgiand uncertainties we face. Additional
risks and uncertainties not presently known to uthat we currently deem immaterial also may impair business operations. If any of the
following risks actually occur, our business, resulf operations and financial condition could suffin that event the trading price of @
common stock could decline, and you may lose gbor of your investment. The risks discussed belsw include forwardeoking statemen
and our actual results may differ substantiallyrfréhose discussed in these forward-looking statésnen

Risks Related to Our Dependence on ILUVIEN and OuBusiness

We are heavily dependent on the commercial sucadssur lead product, ILUVIEN, which has received mieeting authorizations i
the U.S., Austria, Belgium, the Czech Republic, Desrk, Finland, France, Germany, Ireland, Italy, Luembourg, the Netherland
Norway, Portugal, Spain, Sweden and the United Kilogn for the treatment of diabetic macular edema (B)M and on the regulator
approval of ILUVIEN in other countries, which may ever occur.

We are a pharmaceutical company with only one mbduailable for commercial sale in a limited numb&markets. As a result, ¢
future success is currently dependent upon the @naial and regulatory success of ILUVIEN. ILUVIENdreceived marketing authorizat
in the U.S., Austria, Belgium, the Czech Repuldlenmark, Finland, France, Germany, Ireland, Ithlyxembourg, the Netherlands, Norw
Portugal, Spain, Sweden and the United Kingdom,l@slbeen recommended for marketing authorizatidPoiand. In the U.S., ILUVIEN
indicated for the treatment of DME in patients wiave been previously treated with a course of @usteroids and did not have a clinic
significant rise in intraocular pressure (IOP).the EU countries in which ILUVIEN has received metikg authorization, ILUVIEN |
indicated for the treatment of vision impairmens@sated with chronic DME considered insufficientisponsive to available therapies.
launched ILUVIEN in the United Kingdom and Germanythe second quarter of 2013 and Portugal andJt8e in the first quarter of 201
The timing of the commercial launch of ILUVIEN imya country is dependent upon each specific coumtpyicing and reimbursem
timelines. Because we do not currently have anyymrets or product candidates available for salenoclinical development other th
ILUVIEN, our future success is dependent upon ligdommercial operations in the EU and the U.Suttcessfully commercialize ILUVIE
for the treatment of DME.

We anticipate that in the near term our abilitygienerate revenues will depend solely on our abititysuccessfully commerciali
ILUVIEN on our own in Germany, the United Kingdomoprtugal and the U.S. If we do not successfully mamtialize ILUVIEN in thes
countries or other countries in the EU, our abititygenerate revenue may be jeopardized and, coesty, our business may be serio
harmed. We may not be able to commercialize ILUVIEN:cessfully, which would have a material advexect on our business &
prospects. In the near term, we may experience/sl@iad unforeseen difficulties in the launch of MIEN in one or more countries, includi
obtaining unfavorable pricing and/or reimbursemehich could negatively affect our stock price.

In addition, we have incurred and expect to comitmincur significant expenses and to utilize lassantial portion of our cash resout
for the commercial launch of ILUVIEN in Germany etiynited Kingdom, Portugal and the U.S., continoeptrsue the approval of ¢
reimbursement for ILUVIEN in other countries andhtinue to grow our operational capabilities. Thépresents a significant investment in
commercial and regulatory success of ILUVIEN, whiglincertain.

We may also fail to develop future products or piidcandidates. If this were to occur, we will éone to be dependent on
successful commercialization of ILUVIEN, our devahoent costs may increase and our ability to geeeeatenue could be impaired.

ILUVIEN may not be commercially successful.

Market acceptance of and demand for ILUVIEN wilpdad on many factors, including, but not limited to

. cost of treatmer
. pricing and availability of alternative produc
. our ability to obtain thirgsarty coverage or reimbursement for ILUVIE
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. perceived efficacy relative to other available #pées

. shifts in the medical community to new treatmerrag@gms or standards of ce
. relative convenience and ease of administratiod

. prevalence and severity of adverse side effectscaged with treatmer

We have limited experience and information witharehto the market acceptance of ILUVIEN in the Eletsewhere. As a result,
may have to revise our estimates regarding thepéaeee of ILUVIEN under our anticipated pricingustiure, reevaluate and/or change
anticipated pricing for ILUVIEN.

Additionally, we may encounter unexpected or urdesn delays in expanding our commercial operatibat delay the commerc

launch in one or more countries in which ILUVIENshaceived or been recommended for marketing aatitmm. These delays may incre
the cost of and the resources required for suagiessmmercialization of ILUVIEN.

Our quarterly operating results and cash flows méyctuate significantly.

We expect our operating results and cash flowsottticue to be subject to quarterly fluctuationseTevenues we generate and
operating results will be affected by numerousdestincluding:

. the commercial success of ILUVIE

. our ability to obtain regulatory approval of ILUMNEIn additional jurisdiction:

. cost of product sale

. marketing and other expens

. manufacturing or supply issu

. regulatory developments affecting ILUVIEN, outdre product candidates or our competitpragiducts

. the emergence of products that compete with ILUV,

. variations in the level of expenses related topyaducts or future development progra

. the timing and amount of royalties or milestonerpamts

. the status of our preclinical and clinical develgmiprogram:

. our execution of collaborative, licensing or otherangements, and the timing of payments we mayemakeceive under the
arrangements;

. any intellectual property infringement or other it in which we may become involved; i

. the timing and recognition of stodlased compensation expel

If our operating results fall below the expectasiasf investors or securities analysts, the priceowf common stock could decli
substantially. Furthermore, any fluctuations in operating results or cash flows may, in turn, easignificant volatility in the price of o
stock. We believe that comparisons of our quartéirigncial results are not necessarily meaninghd ahould not be relied upon as
indication of our future performance.

We have incurred operating losses in each year simmar inception and expect to continue to incur sthntial and increasing loss:
for the foreseeable future
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We launched ILUVIEN in the United Kingdom and German the second quarter of 2013, and PortugaltaedJ.S. in the first quart
of 2015. We are not currently generating signifta@venues and we cannot estimate with precisierextent of our future losses. ILUVIEN
our only product currently approved for commeraale. We may never achieve profitability. We expgectontinue to incur substantial ¢
increasing losses. As a result of these factorsameuncertain when or if we will achieve profiféiiand, if so, whether we will be able
sustain it. As of December 31, 2014, we have actaten a deficit of $313.3 million. Our ability teegerate significant revenue and ach
profitability is dependent on our ability to sucsidly market and sell ILUVIEN, have ILUVIEN manufaured, to complete the developmer
any future products or product candidates and obtacessary regulatory approvals of any future yctedor product candidates. We cal
assure you that we will be profitable even if weaassfully commercialize our products. Failure éadme and remain profitable may adver
affect the market price of our common stock andatility to raise capital and continue operations.

We may need additional capital to support our grimvivhich may be difficult to obtain, restrict ourperations and will result i
additional dilution to our stockholders.

We do not expect to have positive cash flow froneragions until 2016, if at all. At December 31, 20We had approximately $7!
million in cash and cash equivalents. We believe @ash and cash equivalents will be sufficientuod our operations for the contint
commercialization of ILUVIEN in Germany and the tad Kingdom, and the launch of ILUVIEN in Portugaid the U.S. We will seek
raise additional financing to fund our working dapneeds associated with the commercializatiohL OVIEN in the U.S., if necessary. If v
are unable to raise additional financing, then way radjust our commercial plans so that we can woatto operate with our existing ¢
resources. The actual amount of funds that weneild will be determined by many factors, some dtlwhare beyond our control, and we r
need funds sooner than currently anticipated. Tfeeters include but are not limited to:

. the amount of our future operating los

. third party expenses relating to the commercidbzredf ILUVIEN;

. the level of success of the initial commercial letwef ILUVIEN in Germany, the United Kingdom, Pagtl and the U.<S

. the timing of approvals, if any, of ILUVIEN in adatinal jurisdictions

. the need and cost of conducting additional clinidals for ILUVIEN;

. the amount of our research and development, mackatid general and administrative exper

. the extent to which we enter into, maintain, dedive revenues from licensing agreements, innydigreements to olitense

ILUVIEN, research and other collaborations, joiehtures and other business arrangements;
. the extent to which we acquire, and our succeg¥égrating, technologies or companies;
. regulatory changes and technological developmentsii market:

General market conditions or the market price af @mmon stock may not support capital raisingdsations such as an additic
public or private offering of our common stock dher securities. In addition, our ability to rasgditional capital may be dependent upor
stock being quoted on the NASDAQ Global Market pom obtaining stockholder approval. There can bassurance that we will be able
satisfy the criteria for continued listing on NASQAor that we will be able to obtain stockholder mppal if it is necessary. If we are unabli
obtain additional funds on a timely basis or ormierfavorable to us, we may be required to ceaseduce further commercialization
ILUVIEN, to cease or reduce certain research analdpment projects, to sell some or all of our testhgy or assets or business units ¢
merge all or a portion of our business with anotiatity. In the event additional financing is negde advisable, we may seek to fund
operations through the sale of equity securitigklitonal debt financing and strategic collabormatiagreements. We cannot be sure
additional financing from any of these sources Wwél available when needed or that, if available,atditional financing will be obtained
terms favorable to us or our stockholders espgdiallight of the current difficult financial envanment. If we raise additional funds by sel
shares of our capital stock, the ownership inteoéstur current stockholders will be diluted. Ind#&tbn, our Series A Convertible Prefer
Stock is entitled to price-based adiiution protection in connection with certain fir@ngs, which has the potential to further dilute othe
stockholders. If we attempt to raise additional dsirthrough strategic collaboration agreements, veg mot be successful in obtain
collaboration agreements, or in receiving milestoneoyalty payments under those agreements, aethes of the debt may involve signific
cash payment obligations as well as covenants peeife financial ratios that

19




Table of Contents

may restrict our ability to commercialize ILUVIEN any future products or product candidates oratgeour business. For example, unde
loan and security agreement (2014 Loan Agreemeiit) iercules Technology Growth Capital, Inc. (Hdes), which Alimera Scienc
Limited (Limited), our subsidiary, entered into April 2014, under which Limited obtained a termnoaf up to $35.0 million (2014 Tel
Loan). We and certain of our subsidiaries are stligea variety of affirmative and negative covesaimcluding required financial reportii
limitations on our cash balances, limitations om disposition of assets, limitations on the incaceeof additional debt, and other requirem
Due to the limited revenue generated by ILUVIENd&te, we may not be able to maintain compliancé witvenants under the 2014 L
Agreement. In an event of default, Hercules maytbal 2014 Term Loan, and we will likely need téseaadditional financing. To secure
performance of our obligations under the 2014 Léameement, Limited pledged all of its assets to ldraer. Our or Limited failure tc
comply with the covenants under the 2014 Loan Agesd could result in an event of default, the amregion of our debt and the loss of
assets. We and certain of our subsidiaries areagt@s of the obligations of Limited to the lendemnder the 2014 Loan Agreem
(Guaranties). Pursuant to the Guaranties, we aggkthubsidiaries granted the lender a first pyiggicurity interest in substantially all of «
respective assets. Any declaration of an evenetdudt could significantly harm our business andspects and could cause our stock prit
decline. Insufficient funds may require us to dekgale back, or eliminate some or all of our &itig, and if we are unable to obtain additic
funding, there may be substantial doubt about bilityato continue as a going concern.

ILUVIEN and any future products or product candidas may not be commercially viable if we fail to albt an adequate level
reimbursement for these products from governmergsyate insurers, the Medicare program and otherirhparty payers. The market fi
our products may also be limited by the indicatidios which their use or frequency of administratiomay be reimbursed.

Our revenue from sales of ILUVIEN and any futureducts or product candidates we may develop ircthumtries in which ILUVIET
has received or been recommended for marketingodm#tion, or any future products or product caathd receive approval, if any,
dependent upon the pricing and reimbursement go@keladopted in each of such countries, which sewedy fall well below our curre
expectations.

We have established list pricing or developed estis of anticipated pricing in countries in whidtUVIEN has received or be
recommended for marketing authorization. Thesenegis are our expectations, which are based umpbutden of DME, the lack of a
approved therapies for DME, our perception of therall cost to benefit ratio of ILUVIEN and the cent pricing of therapies to treat DI
and other retinal diseases such as age relatedlanamgeneration and retinal vein occlusion. Howedee to numerous factors beyond
control, including efforts to provide for containmeof health care costs, one or more countries matysupport our estimated level
governmental pricing and reimbursement for ILUVIgd¥yticularly in light of the ongoing budget crisased by a number of countries, wt
would negatively impact anticipated revenue frodIEN.

The availability and levels of reimbursement by gmmental and other thiggarty payers affect the market for products suc
ILUVIEN and others that we may develop. These tipagty payers continually attempt to contain or wEduhe costs of health care
challenging the prices charged for medical prodant$ services.

In many countries, the pricing of prescription phaceuticals is subject to governmental controthin EU, each country has a differ
reviewing body that evaluates reimbursement dossgrbmitted by marketing authorization holders efwndrugs and then mal
recommendations as to whether or not the drug dhmeireimbursed. In these countries, pricing natjotis with governmental authorities
take 12 months or longer after the receipt of raguy approval, or delay regulatory approval. Teagbreimbursement or pricing approva
some countries, we may be required to conductnicelitrial that compares the caffectiveness of our products, including ILUVIEN, dthe
available therapies. Limitations on reimbursementlad be imposed at the national, regional or Ideaél or by fiscal intermediaries in e:
country. Our business could be materially adveraffigcted if such limitations were imposed. Ouribass also could be adversely affecte
retinal specialists are not reimbursed for the obshe procedure in which they administer ILUVIEN a basis satisfactory to the administe
retinal specialists.

In the U.S., we will need to obtain approvals fayment for ILUVIEN from private insurers, includinmganaged care organizations,
from the Medicare program. In recent years, throlegislative and regulatory actions, the federalegoment has made substantial chang
various payment systems under the Medicare prog@amprehensive reforms to the U.S. healthcare systere recently enacted, includ
changes to the methods for, and amounts of, Megli@mbursement. These reforms could significargjuce payments from Medicare
Medicaid over the next ten years. Reforms or oth@nges to these payment systems, including matidits to the conditions on qualificat
for payment, bundling of payments or the impositidrenroliment limitations on new providers, maynoge the availability, methods and
of reimbursements from Medicare, private insurers ather thirdparty payers for ILUVIEN and our future product datates. Some of the
changes
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and proposed changes could result in reduced regament rates for ILUVIEN and our future produchdidates, which would advers
affect our business strategy, operations and fiaaresults.

We expect that private insurers will consider tffecacy, cost effectiveness and safety of ILUVIEN determining whether to apprc
reimbursement for ILUVIEN and at what level. Obtamthese approvals can be a time consuming anenskge process. Our business wi
be materially adversely affected if we do not reeepproval for reimbursement of ILUVIEN from prieainsurers on a timely or satisfact
basis. Limitations on coverage could also be imgasethe local Medicare carrier level or by fisgalermediaries. Our business coulc
materially adversely affected if the Medicare peogr local Medicare carriers or fiscal intermedianeere to make such a determination
deny or limit the reimbursement of ILUVIEN. Our lsss also could be adversely affected if retipatcgalists are not reimbursed by Medic
for the cost of the procedure in which they admeéridLUVIEN on a basis satisfactory to the admigistg retinal specialists. If the lo
contractors that administer the Medicare prograenstow to reimburse retinal specialists for ILUVIEiNe retinal specialists may pay us n
slowly, which would adversely affect our workingp@ial requirements.

Our business could also be adversely affected viegonents, private insurers, the Medicare programtber reimbursing bodies
payers limit the indications for which ILUVIEN wilbe reimbursed to a smaller set than we believe éffective in treating or establisi
limitation on the frequency with which ILUVIEN maye administered that is less often than we beliewald be effective.

We expect to experience pricing pressures in cdiorewith the sale of ILUVIEN and any future prodsior product candidates due
the potential healthcare reforms discussed abaveyal as the trend toward programs aimed at redubiealth care costs, the increa
influence of health maintenance organizations afditianal legislative proposals, and the econonaialth of companies. If reimbursement
our products is unavailable, limited in scope ooant, or if pricing is set at unsatisfactory leyalar business could be materially harmed.

Expansion of our commercial infrastructure is a sifficant undertaking that requires substantial finacial and managerial resource
and we may not be successful in our efforts or waynexperience difficulties managing this growth. \eay also encounter unexpected
unforeseen delays in connection with our continuezkpansion of our commercial infrastructure, which &y negatively impact ot
commercial efforts for ILUVIEN.

We anticipate that in the near term our abilitygienerate revenues will depend solely on our abititysuccessfully commerciali
ILUVIEN on our own in Germany, the United Kingdoortugal and the U.S. We launched ILUVIEN in thdteleh Kingdom and Germany
the second quarter of 2013, and Portugal and tBe ib.the first quarter of 2015. A commercial lalrof this size is a significant undertak
that requires substantial financial and managessburces.

As of December 31, 2014, we had 70 employees, 5&hafm were located in the U.S. and 19 of whom weoated in the Unite
Kingdom, Germany and Portugal. We previously emtérdo a master services agreement with Quintilem@ercial to provide additior
personnel for our planned launch of ILUVIEN, andseqguent operations, in Germany, the United Kingdowh France. As of December
2014, Quintiles Commercial employed 16 personsyfdidicated to Alimera and employed three persantiglly dedicated to Alimera
Germany, the United Kingdom and France. We havergwbed that Quintiles Commercial is not as effextin filling certain positions
certain geographies as we believe that we can Werimg directly. In December 2013 and January 20&4pectively, we transitioned «
German and United Kingdom country manager positindeuse. In the second half of 2014, we notified @leims Commercial that we wot
be terminating the project orders associated widrn@any and France and transitioning the coveredtipos employed by Quintile
Commercial to our payroll. We expect to completesthtransitions during the second quarter of 2BiL#he first quarter of 2015, we notifi
Quintiles Commercial that we would be terminatitng tproject orders associated with the United Kimgdand transitioning the covel
positions employed by Quintiles Commercial to oaynpll. We expect to complete this transition dgrime third quarter of 2015. As «
development and commercialization plans and stiedegyolve beyond our initial planned EU launches will need to further expand the <
of our organization by recruiting additional manaagle operational, sales, marketing, financial atiter personnel.

We began building our U.S. commercial infrastruetir the fourth quarter of 2014 following the FDppaoval of ILUVIEN in the thir
quarter of 2014 with the addition of sales managenfeld sales representatives, payor relatiorzigfists, reimbursement support specie
and other positions. As of December 31, 2014, ouanroercial U.S. organization included 21 employees, we hired 32 additional employ
in the first quarter of 2015.

We may not be able to maintain and expand our cawciaieoperation in a cosffective manner or realize a positive return ois
investment. In addition, we have to compete witheotpharmaceutical and biotechnology companiegduuit, hire, train and retain sales
marketing personnel. Factors that may inhibit dfores to commercialize our products include:
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. our inability to recruit and retain adequate nurshEreffective personni
. the inability of sales personnel to obtain access tpersuade adequate numbers of ophthalmoldgigt®scribe our produc
. the lack of complementary products to be offered#lgs personnel, which may put us at a competitis@dvantage relative

companies with more extensive product lines;
. the inability of market access personnel to obsaifficient levels of pricing and reimbursement atle jurisdiction; an
. unforeseen costs and expenses associated witingraatommercial organizatic

If we are not successful in recruiting and retagnsiales and marketing personnel or in expandingala@s and marketing infrastructur
if we do not successfully enter into additionallabbration arrangements with thipdwties, we will have difficulty commercializing UVIEN
or any future products or product candidates, whiohld adversely affect our business, operatingltesand financial condition.

We may not be successful in maintaining and expandur commercial operations for numerous reasiongjding, but not limited t
the failure to attract, retain and motivate theassary skilled personnel and failing to developuecessful marketing strategy. Failure
maintain and expand our commercial operationshaille a negative outcome on our ability to commézeidLUVIEN and generate revenue.

Additionally, we may encounter unexpected or urdesn delays in expanding our commercial operatibat delay the commerc
launch in one or more countries in which ILUVIENshaceived or been recommended for marketing aatitmm. These delays may incre
the cost of and the resources required for suaglessimercialization of ILUVIEN. We do not have @xjence in a commercial operatior
this size. Further, a delay in the commercial ldwotILUVIEN could result in the withdrawal of omnarketing or regulatory authorization
ILUVIEN in certain jurisdictions, including certaiBU member states where ILUVIEN has already recemarketing authorization.

In addition, there are many pharmaceutical comahi®technology companies, public and private ersities, government agencies
research organizations actively engaged in researdhdevelopment of products, some of which mayetathe same indications as ILUVII
or any future products or product candidates. @unpetitors include larger, more established, fullggrated pharmaceutical companies
biotechnology companies that have substantiallatgrecapital resources, existing competitive prégluarger research and development <
and facilities, greater experience in drug develephand in obtaining regulatory approvals and greaiarketing capabilities than we do.

Failure to successfully manage our international epations could harm our business, operating resudtisd financial condition.

We have limited international commercialization esipnce and international operations require sicgnit management attention i
financial resources. In addition, there are masksrinherent in international business activitreduiding, but not limited to:

. extended collection timelines for accounts recdivalmd greater working capital requireme
. multiple legal systems and unexpected changegal fequirement
. tariffs, export restrictions, trade barriers anteotregulatory or contractual limitations on ouiligbto sell or develop ot

products in certain foreign markets;

. trade laws and business practices favoring localpetition

. potential tax issues, including restrictions on atejpting earnings, multiple and conflicting andnggdex tax laws ar
regulations;

. weaker intellectual property protection in somertaes
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. political instability, including war and terrorisor the threat of war and terrorism; i

. adverse economic conditions, including the stabitihd solvency of business financial markets, fom@ninstitutions an
sovereign nations.

In addition, compliance with foreign and U.S. laarsd regulations that are applicable to our intéonat operations is complex and n
increase our cost of doing business in internatipmesdictions, and our international operatiomsiitl expose us to fines and penalties if we
to comply with these regulations. These laws amplilegions include import and export requirementss.Uaws such as the Foreign Cor
Practices Act, and local laws prohibiting corrupyments to governmental officials. Although we hawplemented policies and procedt
designed to help ensure compliance with these ltese can be no assurance that our employeesgpadnd other persons with whom wi
business will not take actions in violation of quulicies or these laws. Any violations of these dagould subject us to civil or crimir
penalties, including substantial fines or prohdsis on our ability to offer our products in onenoore countries, and could also materially
adversely harm our business and financial condition

The regulatory approval of ILUVIEN in additional cantries or any future products or product candidatén any country is uncertait
Failure to obtain regulatory approval in additiondloreign jurisdictions would prevent us from markag ILUVIEN in additional markets
which may have an adverse effect on our businesd agsults of operations.

ILUVIEN has received marketing authorization in HeS., Austria, Belgium, the Czech Republic, Derim&inland, France, Germal
Ireland, Italy, Luxembourg, the Netherlands, Norw&prtugal, Spain, Sweden and the United Kingdond has been recommended
marketing authorization in Poland. We intend to toare to pursue market authorizations for ILUVIENtdrnationally in addition
jurisdictions. In order to market our products aneign jurisdictions, we will be required to obtaaparate regulatory approvals and cot
with numerous and varying regulatory requirements.

The research, testing, manufacturing and markedfndrug products are subject to extensive regulakip U.S. federal, state and Ic
government authorities, including the U.S. Food Bnag Administration (FDA) and similar entities ather countries. The approval procec
varies among countries and jurisdictions and camlug additional testing, and the time requiredotwain approval may differ from tt
required to obtain FDA approval or approval in t$eventeen EU countries in which ILUVIEN has recdiv&¢ been recommended
marketing authorization. To obtain regulatory apptoof a product, we must demonstrate to the satigfn of the regulatory agencies t
among other things, the product is safe and effedtr its intended use. In addition, we must stibat the manufacturing facilities usec
produce the products are in compliance with curmd Manufacturing Practice (cGMP) regulations.

The process of obtaining regulatory approvals dadrances in jurisdictions where ILUVIEN is not apyged will require us to expe
substantial time and capital. Despite the time exgense incurred, regulatory approval is never ajuaed. The number of preclinical
clinical tests that will be required for regulatapproval varies depending on the drug candidatedisease or condition for which the ¢
candidate is in development, the jurisdiction inichhwe are seeking approval and the regulationdicaiye to that particular drug candid:
Regulatory agencies, including those in the U.&natla, the EU and other countries where drugsegyelated, can delay, limit or de
approval of a drug candidate for many reasonsudict that:

. a drug candidate may not be safe or effec

. regulatory agencies may interpret data from prazirand clinical testing in different ways fromoe which we di

. they may not approve of our manufacturing proce

. they may conclude that the drug candidate doeseet quality standards for stability, quality, pyiand potency; ar
. they may change their approval policies or adopt regulations

The applicable regulatory authorities may make estgior suggestions regarding conduct of our dirtigals, resulting in an increas
risk of difficulties or delays in obtaining regubday approval. For example, the regulatory authesitnay not approve of certain of our mett
for analyzing our trial data, including how we axatle the relationship between risk and benefittHeuy we may pursue approval of and me
other future products or product candidates, initemfhl countries in the EU and Canada. Regulatoggncies within these countries !
require that we obtain separate regulatory appsozatl comply with numerous and varying regulatequirements. The approval proced
within these countries can involve additional tegtiand the time
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required to obtain approval may differ from thaguged to obtain FDA approval. Additionally, theréign regulatory approval process r
include all of the risks associated with obtainiRDA approval. For all of these reasons, we may almtin additional foreign regulatc
approvals on a timely basis, if at all. Approvalthg FDA does not ensure approval by regulatoriaittes in other countries or jurisdictio
and approval by one foreign regulatory authoritgglaot ensure approval by regulatory authoritiestler foreign countries or jurisdictions
by the FDA.

We may not be able to file for regulatory approwaisl may not receive necessary approvals to conaizeclLUVIEN in any addition:
market. The failure to obtain these approvals ctaldn our business materially. Further, a delathéncommercial launch of ILUVIEN cot
result in the withdrawal of our marketing or redatg authorization for ILUVIEN in certain jurisdicins, including certain EU member st:
where ILUVIEN has already received marketing auitaiion. The withdrawal of an approval could haran business materially.

Even if we do receive additional regulatory apprdsdor ILUVIEN, regulatory agencies may impose litations on the indicated us
for which ILUVIEN may be marketed, subsequently tWitraw approval or take other actions against uslatJVIEN that would be advers
to our business, including withdrawal of approvdlwe are unable to commercialize ILUVIEN within ctin time periods.

Regulatory agencies generally approve productpdaticular indications. If any such regulatory ageapproves ILUVIEN for a limite
indication, the size of our potential market folJVIEN will be reduced. ILUVIEN has received markegiauthorization in Austria, Belgiu
the Czech Republic, Denmark, Finland, France, Geymgeland, Italy, Luxembourg, the NetherlandsnMay, Portugal, Spain, Sweden .
the United Kingdom and been recommended for mar§ediuthorization in Poland for the treatment ofiorisimpairment associated w
chronic DME considered insufficiently responsiveai@ilable therapies. In the U.S., ILUVIEN is indied for the treatment of DME in patie
who have been previously treated with a courseodfaosteroids and did not have a clinically sigraht rise in IOP. Either of these indicati
may limit the use of ILUVIEN to a segment of the BNpopulation. Product approvals, once granted, beayithdrawn if problems occur af
initial marketing. Further, a delay in the commaldaunch of ILUVIEN could result in the withdrawalf our marketing or regulatc
authorization for ILUVIEN in certain jurisdictiondncluding certain EU member states where ILUVIERNSshalready received market
authorization. The marketing, distribution and nfacture of ILUVIEN will be subject to regulation. &Mwill need to comply with facilit
registration and product listing requirements o fDA and similar entities in other countries amthexre to the FDA Quality Systel
Regulations. Noncompliance with applicable FDA achilar entities’ requirements can result in warning letters, finegjnctions, civi
penalties, recall or seizure of ILUVIEN, total carfial suspension of production, refusal of reqaiatagencies to grant approvals, withdre
of approvals by regulatory agencies or criminalsprution. We would also need to maintain complianite federal, state and foreign la
regarding sales incentives, referrals and othegraros.

The terms of our 2014 Loan Agreement require usri@et certain operating covenants and place resimigs on our operating an
financial flexibility.

Due to the limited revenue generated by ILUVIENd&ie, we may not be able to maintain compliancé witvenants under our 2(
Loan Agreement with Hercules. The 2014 Term Loaseisured by a lien covering all of our assets, roti@n our intellectual property. T
2014 Loan Agreement contains customary affirmatne negative covenants and events of default. Affiive covenants include, amc
others, covenants requiring us to satisfy certaiaricial covenants, maintain our legal existencg governmental approvals, deliver cer
financial reports and maintain insurance coveragegative covenants include, among others, resiristion transferring any part of
business or property, changing our business, imguedditional indebtedness, engaging in mergeecquisitions, paying dividends or mak
other distributions, making investments and creptither liens on our assets and other financiakgants, in each case subject to custo
exceptions.

In an event of default under our 2014 Loan Agreemianluding failure to satisfy our operating coaeits, Hercules may accelerate a
our repayment obligations and take control of dadged assets, potentially requiring us to raisitaxhal financing, renegotiate the 2014 L
Agreement on terms less favorable to us or to imately cease operations. Any declaration by Hescud€ an event of default cot
significantly harm our business and prospects anddccause the price of our common stock to dechuether, if we are liquidated, Hercules
right to repayment would be senior to the rightshef holders of our common stock.

ILUVIEN utilizes FAc, a corticosteroid that has deomstrated undesirable side effects in the eye; #fere, the success of ILUVIE
will be dependent upon the achievement of an appiate relationship between the benefits of its efity and the risks of its sideffec!
profile.

The use of corticosteroids in the eye has beercaded with undesirable side effects, including@ased incidence of cataract forma
and elevated I0OP, which may increase the riskafighma. We have 36 months of clinical data fromtear
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completed Phase 3 pivotal clinical trials (colleety, our FAME Study), but the extent of ILUVIENIsng-term sideeffect profile beyon
month 36 is not yet known. We have agreed with Eglitatory authorities to conduct a five-year pasthorization, open label registry stud'
the safety of ILUVIEN in 800 patients treated pee tabeled indication. Data accumulated from tle-fiear postuthorization study, or ott
commercial experience, could result in the withdibef ILUVIEN approval in one or more jurisdictionsurther, delay in the commerc
launch of ILUVIEN could result in the withdrawal otir marketing or regulatory authorization for ILUBN in certain jurisdictions, includir
certain EU member states where ILUVIEN has alreadgived marketing authorization.

If we fail to comply with our obligations in the agements under which we license development or cammalization rights tc
products or technology from thir-parties, we could lose license rights that are el to our business.

Our licenses are material to our business, and &g emter into additional licenses in the future. Wadd a license from pSivida
intellectual property relating to ILUVIEN. Our alyl to pursue the development and commercializabbrlLUVIEN depends upon ti
continuation of our license from pSivida. This lse imposes various commercialization, milestongmeat, profit sharing, insurance ¢
other obligations on us. If we fail to comply withese obligations, pSivida may have the right tmieate the license. Our license right
pSivida's proprietary delivery device could revert to p8aif we (i) fail twice to cure our breach of anlightion to make certain payment:
pSivida following receipt of written notice theredi) fail to cure other breaches of material terof our agreement with pSivida within 30 d
after notice of such breaches or such longer pgripdo 90 days) as may be reasonably necesstry bBreach cannot be cured within such 3(
day period; (iii) file for protection under the Bawptcy laws, make an assignment for the benefireditors, appoint or suffer appointment
receiver or trustee over our property, file a patitunder any bankruptcy or insolvency act or hamg such petition filed against us and ¢
proceeding remains undismissed or unstayed foriagef more than 60 days; or (iv) notify pSividawriting of our decision to abandon
license with respect to a certain product using/ig8is proprietary delivery device. If the license wiividia, or any other current or futi
material license agreement were terminated, we dvoat be able to market the applicable productsh st ILUVIEN, that may be covered
such license, which would materially and adversélgct our business, results of operations andéupuospects.

Regulatory approval for any approved product is ited by the FDA to those specific indications andnditions for which clinica
safety and efficacy have been demonstrai

Any regulatory approval is limited to those specidiseases and indications for which a produce&nid to be safe and effective by the
FDA. In addition to the FDA approval required faam formulations, any new indication for an appropedduct also requires FDA approva
we are not able to obtain FDA approval for any iekfuture indications for our products, our abitib effectively market and sell our products
may be reduced and our business may be adversetyef.

While physicians may choose to prescribe drugsigess that are not described in the product’s lagelhd for uses that differ from those
tested in clinical studies and approved by the letgry authorities, our ability to promote the puetk is limited to those indications that are
specifically approved by the FDA. These “off-labafes are common across medical specialties anctomayitute an appropriate treatment
some patients in varied circumstances. Regulatattyogities in the U.S. generally do not regulate tlehavior of physicians in their choice of
treatments. Regulatory authorities do, howevetrict€ommunications by pharmaceutical companiethersubject of off-label use. If our
promotional activities fail to comply with thesegtgations or guidelines, we may be subject to wagsifrom, or enforcement action by, these
authorities. In addition, our failure to follow FDdles and guidelines relating to promotion andeatising may cause the FDA to suspend or
withdraw an approved product from the market, rexjairecall or payment of fines, or could resuldisgorgement of money, operating
restrictions, injunctions or criminal prosecuti@my of which could harm our business.

Failure to comply with government regulations regding the sale and marketing of our products coulddm our business.

Our and our partners’ activities, including theesahd marketing of our products, are subject terestve government regulation and
oversight, including regulation under the fedemabd, Drug and Cosmetic Act and other federal aaté sttatutes. We are also subject to the
provisions of the Federal Anti-Kickback Statute aederal similar state laws, which prohibit paymsentended to induce physicians or others
either to purchase or arrange for or recommengbtinehase of healthcare products or services. Whddederal law applies only to products ol
services for which payment may be made by a fedealthcare program, state laws may apply regardieshether federal funds may be
involved. These laws constrain the sales, marketimjother promotional activities of manufactu@frdrugs and biologicals, such as us, by
limiting the kinds of financial arrangements, irdilug sales programs, with hospitals, physiciand,@her potential purchasers of drugs and
biologicals. Other federal and state laws genegibhibit individuals or entities from knowingly gsenting, or causing to be presented, claim:
for payment from Medicare, Medicaid, or other thiaty payors that are false or fraudulent, orfare
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items or services that were not provided as claimedi-kickback and false claims laws prescribela@wd criminal penalties for
noncompliance that can be substantial, includiregabssibility of exclusion from federal healthcpregrams (including Medicare and
Medicaid).

Pharmaceutical and biotechnology companies have theetarget of lawsuits and investigations allggiiolations of government
regulation, including claims asserting antitrustl&tions, violations of the Federal False Claim,Alse Anti-Kickback Statute, the Prescription
Drug Marketing Act and other violations in conneatiwith off-label promotion of products and Medieand/or Medicaid reimbursement or
related to environmental matters and claims unte $aws, including state anti-kickback and fréauwls.

While we continually strive to comply with thesengplex requirements, interpretations of the appiidgitof these laws to marketing
practices are ever evolving. If any such actiomsiastituted against us or our partners and waey are not successful in defending such
actions or asserting our rights, those actionsctbale a significant and material adverse impadaiwrbusiness, including the imposition of
significant fines or other sanctions. Even an uoessful challenge could cause adverse publicityb@ncbstly to respond to, and thus could
have a material adverse effect on our businessitses operations and financial condition.

Legislative or regulatory reform of the health cargystem in the U.S. and foreign jurisdictions maghersely impact our busine:
operations or financial results.

Our industry is highly regulated and changes in taay adversely impact our business, operationgnan€ial results. In particular,
March 2010, the Patient Protection and AffordabéeeCAct, or PPACA, and a related reconciliatioth Wigre signed into law. This legislati
changes the current system of healthcare insuamt®&enefits intended to broaden coverage andataasts. The law also contains provisi
that will affect companies in the pharmaceuticalustry and other healthcare related industriesnfygyosing additional costs and change
business practices. Provisions affecting pharmamdutompanies include the following:

. Mandatory rebates for drugs sold into the Mediqamgram have been increased, and the rebate rewrtehas been extenc
to drugs used in risk-based Medicaid managed daresp

. The 340B Drug Pricing Program under the Public He8lkervices Act has been extended to require manddtscounts fc
drug products sold to certain critical access hafgicancer hospitals and other covered entities.

. Pharmaceutical companies are required to offarodints on brandame drugs to patients who fall within the MedicBeat C
coverage gap, commonly referred to as the “Donué Mo

. Pharmaceutical companies are required to papramnual nortax deductible fee to the federal government bamedeac
companys market share of prior year total sales of branmteducts to certain federal healthcare programsh s Medicar
Medicaid, Department of Veterans Affairs and Deparit of Defense. The aggregate industigle fee is expected to total §
billion through 2019, of which $3.0 billion will beayable in 2014. Since we expect our branded pheentical sales
constitute a small portion of the total federalltteprogram pharmaceutical market, we do not expgéstannual assessmen
have a material impact on our financial condition.

. The law provides that biologic products may ree€l2 years of market exclusivity, with a possiblg-month extension ft
pediatric products. After this exclusivity endsngac manufacturers will be permitted to enter tharket, which is likely t
reduce the pricing for such products and couldcaffee company profitability. In addition, generic manufacturesdl be
permitted to challenge one or more of the patesrts branded drug after a product is marketeddor years.

The full effects of the U.S. healthcare reform $fgfion cannot be known until the new law is impéerted through regulations
guidance issued by the Centers for Medicare & MadiServices and other federal and state healttagggacies. The financial impact of
U.S. healthcare reform legislation over the next years will depend on a number of factors inclgdit not limited to the policies reflectec
implementing regulations and guidance and changealés volumes for products affected by the nestesy of rebates, discounts and fees.

The Physician Payment Sunshine Act also imposesraparting and disclosure requirements on devickdrng manufacturers for a
“transfer of value’made or distributed to prescribers and other healthproviders. In addition, device and drug mactufars will also b
required to report and disclose any investmentésts held by physicians and their immediate
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family members during the preceding calendar y€aiture to submit required information may resalsignificant civil monetary penalties.

In addition, in September 2007, the Food and Drdgn#istration Amendments Act of 2007 was enactethgithe FDA enhanced post-
marketing authority including the authority to ré&gupostmarketing studies and clinical trials, labeling opes based on new sai
information and compliance with risk evaluationgl anitigation strategies approved by the FDA. TheAF®exercise of this authority col
result in delays or increased costs during prodaeelopment, clinical trials and regulatory reviemcreased costs to ensure compliance
post-approval regulatory requirements and poterggtrictions on the sale and/or distribution gbrawed products.

Further, in some foreign countries, including thé &nd Canada, the pricing of prescription pharmtécals is subject to governmer
control. In these countries, pricing negotiationshwgovernmental authorities can take 12 monthdooger after the receipt of regulat
approval and product launch. To obtain reimburseroepricing approval in some countries, we maydiguired to conduct a clinical trial tl
compares the cosgiffectiveness of our product candidate to otheilalvie therapies. Our business could be materfediyned if reimburseme
of our products is unavailable or limited in sca@peamount or if pricing is set at unsatisfactoryelis.

Moreover, we cannot predict what healthcare refmitiatives may be adopted in the future. Furtreztefral and state legislative and
regulatory developments are likely, and we expagbing initiatives in the U.S. to increase pres&rrelrug pricing. Such reforms could have
an adverse effect on anticipated revenues from IIEN/or any future products or product candidates the may successfully develop and for
which we may obtain regulatory approval and magafbur overall financial condition and abilitydevelop drug candidates.

We face substantial competition, which may result dthers discovering, developing or commercializipgoducts before or moi
successfully than we d¢

The development and commercialization of new disdsghly competitive and the commercial succesdt 0VIEN or any of our futur
products or product candidates will depend on s#vfactors, including, but not limited to, our afyilto differentiate ILUVIEN or any of ot
future products or product candidates from our oetitqrs’ current or future products. We will face competitifsom major pharmaceutic
companies, specialty pharmaceutical companies atdchnology companies worldwide with respect ttMIEN and to any future produt
or product candidates that we may develop or comialére in the future.

Our commercial opportunities for ILUVIEN will bedaced or eliminated if our competitors develop @rket products that:

. are more effectivi

. have fewer or less severe adverse side ef

. are better tolerate

. receive better reimbursement ter

. are more accepted by physicic

. are more adaptable to various modes of do

. have better distribution channe

. are easier to administer;

. are less expensive, including but not limited gpeaeric version of ILUVIEN

We believe that ILUVIEN competes with other produttat have been or are being developed for tla¢ntent of DME. There are thi
biological products, Lucentis, Eylea and Avastire Welieve provides competition for ILUVIEN. Lucexntis currently approved for t
treatment of DME, the treatment of neovascular agdrelated macular degeneration (AMD) and the treatneémacular edema followir
retinal vein occlusion (RVO) in the U.S. and the.Hlcentis is marketed in the U.S. by Genentech ianthe EU by Novartis. Eylea
currently approved for the treatment of DME, treatment of neovascular wet
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AMD and the treatment of macular edema following@®Rw the U.S. and the EU. Eylea is marketed inUt®. by Regeneron and in the EL
Bayer. Avastin, an oncology product marketed byRloehe Group, is used by retinal specialists ifoe U.S. and in certain countries of
EU in the treatment of numerous retinal diseaséssinot formulated or approved for any ophthalose.

Within the corticosteroid class, Ozurdex is expédteprovide competition for ILUVIEN. Ozurdex hascently been approved in the U
and the EU for the treatment of DME. Ozurdex i® dhglicated for macular edema resulting from RV@ #or uveitis in the U.S. and the EU.

Retinal specialists are currently using laser ptmagulation and offabel therapies for the treatment of DME, and magtioue to us
these therapies in competition with ILUVIEN. Othaser, surgical or pharmaceutical treatments forEDiy also compete against ILUVIE
These competitive therapies may result in pricirespure even if ILUVIEN is otherwise viewed as efprable therapy.

In addition, the active pharmaceutical ingredientliUVIEN is FAc, which is not patent protected. Asresult, our competitors col
develop an alternative formulation or delivery mamisms to treat diseases of the eye with FAc. Waaldhave the right to develop and
pSivida's proprietary delivery device for indications faseases outside of the eye or for the treatmeuaveitis, which are retained by pSivi
Further, our agreement with pSivida permits pSitalgrant to any other party the right to useritgliectual property (i) to treat DME throt
an incision smaller than that required for agzhige needle, unless using a corticosteroid delivew the back of the eye, (ii) to deliver
compound outside the back of the eye unless @ tselat DME through an incision required for agditge or larger needle, or (iii) to deli
non-corticosteroids to the back of the eye, unieissto treat DME through an incision required éo25-gauge or larger needle.

There are many pharmaceutical companies, bioteogpatompanies, public and private universities,egoment agencies and rese:i
organizations actively engaged in research andlojerent of products, some of which may target thmes indications as ILUVIEN or a
future products or product candidates. Our comgstiinclude larger, more established, fully intégdapharmaceutical companies
biotechnology companies that have substantiallptgrecapital resources, existing competitive pregidarger research and development <
and facilities, greater experience in drug develephand in obtaining regulatory approvals and greaiarketing capabilities than we do.

Exchange rate fluctuations could cause a declinednr financial condition and results of operations.

As a result of our European operations, we areestildp increased risk because we incur a signifipartion of our operating expen:
and receive revenues in multiple currencies othan tthe U.S. dollar. For example, in Europe wheeshave operating costs in a fore
currency, we are subject to risk if the foreignreacy in which our costs are paid appreciates ag#ie currency in which we generate reve
because the appreciation effectively increasegasirin that country.

The financial condition and results of operatiohsame of our operating entities are reported neifm currencies and then translated
U.S. dollars at the applicable exchange rate folusion in our consolidated financial statements.aAresult, appreciation of the U.S. dc
against these foreign currencies generally willehavnegative impact on our reported operating $osdgle depreciation of the U.S. do
against these foreign currencies will generallyenhavpositive effect on reported operating losses.d& not seek to mitigate this transla
effect through the use of derivative financial ingtents. To the extent we are unable to match tegerneceived in foreign currencies v
costs paid in the same currency, exchange ratedtions in that currency could have a materialkeasky effect on our business and resul
operations.

We rely on a single manufacturer for ILUVIEN, a sile manufacturer for the ILUVIEN applicator and a iegle active
pharmaceutical ingredient manufacturer for ILUVIEF s active pharmaceutical ingredient. Our businessuldbe seriously harmed if ar
of these third-parties are not able to satisfy aemand and alternative sources are not available.

We do not have, nor currently intend to have, ind® manufacturing capability and depend completelya single thirgsarty
manufacturer for the manufacture of the ILUVIEN iamt (Alliance Medical Products, Inc., a Siegfri€dmpany (Alliance)), a single third-
party manufacturer for the manufacture of the ILBMIapplicator (FlexMedical or an affiliate of Fleshics International, Ltd. (Flextronics))
single third-party manufacturer for the manufactofelLUVIEN’s active pharmaceutical ingredient (FARMABIOS Sg&rbn Chemice
Company Inc. (FARMABIOS)) and a single thipdaty manufacturer for the quality release testhgLUVIEN in the EU (AndersonBrecc
Limited trading as Packaging Coordinators, Inc. IjlPQAlthough we have agreements for the manufactir the ILUVIEN implant (witl
Alliance), the manufacture of the ILUVIEN applicatavith Flextronics), for the supply of ILUVIEI' active pharmaceutical ingredient (v
FARMABIOS) and for the quality release testing &fUVIEN in the EU (with PCI), if any of the thirgarty manufacturers breach tt
agreements or are unable or unwilling to performaioy reason, we may not be able to locate altemnacceptable manufacturers, enter
favorable agreements with
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them or get them approved by the applicable regnjaauthorities, such as the FDA in the U.S., itinaely manner. Further, all of c
manufacturers rely on additional thipauties for the manufacture of component parts. ilapility to acquire sufficient quantities of ILUEN
implants, the ILUVIEN applicator or the active pheaceutical ingredient in a timely manner from th#sed-parties could delay commerc
production of, and impact our ability to fulfill deand for, ILUVIEN, if any.

Materials necessary to manufacture ILUVIEN may nbe available on commercially reasonable terms, oa#, which may delay th
development, regulatory approval and commercialiaatof ILUVIEN.

We rely on our manufacturers to purchase matefials thirdparty suppliers necessary to produce ILUVIEN. Sigoplmay not se
these materials to our manufacturers at the timesy@ed them or on commercially reasonable termsd@/eot have any control over
process or timing of the acquisition of these materby our manufacturers. If our manufacturers amable to obtain these materials,
commercial launch of ILUVIEN would be delayed oetéa would be a shortage in supply, which would mieitg affect our ability to genera
revenues from the sale of ILUVIEN. Moreover, altghuwe have entered into agreements for the comaiguobduction of the ILUVIEI
implant, the commercial production of the ILUVIEN@icator, and the supply of the active pharmacaitingredient in ILUVIEN, th
suppliers may be unable or choose not to supplg agimely manner or in the minimum guaranteedngjtias. If we are unable to obtain th
supplies, our ability to manufacture ILUVIEN for mnercial sale would be delayed, significantly impag our ability to generate rever
from the sale of ILUVIEN.

The manufacture and packaging of pharmaceutical phacts such as ILUVIEN are subject to the requirentsrof the FDA and simila
foreign regulatory entities. If we or our thir-party manufacturers fail to satisfy these requiremts, our product development a
commercialization efforts may be materially harmed.

The manufacture and packaging of pharmaceuticalymts such as ILUVIEN and any future product caatdid are regulated by the F
and similar foreign regulatory agencies and mustdieucted in accordance with the FBAGMP and comparable requirements of for
regulatory agencies. There are a limited numbemahufacturers that operate under these cGMP régudaivhich are both capable
manufacturing ILUVIEN and willing to do so. Failuley us or our thirgparty manufacturers to comply with applicable ragjohs
requirements, or guidelines could result in samgtibeing imposed on us, including fines, injunctioaivil penalties, failure of regulatc
authorities to grant marketing approval of ILUVIEdt any future products or product candidates, delayspension or withdrawal
approvals, license revocation, seizures or recdlisroduct, operating restrictions and criminalggoutions, any of which could significar
and adversely affect our business. Failure of oamufacturers to maintain compliance could interthpt production of ILUVIEN, resulting
delays and additional costs which could signifigaand adversely affect our business. For exanthleing routine manufacturing inspecti
we identified a quality issue related to one of suppliers that affected certain batches of worfarocess, which resulted in a writé-of $1.4
million during the year ended December 31, 2013y Significant delays in the manufacture of ILUVIENM the quality of the product cot
materially harm our business and prospects.

Changes in the manufacturing process or procethakeding a change in the location where the prodtimanufactured or a change
third-party manufacturer, will require prior FDA reviemdior approval of the manufacturing process andagaares in accordance with
FDA’s cGMP regulations. There are comparable foreigmirements as well. This review may be costly ametconsuming and could de
or prevent the launch of a product. If we eleattanufacture products in our own facility or at theility of another thirdparty, we would nee
to ensure that the new facility and the manufantuprocess are in compliance with cGMP and compaifabeign regulations. The new facil
will also be subject to prapproval inspection. In addition, we have to denrans that the product made at the new facilitggsivalent to th
product made at the former facility by physical @hémical methods, which are costly and time comsgnit is also possible that the FDA ¢
foreign regulatory agency may require clinicalitggias a way to prove equivalency, which would ltdsuadditional costs and delay.

Furthermore, we need to complete testing on baghatitive pharmaceutical ingredient and on the Hedsproduct in the packaging t
we propose for commercial sales. This includesngsif stability, identification of impurities angsting of other product specifications
validated test methods. In addition, we will be uiegd to consistently produce in commercial quatitand of specified quality in
reproducible manner and document our ability tosdo This requirement is referred to as processlatdin. The FDA and similar forei
regulatory agencies may also implement new stasdardchange their interpretation and enforcemémixisting standards and requireme
for the manufacture, packaging, or testing of patslat any time. For example, in the CRL we reativeOctober 2013, the FDA referen
deficiencies in the methods and controls usedhferdirug product at the facility where ILUVIEN is mdactured.

Other than the master services agreement entered iwith Quintiles Commercial in November 2012, werently do not have an
material collaboration agreements with thirgarties. We expect to depend on collaborations évelop and commercialize our products
we are unable to identify or enter into an agreentemith any material third-party collaborator, if oucollaborations with any such third-
party are not scientifically or commercially succsal or if our agreement with an
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such third-party is terminated or allowed to expire, we coudld adversely affected financially or our businegputation could be harmed.

Our business strategy includes entering into coliations with corporate and academic collaborafimrshe research, development
commercialization of ILUVIEN and any future prodsiadr product candidates. Other than the masteicesnagreement entered into v
Quintiles Commercial in November 2012, we currermtty not have any collaboration agreements withdtparties. Areas in which we m
potentially enter into thirgharty collaboration arrangements include joint saled marketing arrangements for sales and magketinL UVIEN
in certain EU countries and elsewhere outside attiNAmerica, and future product development arramg@s. If we are unable to identify
enter into an agreement with any material thiedty collaborator we could be adversely affectadrfcially or our business reputation coul
harmed. Anyarrangements we do enter into may not be scieallifior commercially successful. The terminatioraaf/ of these arrangeme
might adversely affect our ability to develop, coergialize and market our products.

The success of our collaboration arrangementsdsjlend heavily on the efforts and activities of colfaborators. Our collaborators v
have significant discretion in determining the ecand resources that they will apply to thes&abolrations. We expect that the risks whict
face in connection with these future collaboratiailsinclude the following:

. our collaboration agreements are expected to befifed terms and subject to termination under uaiaircumstance
including, in many cases, on short notice withauise;

. we expect to be required in our collaboration ageeats not to conduct specified types of researdhd@velopment in the fie
that is the subject of the collaboration. Theseagrents may have the effect of limiting the ardagsearch and developm
that we may pursue, either alone or in cooperatiidin third-parties;

. our collaborators may develop and commercializheeialone or with others, products and services #me similar to ¢
competitive with our products which are the subjgddheir collaboration with us; and

. our collaborators may change the focus of theirettgyment and commercialization efforts. In recesdrg there have bee
significant number of mergers and consolidationghi@ pharmaceutical and biotechnology industriesnes of which hav
resulted in the participant companies reevaluating shifting the focus of their business followitthgg completion of the:
transactions. The ability of our products to redwhir potential could be limited if any of our fuéucollaborators decrease:
fails to increase spending relating to such progluct

Collaborations with pharmaceutical companies am@rothirdparties often are terminated or allowed to expiydhe other party. Wit
respect to our future collaborations, any such iation or expiration could adversely affect usaficially as well as harm our busin
reputation.

If we lose key management personnel, or if we failrecruit additional highly skilled personnel, ivill impair our ability to identify.
develop and commercialize ILUVIEN and any future gmtucts or product candidates.

We are highly dependent upon the principal membérsur management team, including C. Daniel Myens, President and Ch
Executive Officer, Richard Eiswirth, our Chief Optng Officer and Chief Financial Officer, PhilipsAman, Ph.D., our EU Senior V
President and EU Managing Director, Dave Holland, $enior Vice President of Sales and Marketing ldedneth Green, Ph.D., our Sel
Vice President, Chief Scientific Officer and Globdkead of Research and Development. These execuftiges significant ophthalm
regulatory industry, sales and marketing, operaticemd/or corporate finance experience. The léssp such executives or any other princ
member of our management team may impair our wbidit identify, develop and market ILUVIEN and anytdre products or prodt
candidates.

In addition, our growth will require us to hire igrsificant number of qualified technical, commet@adadministrative personnel. Thi
is intense competition from other companies andaresh and academic institutions for qualified persd in the areas of our activities. If
cannot continue to attract and retain, on accepttms, the qualified personnel necessary foctimtinued development of our business
may not be able to sustain our operations or grow.

Our ability to use our net operating loss carry-fwards may be limited.
At December 31, 2014, we had U.S. federal and sigtt@perating loss (NOL) carfgrwards of approximately $87.4 million and $7
million, respectively, which expire at various dateeginning in 2021 through 2034. Section 382 efltiternal Revenue Code limits the ani

utilization of NOL carry-forwards and tax creditroaforwards following an ownership change
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in our company. NOL carrferwards may be subject to annual limitations uridégrnal Revenue Code Section 382 (or comparaioieigion:
of state law) in the event that certain changesanership of our company were to occur. In genemalpwnership change occurs for purp
of Section 382 if there is a more than 50% changainership of a company over g8&ar testing period. The issuance of shares oBetie:
A Convertible Preferred Stock in October 2012 citmtgtld such a change in ownership. As a resulhisf¢hange in ownership, we performe
formal analysis in connection with IRC Section 38% determined that approximately $13.7 millioroof NOL carryforwards generated pri
to the change in ownership could not be utilizethimfuture.

We may not be successful in our efforts to expanat portfolio of products.

In the future, we may choose to commercialize dfplay of new ophthalmic drugs in addition to ILUEN. We may seek to do
through our internal research programs and thrdiegihsing or otherwise acquiring the rights to péigd new drugs and drug targets for
treatment of ophthalmic disease.

A significant portion of the research that we mapase to conduct may involve new and unproven w@olgies. Research program:
identify new disease targets and product candid&mgsire substantial technical, financial and humesources whether or not we ultima
identify any candidates. Any future research progranay initially show promise in identifying poteitproducts or product candidates, yet
to yield products or product candidates for clihid@velopment for a number of reasons, including:

. the research methodology used may not be succéssfidntifying potential products or product cahaties; ¢

. potential products or product candidates may othéurstudy be shown to have harmful side effectstioer characteristics tt
indicate they are unlikely to be effective drugs.

We may be unable to license or acquire suitabldynts or product candidates or products from tpadies for a number of reasons
particular, the licensing and acquisition of phacmaical products is a competitive area. Severakmstablished companies are also pur:
strategies to license or acquire products in thahagdmic field. These established companies may lragompetitive advantage over us dt
their size, cash resources and greater developamehtcommercialization capabilities. Other factdrattmay prevent us from licensing
otherwise acquiring suitable products or produadadates include the following:

. we may be unable to license or acquire the reletemrinology on terms that would allow us to makeppropriate return fro
the product;

. companies that perceive us to be their competitag be unwilling to assign or license their produgits to us; ¢
. we may be unable to identify suitable productsrodpct candidates within our areas of expel

Additionally, it may take greater human and finahagiesources to develop suitable potential prodoctproduct candidates throt
internal research programs or by obtaining righésitwe will possess, thereby limiting our abilitydevelop a diverse product portfolio.

If we are unable to develop suitable potential poidcandidates through internal research programisycobtaining rights to nov
therapeutics from third-parties, our business m#difes

Any failure or delay in completing clinical trial§or any future product candidates could severelyriraour business.
Preclinical studies and clinical trials required demonstrate the safety and efficacy of any fujpreduct candidates will be tir

consuming and expensive and together will take re¢years to complete. The completion of clinigé@ls for any product candidates may
delayed by many factors, including:

. our inability to manufacture or obtain from thiparties materials sufficient for use in preclinisaldies and clinical trial
. delays in patient enrollment and variability in thember and types of patients available for clihigals;
. difficulty in maintaining contact with patients afttreatment, resulting in incomplete d
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. poor effectiveness of product candidates duringjadi trials
. unforeseen safety issues or side effects
. governmental or regulatory delays and changesgulagory requirements and guidelir

If we fail to successfully complete any future @l trials for any future product candidates, waymot receive the regulatory appro
needed to market those product candidates. Theredory failure or delay in commencing or completsugh clinical trials would harm c
business materially.

In addition, a clinical trial may be suspended emntinated by us, the FDA or other regulatory auitiesr due to a number of factc
including:

. failure to conduct the clinical trial in accordangith regulatory requirements or our clinical prodts:;

. inspection of the clinical trial operations or tr&tes by the FDA or other regulatory authorittesulting in the imposition of
clinical hold;

. unforeseen safety issues or any determinatiorathdl presents unacceptable health risks

. lack of adequate funding to continue the clinic&lt including the incurrence of unforeseen cafite to enrollment delay

requirements to conduct additional trials and gisidind increased expenses associated with theeenfiour contract resea
organizations, and other third parties.

If we are required to conduct additional clinicadfs or other studies with respect to any futuredpct candidates beyond those tha
initially contemplated, if we are unable to sucéalys complete our clinical trials or other studies if the results of these trials or studies
not positive or are only modestly positive, we niigydelayed in obtaining marketing approval for éhagure product candidates, we may
be able to obtain marketing approval or we may iakdgproval for indications that are not as broadhéended. Our product development ¢
will also increase if we experience delays in testir approvals. Significant clinical trial delagmuld allow our competitors to bring product
market before we do and impair our ability to comeredize our products or potential products. If awfythis occurs, our business will
materially harmed.

If our contract research organizations (CROs), tiparty vendors and investigators do not successfeliyry out their duties or if w
lose our relationships with them, our developmeffioets with respect to any future product candidateould be delayed.

We expect to be dependent on CROs, thiady vendors and investigators for preclinicatitesand clinical trials related to our discov
and development efforts with respect to any fupnauct candidates. These parties are not our gmgsoand we cannot control the amoul
timing of resources that they devote to our prograththey fail to devote sufficient time and resms to our development programs \
respect to our product candidates or if their gpenfnce is substandard, it will delay the developnae commercialization of our prod
candidates. The parties with which we contract dgecution of clinical trials play a significant eoin the conduct of the trials and
subsequent collection and analysis of data. Tlelure to meet their obligations could adverselfeétf clinical development of our prod
candidates. Moreover, these parties may also helatanships with other commercial entities, sorhevbich may compete with us. If th
assist our competitors, it could harm our competiposition.

If we lose our relationship with any one or mordhafse parties, we could experience a significatetydin identifying another compara
provider and contracting for its services. We mayubable to retain an alternative provider on reable terms, if at all. Even if we locate
alternative provider, this provider may need addiil time to respond to our needs and may not geottie same type or level of service a:
original provider. In addition, any provider thatwetain will be subject to current Good Laborat®nactices (cGLP) and similar fore
standards, and we do not have control over comgdiavith these regulations by these providers. Gpnesgtly, if these practices and stand
are not adhered to by these providers, the devaelapand commercialization of ILUVIEN or any futyseoduct candidates could be delayed.

We may acquire additional businesses or form stratealliances in the future, and we may not realitee benefits of such acquisitio
or alliances.
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We may acquire additional businesses or products) Btrategic alliances or create joint ventureth whird-parties that we believe w
complement or augment our existing business. Ibaguire businesses with promising markets or teogies, we may not be able to rea
the benefit of acquiring such businesses if weum@ble to successfully integrate them with our thgsoperations and company culture.
may have difficulty in developing, manufacturingdamarketing the products of a newly acquired compaiat enhances the performanc
our combined businesses or product lines to reafitee from expected synergies. We cannot assate fillowing an acquisition, we w
achieve the revenues or specific net income tlsdifigs the acquisition.

We incur significant increased costs as a result gperating as a public company, and our manageméntrequired to devo
substantial time to new compliance initiative

As a public company, we incur significant legalcaunting and other expenses. The Sarb&ndey Act of 2002, as well as ru
subsequently implemented by the SEC and NASDAQ, insosed various requirements on public companiesiuding requirin
establishment and maintenance of effective discéosnd financial controls and changes in corpogateernance practices. Our managet
and other personnel are required to devote a sufatamount of time to these new compliance itiites. Moreover, these rules ¢
regulations have substantially increased our legal financial compliance costs and have made saidti@s more time consuming a
costly. These rules and regulations may make itenaéfficult and more expensive for us to maintaur existing director and officer liabili
insurance or to obtain similar coverage from aeraltive provider.

The Sarbane®xley Act requires, among other things, that wemgn effective internal controls for financial mting and disclosu
controls and procedures. In particular, pursuar@dotion 404 of the Sarban®sdey Act (Section 404), we are required to perfaystem an
process evaluation and testing of our internal rdsitover financial reporting. In addition, as oédmber 31, 2014 and thereafter we
required to obtain an opinion on our internal colstrover financial reporting from our independeagistered public accounting firm wh
reports on the effectiveness of our internal cdatower financial reporting. Our testing, or thédsequent testing by our independent regis
public accounting firm, may reveal deficienciesimr internal controls over financial reporting tlaaeé deemed to be material weaknesses
compliance with Section 404 would require us totitwe to incur substantial accounting expense ampered significant management effo
We currently do not have an internal audit groungl we may need to hire additional accounting andrtial staff. Moreover, if we are not g
to comply with the requirements of Section 404 itinaely manner or if we or our independent regietiepublic accounting firm identifi
deficiencies in our internal controls over finandi@porting that are deemed to be material wealaseghe market price of our stock cc
decline and we could be subject to sanctions oedtigations by NASDAQ, the SEC or other regulatatwghorities, which would requi
additional financial and management resources.

Prolonged economic uncertainties or downturns, agllvas unstable market, credit and financial conigits, may exacerbate certe
risks affecting our business and have serious adeconsequences on our business.

The global economic downturn and market instabitigs made the business climate more volatile anck roostly. These econon
conditions, and uncertainty as to the general tor®f the macroeconomic environment, are beyamdcontrol. Sales of our products will
dependent, in large part, on reimbursement fromeguowent health administration authorities, priviaalth insurers, distribution partners
other organizations in Germany, the United Kingdd®ortugal and the U.S. As a result of negativedseim the general economy in
jurisdictions in which we may do business, thegmbpizations may be unable to satisfy their reiménnent obligations or may delay paym
In addition, health authorities in some jurisdiosomay reduce reimbursements, and private insumaysincrease their scrutiny of claims
reduction in the availability or extent of reimbensent could negatively affect our product salesrardnue.

In addition, we rely on third parties for severabiortant aspects of our business. During challengitd uncertain economic times an
tight credit markets, there may be a disruptiordelay in the performance of our third party cortives; suppliers or partners. If such tl
parties are unable to satisfy their commitmentsidp our business and results of operations woulddeersely affected. There were
customers that accounted for more than 10% of otad tonsolidated revenues for the year ended Deeerdl, 2014. For the year en
December 31, 2013, two pharmacy customers in Eusopeunted for approximately 23% of our total cdidsded revenues.

Risks Related to Intellectual Property and Other Lgal Matters

If we or our licensors are unable to obtain and nmaain protection for the intellectual property ineporated into our products, tt
value of our technology and products will be advelssaffected.

Our success will depend in large part on our abdit the ability of our licensors to obtain and ntain protection in the U.S. and ot
countries for the intellectual property incorporhibeto our products. The patent situation in tleddfiof biotechnology
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and pharmaceuticals generally is highly uncertaith mvolves complex legal and scientific question® or our licensors may not be abl
obtain additional issued patents relating to ochme@logy. Our success will depend in part on thiéitalof our licensors to obtain, mainte
(including making periodic filings and payments)daenforce patent protection for their intellectpabperty, in particular, those patent:
which we have secured exclusive rights. Under imenke with pSivida, pSivida controls the filingppecution and maintenance of all pate
Our licensors may not successfully prosecute ofilvoa to prosecute the patent applications to whietare licensed. Even if patents are is
in respect of these patent applications, we orlicensors may fail to maintain these patents, metemiine not to pursue litigation aga
entities that are infringing upon these patentsnay pursue such litigation less aggressively tiwarordinarily would. Without protection f
the intellectual property that we own or licenstheo companies might be able to offer substanti@éntical products for sale, which co
adversely affect our competitive business posiiod harm our business prospects. Moreover, FA@ isflpatent active ingredient thal
commercially available in several forms includihg extended release ocular implant Retisert.

Even if issued, patents may be challenged, narrpimgdlidated, or circumvented, which could limitraability to stop competitors frc
marketing similar products or limit the length efrn of patent protection that we may have for awdpcts. In addition, our patents and
licensors’ patents may not afford us protectioniregjacompetitors with similar technology.

Litigation or third-party claims of intellectual property infringememntould require us to divert resources and may prevendelay ou
development, regulatory approval or commercializatiof our products.

ILUVIEN or any future products or product candidateay infringe upon other partieisitellectual property rights that are protectet
patents or patent applications. Thpdrties may now or in the future own or controlsta@atents and patent applications in the U.Sahnzhac
These thirdparties could bring claims against us or our calabors that would cause us to incur substantipkeses or divert substan
employee resources from our business and, if seftdesould cause us to pay substantial damag@sement us from developing any fut
product candidates. Further, if a patent infringetseiit were brought against us or our collabostae or they could be forced to stop or d
research, development, manufacturing or saleseoptbduct or product candidate that is the sulgkttie suit.

Several issued and pending U.S. patents claimintpode and devices for the treatment of eye diseaselsiding through the use
steroids, implants and injections into the eyepptirto cover aspects of ILUVIEN. For example, afi@ur potential competitors holds iss|
and pending U.S. patents and a pending Europeantpgiplication with claims covering injecting acutar implant into a patierd’eye simile
to the ILUVIEN applicator. There is also an issug®. patent with claims covering implanting a sigab antiinflammatory agent to treat
inflammationmediated condition of the eye. If these or any ofiaents were held by a court of competent jucisah to be valid and to cov
aspects of ILUVIEN, then the owners of such paterdsld be able to block our ability to commercieliz. UVIEN unless and until we obtai
license under such patents (which license mightirecqus to pay royalties or grant a crdéisense to one or more patents that we own),
such patents expire or unless we are able to igaesir product to avoid any such valid patents.

As a result of patent infringement claims, or iderto avoid potential claims, we or our collaboratmay choose to seek, or be reqt
to seek, a license from the thipdrty and would most likely be required to pay tise fees or royalties or both. These licenses noaybe
available on acceptable terms, or at all. Evenéfaw our collaborators were able to obtain a lieetise rights may be nonexclusive, wi
would give our competitors access to the sameléuatelal property. Ultimately, we could be preventexin commercializing a product, or
forced to cease some aspect of our business apesatj as a result of actual or threatened patdringement claims, we or our collaboral
are unable to enter into licenses on acceptahiesterhis could harm our business significantly.

There has been substantial litigation and othetgedings regarding patent and other intellectuapgmty rights in the pharmaceutical .
biotechnology industries. In addition to infringeme&laims against us, we may become a party tor @iaient litigation and other proceedir
including interference proceedings declared bylitfe Patent and Trademark Office and oppositiorgedings in the European Patent Of
regarding intellectual property rights with resptecbur products and technology. The cost to usngflitigation or other proceeding, regard
of its merit, even if resolved in our favor, coldd substantial. Some of our competitors may be @bfaistain the costs of such litigatior
proceedings more effectively than we can becausieedf substantially greater financial resourcescéftainties resulting from the initiation ¢
continuation of patent litigation or other procewdi could have a material adverse effect on ouityalbdo compete in the marketpla
Intellectual property litigation and other proceegi may, regardless of their merit, also absorhifiggnt management time and empla
resources.

If we are unable to protect the confidentiality ofur proprietary information and knowhow, the value of our technology and produ
could be adversely affected.
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In addition to patented technology, we rely uporpatented proprietary technology, processes, tratdeets and knowow. Any
involuntary disclosure or misappropriation by thparties of our confidential or proprietary inforneat could enable competitors to quic
duplicate or surpass our technological achievemehts eroding our competitive position in our mearkVe seek to protect confidentia
proprietary information in part by confidentialiBgreements with our employees, consultants and-phirties. While we require all of ¢
employees, consultants, advisors and any thirdgsawho have access to our proprietary ke, information and technology to enter
confidentiality agreements, we cannot be certaat this knowhow, information and technology will not be dis@dsor that competitors w
not otherwise gain access to our trade secretsdependently develop substantially equivalent imfmtion and techniques. These agreen
may be terminated or breached, and we may not &deguate remedies for any such termination or hrdaathermore, these agreements
not provide meaningful protection for our traderséz and knowiow in the event of unauthorized use or discloslicethe extent that any
our staff were previously employed by other phareutical or biotechnology companies, those employeag allege violations of trade sec
and other similar claims in relation to their ddyelopment activities for us.

If our efforts to protect the proprietary nature dhe intellectual property related to our producise not adequate, we may not be ¢
to compete effectively in our markets.

The strength of our patents in the biotechnologg pharmaceutical field involves complex legal artestific questions and can
uncertain. In addition to the rights we have liehérom pSivida relating to ILUVIEN, we rely upontéllectual property we own, includi
patents, patent applications and trade secretsp@ent applications may be challenged or failesult in issued patents and our existin
future patents may be too narrow to prevent tpadies from developing or designing around thestergs. As of December 31, 2014,
patent rights relating to ILUVIEN licensed to usrim pSivida include six U.S. patents that expireMeen March 2019 and August 2027,
European patents expiring in April of 2021 and @etoof 2024, and counterpart filings to these paténa number of other jurisdictions.
patent term extension will be available for anytlafse U.S. patents, European patent or any oficemded U.S. or European pending pe
applications. After these patents expire in Aug2@27 in the U.S. and October of 2024 in Europewitenot be able to block others frc
marketing FAc in an implant similar to ILUVIEN. Meover, it is possible that a thiphrty could successfully challenge the scope (ikethe
a patent is infringed), validity and enforceabildf/our licensed patents prior to patent expiratioil obtain approval to market a compet
product.

Further, the patent applications that we licenseawe filed may fail to result in issued patentsm® claims in pending patent applicati
filed or licensed by us have been rejected by pateaminers. These claims may need to be amended. &ter amendment, a patent may
be permitted to issue. Further, the existing ourippatents to which we have rights based on owgeagent with pSivida may be too narrov
prevent third-parties from developing or designemgund these patentddditionally, we may lose our rights to the pateatsd pater
applications we license in the event of a breademnination of the license agreement. Manufactuneay also seek to obtain approval to s
generic version of ILUVIEN prior to the expiratiaf the relevant licensed patents. If the sufficien€ the breadth or strength of protec
provided by the patents we license with respedit.tdVIEN or the patents we pursue related to ILUVIEN any future product candidate
threatened, it could dissuade companies from ootkting with us to develop, and threaten our gbtiit commercialize ILUVIEN and a
future product candidates. Further, if we encoud#tays in our clinical trials for any future pradicandidate, the period of time during wt
we could market such product candidates under pateection would be reduced. We rely on tradereteprotection and confidential
agreements to protect certain proprietary krmwm that is not patentable, for processes for wipiatents are difficult to enforce and for
other elements of our development processes withext to ILUVIEN that involve proprietary knolew, information and technology tha
not covered by patent applications. While we remuailt of our employees, consultants, advisors amdthirdparties who have access to
proprietary know-how, information and technology éater into confidentiality agreements, we cannet dertain that this knowew,
information and technology will not be disclosedtuat competitors will not otherwise gain accessuotrade secrets or independently dev
substantially equivalent information and technigquasrther, the laws of some foreign countries dbprotect proprietary rights to the se
extent as the laws of the U.S. As a result, we emmpunter significant problems in protecting anfitdding our intellectual property both in
U.S. and abroad. If we are unable to protect oemthe intellectual property related to our tedbgies, we will not be able to establist
maintain a competitive advantage in our market.

Third-party claims of intellectual property infringememhay prevent or delay our commercialization effossth respect to ILUVIEN
and our discovery, development or commercializatefforts with respect to any future product candigs.

Our commercial success depends in part on avoidinggement of the patents and proprietary righftshird-parties. Thirdaarties ma
assert that we are employing their proprietary teébgy without authorization. In addition, at leagiveral issued and pending U.S. pa
claiming methods and devices for the treatmentyef diseases, including through the use of steramdplants and injections into the e
purport to cover aspects of ILUVIEN.
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Although we are not currently aware of any litigatior other proceedings or thipdty claims of intellectual property infringem
related to ILUVIEN, the pharmaceutical industryclgracterized by extensive litigation regardingeptd and other intellectual property rig
Other parties may in the future allege that ouivdigs infringe their patents or that we are enyplg their proprietary technology withc
authorization. We may not have identified all tretemts, patent applications or published literatbeg affect our business either by blocl
our ability to commercialize our products or prodoandidates, by preventing the patentability of on more aspects of our products or tl
of our licensors or by covering the same or sinté@hnologies that may affect our ability to mar&et product. We cannot predict whether
would be able to obtain a license on commerciaBsonable terms, if at all. Any inability to obtaiuch a license under the applicable pa
on commercially reasonable terms, or at all, mayehmmaterial adverse effect on our ability to careralize ILUVIEN or any future produc
or product candidates until such patents expire.

In addition, thirdparties may obtain patents in the future and cldiat use of ILUVIEN, our technologies or future guats or produ
candidates infringes upon these patents. Furthesnparties making claims against us may obtaimitjue or other equitable relief, whi
could effectively block our ability to further conartialize ILUVIEN or develop and commercialize dnyure product candidates. Defens
these claims, regardless of their merit, would imecsubstantial litigation expense and would bellastantial diversion of employee resou
from our business. In the event of a successfuinctd infringement against us, we may have to palystantial damages, obtain one or n
licenses from thirgparties or pay royalties, or we may be enjoinedhffarther commercializing ILUVIEN or developing asdmmercializin
any future product candidates or technologiesdutiteon, even in the absence of litigation, we magd to obtain licenses from thipadties ti
advance our research or allow commercializatiol.0fVIEN or any future product candidate, and we éaone so from time to time. We n
fail to obtain future licenses at a reasonable ocosin reasonable terms, if at all. In that everg, may be unable to further commercie
ILUVIEN or develop and commercialize any future gwot candidates, which could harm our businessfgigntly.

We may become involved in lawsuits to protect ofoece our patents or the patents of our licensowshich could be expensive, tir
consuming and unsuccessful.

Competitors may infringe our patents or the patehtsur licensors. To counter infringement or uhauized use, we may be require!
file infringement claims, which can be expensive dme consuming. In addition, in an infringemenbgeeding, a court may decide th.
patent of ours or our licensors is not valid ouigenforceable, or may refuse to stop the othelydestn using the technology at issue on
grounds that our patents do not cover the techpologuestion. Aradverse result in any litigation or defense progegsicould put one
more of our patents at risk of being invalidatednberpreted narrowly and could put our patent @pgibns at risk of not issuing.

Interference proceedings brought by the U.S. PatedtTrademark Office may be necessary to deterthimgriority of inventions wit
respect to our patents and patent applicationeaset of our collaborators or licensors. An unfabt@autcome could require us to cease L
the technology or to attempt to license rights foom the prevailing party. Our business coulchbemed if a prevailing party does not offe
a license on terms that are acceptable to us.atitig or interference proceedings may fail andpaf/euccessful, may result in substantial c
and distraction of our management and other empky@/e may not be able to prevent, alone or withlioansors, misappropriation of ¢
proprietary rights, particularly in countries whehe laws may not protect those rights as fullynake U.S.

Furthermore, because of the substantial amounisobdery required in connection with intellectuabperty litigation, there is a risk tt
some of our confidential information could be coomised by disclosure during this type of litigatidn addition, there could be puk
announcements of the results of hearings, motiowsher interim proceedings or developments. lusiies analysts or investors perceive t
results to be negative, it could have a substaatiaérse effect on the price of our common stock.

Product liability lawsuits could divert our resoues, reduce the commercial potential of our prodyctnd result in substanti
liabilities, which may or not be covered by insureg

Our business exposes us to the risk of producilitiablaims, which is inherent in the manufactigjitesting and marketing of drugs .
related products. We face an increased risk ofymbliability as we further commercialize ILUVIEN.the use of ILUVIEN or one or more
our future products harms people, we may be suljembstly and damaging product liability claimse\believe that we may be at a greater
of product liability claims relative to other phaaiceutical companies because ILUVIEN is inserted the eye, and it is possible that we |
be held liable for eye injuries of patients whoeige ILUVIEN. These lawsuits may divert our manag@airfrom pursuing our business stral
and may be costly to defend. In addition, if we laetd liable in any of these lawsuits, we may insulpstantial liabilities and may be force:
limit or forego further commercialization
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of ILUVIEN or one or more of our future productsltfough we maintain product liability insurance eang our clinical trial activities and ¢
product sales, our aggregate coverage limit urtdeset insurance policies is limited to $10.0 milliormost jurisdictions, and while we belie
this amount of insurance is sufficient to cover puoduct liability exposure, these limits may nat bigh enough to fully cover poten
liabilities. The insurance provides worldwide cege where allowed by law. As product revenue isgged in new countries, we intenc
obtain compulsory coverage in those countries riaguire it. However, we may not be able to obtaimaintain sufficient insurance cover:
at an acceptable cost or otherwise to protect agaistential product liability claims. If we areabie to obtain insurance at acceptable cc
otherwise protect against potential product li#pitlaims, we will be exposed to significant liatids, which may materially and advers
affect our business and financial position. Theabilities could prevent or interfere with our pramd development and commercializa
efforts.

If we use hazardous and biological materials in sanmer that causes injury or violates applicable lawe may be liable for damages.

Our research and development activities may invehes controlled use of potentially hazardous sufzsts, including chemical a
biological materials. In addition, our operationaynproduce hazardous waste products. Federal,astdttocal laws and regulations in both
U.S. and Canada govern the use, manufacture, stonagdling and disposal of hazardous materialhiofigh we believe that our procedt
for use, handling, storing and disposing of thesgenials comply with legally prescribed standamis,may incur significant additional cost:
comply with applicable laws in the future. Alsoeevif we are in compliance with applicable laws, weanot completely eliminate the risk
contamination or injury resulting from hazardoustenials and we may incur liability as a result ofyasuch contamination or injury. In 1
event of an accident, we could be held liable famédges or penalized with fines, and the liabiliyld exceed our resources. We do not
any insurance for liabilities arising from hazardanaterials. Compliance with applicable environraklaws and regulations is expensive,
current or future environmental regulations may ampur research, development and production effasthich could harm our busine
operating results and financial condition.

Risks Related to the Ownership of Our Common Stock

Our stock price has been and may continue to beatit#, and the value of an investment in our commstock may decline.

We completed our IPO in April 2010 at a price ol ID per share. Subsequently, our common stock&dsd as low as $1.09 per sh
The realization of any of the risks described iesthrisk factors or other unforeseen risks coule lladramatic and adverse effect on the m
price of our common stock. The trading price of sammon stock is likely to continue to be highlylatde and could be subject to w

fluctuations in response to various factors, sofmehich are beyond our control. These factors idetu

. our ability to successfully commercialize ILUVIEMcluding our ability to build our own commerciaffiastructure for the se
of ILUVIEN in Germany, the United Kingdom, Portugaid the U.S.;

. the ability of ILUVIEN to be approved in any additial jurisdiction

. the ability of ILUVIEN or any future products or gmuct candidates, if approved in additional judsidns, to achie\
commercial success;

. FDA or international regulatory actions, includifaglure to receive or maintain regulatory approfcal ILUVIEN or any future
products or product candidates;

. quarterly variations in our results of operationshmse of our competitol

. announcements by us or our competitors of acquisti regulatory approvals, clinical milestones, naeducts, significa
contracts, commercial relationships or capital cotmants;

. thirdparty coverage and reimbursement polic

. additions or departures of key person

. commencement of, or our involvement in, litigat

. our ability to meet our repayment and other oblayet under our loan agreeme
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. changes in governmental regulations or in the statwur regulatory approva

. changes in earnings estimates or recommendatioasdwyities analys!

. any major change in our board of directors or manamt

. results from our clinical trial progran

. our ability to develop and market new and enhamreducts or product candidates on a timely b
. general economic conditions and slow or negatieevtr of our markets; ai

. political instability, natural disasters, war andéwents of terrorisr

From time to time, we estimate the timing of theamplishment of various scientific, clinical, regtdry and other product developrr
goals or milestones. These milestones may inclobdecbmmencement or completion of scientific studied clinical trials, the submission
regulatory filings, the notification of the resuti§ regulatory filings and the anticipated commafrtaunch of ILUVIEN or any future produt
or product candidates. Also, from time to time, expect that we will publicly announce the anticgzhtiming of some of these milestones.
of these milestones are based on a variety of gstaums. The actual timing of these milestones cary dramatically compared to ¢
estimates, in some cases for reasons beyond otrotdhwe do not meet these milestones as pupbeinounced, our stock price may dec
and the further commercialization of ILUVIEN or afuture products or product candidates may be delay

In addition, the stock market has experienced mérprice and volume fluctuations that have ofteanbenrelated or disproportionate
the operating performance of publicly traded conmmarBroad market and industry factors may senoaffect the market price of companies
stock, including ours, regardless of actual opegagierformance. These fluctuations may be even prareounced in the trading market for
stock. In addition, in the past, following periodtvolatility in the overall market and the markmice of a particular comparg/’securitie:
securities class action litigation has often bewtiaited against these companies. This litigatibhyought against us, could result in substa
costs and a diversion of our management’s attemtimhresources.

Certain of our stockholders have the ability to dool the outcome of matters submitted for stockhetdapproval and may ha
interests that differ from those of our other stdetilders.

Our executive officers, key employees, directord #imeir affiliates and the investors that partitgohin our Series A Convertit
Preferred Stock financing beneficially owned, ie tiggregate, a majority of the outstanding votioggr of our common stock, assuming
exercise of the outstanding warrants to purchaaeeshof our Series A Convertible Preferred Stock.afresult, these stockholders, if ac
together, may be able to exercise significant arflee over all matters requiring stockholder apgrameluding the election of directors and
approval of significant corporate transactions, #msl concentration of voting power may have tHeafof delaying or impeding actions t
could be beneficial to you, including actions tiraty be supported by our Board of Directors.

In addition, the terms of the Series A ConvertiBleferred Stock provide that certain corporateoastirequire the prior consent of
holders of at least 70% of the then outstandingeshaf Series A Convertible Preferred Stock.

Significant sales of our common stock could depresseduce the market price of our common stock,a@ause our shares of comm
stock to trade below the prices at which they woattierwise trade, or impede our ability to raisetfive capital.

A small number of institutional investors and ptev&quity funds hold a significant number of shaesur common stock and all of «
shares of Series A Convertible Preferred StockieSe&k Convertible Preferred Stock Warrants andeSel8 Convertible Preferred Stock. S
by these stockholders of a substantial number axfesh or the expectation of such sales, could cassgnificant reduction in the market pi
of our common stock. Additionally, a small numbérirvestors have rights, subject to certain coondsi to require us to file registrat
statements to permit the resale of their sharegtéanpublic market or to include their shares inigkgtion statements that we may file
ourselves or other stockholders.

In addition to our outstanding common stock, aBetember 31, 2014, there were a total of 7,681skes of common stock that
have registered and that we are obligated to iapo@ the exercise of currently outstanding optigrated under our equity incentive pl:
Upon the exercise of these options, in accordarittetheir respective terms, these shares may be
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resold freely, subject to restrictions imposed anaffiliates under the SE€'Rule 144. If significant sales of these sharesiom short perioc
of time, these sales could reduce the market pficeir common stock. Any reduction in the tradirrgc@ of our common stock could impe
our ability to raise capital on attractive terms.

Actual or perceived significant sales of our commstotk could depress or reduce the market pric@iotommon stock, cause our sh
of common stock to trade below the prices at whiey would otherwise trade or impede our abilityase future capital.

Future sales and issuances of our equity securities rights to purchase our equity securities, inding pursuant to our equit
incentive plans, would result in dilution of the peentage ownership of our stockholders and couldisa our stock price to fall.

To the extent we raise additional capital by isgusguity securities; our stockholders may expegesubstantial dilution. We may ¢
common stock, convertible securities or other ggsécurities in one or more transactions at prégesin a manner we determine from tim
time. If we sell common stock, convertible secastior other equity securities in more than onestation, investors may be diluted
subsequent sales. Such sales may also result eriatatilution to our existing stockholders, andwiavestors could gain rights superiol
existing stockholders. In addition, the Series AM@atible Preferred Stock is entitled to price-lzhaati-dilution protection in connection wi
certain financings, which has the potential totfartdilute our other stockholders.

Pursuant to our 2010 Equity Incentive Plan, ourrBa# Directors is authorized to grant stock opsida our employees, directors |
consultants. The number of shares available faréugrant under our 2010 Equity Incentive Planeases each year by an amount equal
lesser of 4% of all shares of our capital stoclstautding as of January 1st of each year, 2,00G086s, or such lesser number as deterr
by our Board of Directors. On January 1, 2015, dditeonal 1,772,814 shares became available farréutssuance under our 2010 Eq
Incentive Plan in accordance with the annual irmeeén addition, we have reserved 494,422 sharesrafommon stock for issuance under
2010 Employee Stock Purchase Plan. The numberapésteligible for purchase is replenished as afidagnlst of each year in an amount e
to the shares purchased under the plan in the girecgear. As such, on January 1, 2015, an additiB4,915 shares became available
future issuance under our 2010 Employee Stock RseRlan.

The Series A Convertible Preferred Stock contairvenants that may limit our business flexibility.

For so long as at least 37.5% of the shares oéSéiConvertible Preferred Stock originally issuedhe investors at the closing of
Series A Convertible Preferred Stock financing ictaber 2012 are held by the initial investors aittaffiliates, we may not, without fii
obtaining the approval of the holders of at led@¥¥70f the then outstanding shares of Series A Quible Preferred Stock: (i) increase
decrease the authorized number of shares of Sari€snvertible Preferred Stock; (ii) authorize, dssaissue or obligate us to issue
reclassification, merger or otherwise) any secu¢dy any class or series thereof) or any indebtssingn each case that has any ri
preferences or privileges senior to, or on a pavity, the Series A Convertible Preferred Stockany security convertible into or exercise
for any such security or indebtedness, subjecinidd exceptions for certain debt transaction§); §mend our certificate of incorporation
the certificate of designation of the Series A Gantible Preferred Stock, in each case in a mararadversely affects the rights, preferenc
privileges of the Series A Convertible PreferredcBt (iv) redeem, purchase otherwise acquire (or pay into or set aside fankisg fund fo
such purpose) any shares of common stock or peefestock; provided, however, that this restrictsbrall not apply to (A) the redemption
rights issued pursuant to any “poison piiljhts plan or similar plan adopted by us afterdtusing of the Series A Convertible Preferred &
financing or (B) the repurchases of stock from ferremployees, officers, directors or consultants wérformed services for us in connec
with the cessation of such employment or servicesyant to the terms of existing agreements withh sadividuals; (v) declare or pay &
dividend or distribution on any shares of capitatk; provided, however, that this restriction sinait apply to (A) dividends payable to holc
of common stock that consist solely of shares ghroon stock for which adjustment to the conversioieepof the Series A Convertit
Preferred Stock is made pursuant to the certificatdesignation or (B) dividends or distributiorssued pro rata to all holders of capital s
(on an as-converted basis) in connection with thgléementation of a “poison pillfights plan or similar plan by us; (vi) authorizeapprowvi
any increase to the number of aggregate shareapifat stock reserved for issuance pursuant toksbption, stock purchase plans or o
equity incentive plans such that the total aggeegatmber of shares issued under such plans andedser issuance under such plans (o
as-converted basis) exceeds the number of shawesdignd reserved for issuance under such plaren(aseonverted basis) on the date of
closing of the Series A Convertible Preferred Stéiokncing by more than 20% (as adjusted for stejlks, combinations, stock dividen
recapitalizations and the like), provided that argreases resulting solely from the annual increassulting from the “evergreeptovisions o
equity incentive plans in effect on the date of thasing of the Series A Convertible Preferred 8téinancing shall not be subject to t
restriction and shall not be included for purposésietermining whether such 20% increase has oedu(vii) issue stock or other eqt
securities of any subsidiary (other than to usnatlaer of our wholly-
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owned subsidiaries or declare or pay any dividendtleer distribution of cash, shares or other assetredemption or repurchase of share
any subsidiary; or (viii) incur any secured indelntess other than certain limited debt transacti®hsre is no guarantee that the holders c
Series A Convertible Preferred Stock would appramg such restricted action, even where such aoraatould be in the best interests of
stockholders. Any failure to obtain such approwvaild harm our business and result in a decreageinalue of our common stock.

Anti-takeover provisions in our charter and bylaws ami Delaware law could prevent or delay acquisitioidb for us that might b
considered favorable and could entrench current naement.

We are a Delaware corporation and the takeover provisions of the Delaware General Coijimma_aw may deter, delay or prever
change in control by prohibiting us from engagingibusiness combination with an interested stddeindor a period of three years after
person becomes an interested stockholder, evenhi&age in control would be beneficial to our @rigtstockholders. In addition, our reste
certificate of incorporation and bylaws may dis@me, delay or prevent a change in our managemerdrarol over us that stockholders r
consider favorable. Our restated certificate obiporation and bylaws:

. authorize the issuance of “blank chegieferred stock that could be issued by our Bodr®icectors to thwart a takeo
attempt;
. do not provide for cumulative voting in the electiof directors, which would allow holders of lesgan a majority of ot

outstanding common stock to elect some directors;

. establish a classified Board of Directors, as altexf which the successors to the directors wheses have expired will |
elected to serve from the time of election and ifjoation until the third annual meeting followirtheir election;

. require that directors only be removed from officecause

. provide that vacancies on the Board of Directarsluding newly created directorships, may be filtedy by a majority vote «
directors then in office;

. contain certain protective provisions in favor lod tholders of Series A Convertible Preferred S
. limit who may call special meetings of stockhold
. prohibit common stockholder action by written camseequiring all actions of the holders of comnginck to be taken al

meeting of the stockholders; and

. establish advance notice requirements for nomigatandidates for election to the Board of Directmrdor proposing matte
that can be acted upon by stockholders at stockhoheetings.

If securities or industry analysts do not publiskesearch or reports or publish unfavorable researchreports about our business, @
stock price and trading volume could declir

The trading market for our common stock dependsaiht on the research and reports that securitigsdoistry analysts publish about
our business, our market or our competitors. If onenore of the analysts who covers us downgradestock, our stock price would like
decline. If one or more of these analysts ceaseever us or fails to regularly publish reportsum, interest in our stock could decrease, w
could cause our stock price or trading volume tide.
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ITEM 1B. UNRESOLVED STAFF COMMENTS
Not applicable.
ITEM 2. PROPERTIES

Our U.S. headquarters are located in Alpharettar@®, consisting of approximately 18,000 squagt & office space. Our lease for t
facility expires in September 2021. Our EU headtgarare located in Aldershot, United Kingdom, ésiitsg of approximately 6,100 square
feet of office space. Our lease for this faciligpges in December 2024, however is cancelableowitipenalty in December 2019. We also
lease space located in Berlin, Germany, and indrisPortugal, both consisting of less than 1,0Q@es feet of office space. Our lease for tl
facilities in Germany and Portugal expire in Mag€i5 and July 2015, respectively. Management bedi¢glat the leased facilities are suitable
and adequate to meet the Company’s anticipatedtegarneeds. We anticipate that following the exjaan of the leases, additional or
alternative space will be available at commerciedigsonable terms.

ITEM 3. LEGAL PROCEEDINGS

The Company is not a party to any material pentiiggl proceedings, and management is not awamyot@templated proceedings by
any governmental authority against the Company.

ITEM 4. MINE SAFETY DISCLOSURES
Not applicable.
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PART I

ITEM 5. MARKET FOR REGISTRANT'S COMMON EQUITY, RELATED SHAEHOLDER MATTERS AND ISSUER PURCHASES
OF EQUITY SECURITIES

Our common stock has been trading on The NASDAQ&IMarket (NASDAQ) under the symbol “ALIM” sincaupIPO on April 22,
2010. Prior to that time, there was no establighdalic trading market for our common stock. Thedwing table sets forth, for the periods
indicated, the range of high and low sale pricesuwfcommon stock as reported by NASDAQ.

Year Ended December 31, 2014 High Low

First quarter 2014 $ 8.44 $ 4.2¢
Second quarter 2014 $ 8.3t $ 5.0C
Third quarter 2014 $ 6.5/ $ 4.5¢
Fourth quarter 2014 $ 6.4¢ $ 4.6£
Year Ended December 31, 2013 High Low

First quarter 2013 $ 33 $ REE
Second quarter 2013 $ 5.6¢ % 2.5¢
Third quarter 2013 $ 517 $ 3.0¢
Fourth quarter 2013 $ 51 % 1.65

Holders

As of March 6, 2015 there were 46 holders of reardur common stock.

Dividends

We have not declared or paid any cash dividendsuorrommon stock since our inception. We do nat ptapay dividends in the
foreseeable future. Further, the rights and prefee of our Series A Convertible Preferred Stosk alace limitations on our ability to declare
or pay any dividend or distribution on any sharesapital stock. We currently intend to retain éags, if any, to finance our growth.
Consequently, stockholders will need to sell shafesir common stock to realize a return on theestment, if any.

Recent Sales of Unregistered Securities
Sales of Unregistered Securities
2014 Series B Preferred Stock Private Placement

On December 12, we sold an aggregate of 8,291 18a1@s of our Series B Convertible Preferred Stock private placement to certain
accredited institutional investors for $6,030.00 gieare. We also issued an additional 124.378 sludr8eries B Preferred Stock to such
accredited institutional investors as a subscnipticemium. The sale of the shares resulted in grmasseeds to us of $50.0 million prior to the
payment of expenses related to t