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PART |
Forward-Looking Statements

This Annual Report on Form 10-K for the year enBedember 31, 2014, or “Form 10-K,” contains forwbrdking statements concerning
our business, operations, and financial performamckcondition, as well as our plans, objectivasd, @xpectations for business operations ant
financial performance and condition. Any statemewotstained herein other than statements of higtbfécts may be deemed to be forward-
looking statements. You can identify these statasleywords such as “aim,” “anticipate,” “assumtélieve,” “could,” “due,” “estimate,”
“expect,” “forecast,” “goal,” “intend,” “may,” “olgctive,” “plan,” “predict,” “project,” “potential,*positioned,” “should,” “target,” “will,”
“would,” and other similar expressions that aredrons of or indicate future events and futuentts. These forward-looking statements are
based on current expectations, estimates, fore@asisprojections about our business and the indirstvhich we operate and management’s
beliefs and assumptions and are not guaranteegwéfperformance or development and involve knamnah unknown risks, uncertainties, and
other factors that are in some cases beyond odratowe caution readers that forward-looking staats are not guarantees of future
performance and our actual results may differ nigtgifrom those anticipated, projected, or assuiinettie forward-looking statements in this
Form 10-K. Factors that can cause our actual iesuldiffer materially from those anticipated ir lorwardlooking statements include, but
not limited to, the risks described under “Risk téas,” including:

« our history of net losses and our expectationgrificant operating losses for the foreseeableréjtu

our ability to continue as a going concern;
« our ability to repay our convertible notes wherq &nrequired or otherwise comply with the requients under the convertible notes;
e expectations as to the timing and amount of casbgads from the exercise, if any, of outstandingaves to purchase common stock;

» changes in the fair value of our convertible nated warrants to purchase common stock and the gainsses that may arise upon the
changes in those fair values each reporting period,;

« failure to raise additional financing to fund oyresations when needed or on terms favorable to us;

+ failure of ourFantom™ scaffold, or any future product, to meet our reggiclinical specifications;

e our inability to obtain regulatory clearance or agyal for any of our products;

< ourinability to attract or retain skilled persohfa our product development and commercializagfforts;
* increases in our projected expenditures on researgldevelopment and administrative activities;

« failure of our products to gain market acceptarmaeistically or internationally;

« less than anticipated growth in the market for ésorbable scaffolds generally;

» changes in the regulatory environment which mayeeskly impact the commercialization of our prodwstd result in significant
additional capital expenditures;

< ourinability to protect our intellectual propednd operate our business without infringing upanititellectual rights of others, which
could result in litigation and significant expenad#s; and,

refusal of third-party payors to reimburse our oustrs for use of our products.

Stockholders, potential investors, and other resader urged to consider these factors carefulgvaiuating the forward-looking statements
and are cautioned not to place undue reliance efotfivard-looking statements. These forward-loolstegements speak only as of the date of
this Form 10-K. Unless required by law, we do mbénd to publicly update or revise any forwdodking statements to reflect new informat
or future events or otherwise. You should, howexsriew the factors and risks we describe in tipors we will file from time to time with tt
Securities and Exchange Commission, or SEC, dftedéate of this Form 10-K.
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General Information

Unless the context implies otherwise, referencekigreport and the information incorporated hekey reference to “REVA Medical,”
“REVA,” the “Company,” “we,” “us,” and “our” refeto REVA Medical, Inc.

We have applied for trademark registrations oftthdemark-antom™ in the United States, European Union, Brazil, Andtralia. Our
product namé&eZolve® has received trademark approval in the UnitedeStahe European Union, Australia and Brazil. Atley trademarks,
trade names, and service marks appearing in thigtrare the property of their respective owneise br display by us of other parties’
trademarks, trade dress, or products is not ingttmleand does not imply a relationship with, or@seément or sponsorship of, us by the
trademark or trade dress owner.

Unless indicated otherwise in this Form 10-K, aferences to “$” or “dollarsfefer to United States dollars, the lawful curren€yhe Unitet
States of America. References to “A$" refer to Aakkan dollars, the lawful currency of the Commouitie of Australia.

Iltem 1. Busines s
Overview

We are a development stage medical device comparking toward commercialization of our proprietéaeghnologies to provide minimal
invasive medical devices for the treatment of cargrartery disease in the human heart. Since @eption in 1998, our efforts have been
concentrated on the development of a stent foiruseronary applications. We currently are in theet stages of developing and clinically
testing bioresorbable drug-eluting coronary stéis.refer to bioresorbable stents as “scaffold€abese they are not permanent devices like
metal stents. In clinical use, a scaffold is impdghby an interventional cardiologist utilizingay imaging during a minimally invasive surge
The scaffold is delivered to the site of a lesimnblockage, in a coronary artery with a deliveayheter system, whereupon it is deployed to
restore blood flow to the artery. It additionallyedicates the artery to prevent further tissue gndvam the stenting procedure, which is also
called “restenosis.” Our products are designedfer ¢ull x-ray visibility, clinically relevant sing, and safe resorption. We believe that, due t
certain risks associated with commercially avadablketal stents, the coronary stent market is beggrio convert from metal drug-eluting
stents to fully bioresorbable polymer scaffolds],ahwe receive approval for commercializationrfréhe relevant regulatory authorities, we
believe our products would enable us to competsffely in the stent market, which had approxirya$d.2 billion in worldwide revenues
during 2014.

Our scaffolds are still in a testing phase and keitjuire extensive clinical results and regulatgpproval before they can be sold and gen
any revenue. In 2007, we enrolled patients in dlsthiaical study that proved the viability of ostent technology while confirming the areas
needing further development. We have been deveaiauinl advancing our technology in both its desigh @olymer composition since that
study and have undertaken significant laboratod/feclinical testing that has shown the technologye safe and effective across various
models. Our scaffolds combine our proprietary Borbable polymer with various designs, includingoody deformable designs and our
proprietary “slide and lock” non-deformable designs

We are currently testing otfantomscaffold, which was introduced in humans during @aber 2014. Prior to our developmentaitom,
we had enrolled a total of 165 patients in thrésicdl trials between June 2007 and January 2014 pvedecessor scaffolds that were
developed utilizing our proprietary x-ray visiblelpmer in combination with our “slide and lock” stedesign. While these predecessor
scaffolds demonstrated viability of the technologr, believe the enhanced characteristidsasftombetter position it for commercial success.
The enhanced features include a unibody desigrerlstrut thickness, smaller crossing profile, ojatad polymer properties, and streamlined
manufacturing processes, while still maintainingla beneficial features of our prior scaffoldsisas radiopacity (visibility under x-ray) and
drug-elution and resorption properties. In March£2@e announceBlantomas our sole focus for development and testing andwrrently
reduced headcount by approximately 45 percenteshaced other overhead costs to a lesser extenintédrel to enroll up to 110 patients in a
clinical trial with Fantomduring 2015, obtain follow-up data at a sitenth time point, and if this data has acceptasietg and efficacy result
apply for regulatory approval in mid-2016. We mégoaenroll supplemental patients in th@ntomclinical trial during 2015 to provide data to
support Boston Scientific Corporation’s distributioption (see “— Distribution and License Agreenséielow for additional information).
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Our current plan is to apply for European CE Magkithe regulatory approval that would allow used sur scaffolds in Europe and other
countries that recognize the CE Mark. When, andéfreceive CE Mark approval, we will evaluate hmest to implement our sales and
marketing strategies for commercialization. While Bantomscaffold could be approved for sale in late 2018,afforts to generate
substantial revenue and achieve positive cashffiom our operations may take several years, eveuritlinical results are favorable.

Concurrently with developing and testifRgntom, we have been performing feasibility tests on &aldal technologies in our patent portfolio
and are in the early stages of developing a folbmwproduct pipeline.

We perform all of our research and developmentiiets from our location in San Diego, Californi&le have three clean rooms and
multiple engineering and chemistry labs at ourliigciwhich is also our corporate and administratoffice. We are ISO certified to the medi
device standard 13485:2012 and intend to mainkarcértification to support our commercializatidars. We have invented, co-invented, anc
in-licensed a portfolio of proprietary technologi€sur design-related technologies have been inddnteour employees and consultants and
our materials-related technologies have been ditivented by our employees or licensed from, oine@nted with, Rutgers, The State
University of New Jersey. We consider our patemtfpltio to be significant and have invested congathée time and funds to develop and
maintain it. We intend to continue to maintain auldl to our patent portfolio.

We had 46 employees as of December 31, 2014, disa number of whom are degreed professionatssixof whom are PhDs. We
leverage our internal expertise with contract refeand preclinical laboratories, catheter manufatg, and other outside services as needed

We have funded our research and development wétiptbceeds from our Initial Public Offering (“IPC¢pmpleted in December 2010 and,
prior to the IPO, from investments from health casature capital funds and global medical devicaufecturers including Medtronic, Inc.
(“Medtronic”) and Boston Scientific Corporation (32"). During 2014, we negotiated and completed a finantirprovide the ongoing capi
for our operations, including theantomclinical trial and application for CE Mark. Thisyincing was completed in November 2014 with the
issuance of 250 senior unsecured convertible nete) with a face value of $100,000, and warranfitchase 8,750,000 shares of our
common stock. We received proceeds of $25.0 mifiom the notes and have the potential to recepvtolan additional $22.8 million when,
and if, the warrants are exercised. Both the nateisthe warrants have five-year lives.

We expect our losses to continue for the next s¢years as we continue our development work,adirstudies, and preparations for
commercialization and, if these efforts are sudoés®id we are able to obtain approval to selladucts, we expect to commence product
sales thereafter. In order to successfully treositd profitable operations, we will need to aclkievievel of revenues and product margins to
support the Company’s cost structure. Until sustetas we generate positive cash flow, we plan mtiroee to fund our operating and capital
needs by utilizing our current cash and investmantsby raising additional capital through equitydebt financings or strategic or other
transactions.

Our company was founded in California in June 1898/D3, Inc. We changed our name to REVA Mediaad, In March 2002. We
reincorporated from the State of California to 8tate of Delaware in October 2010; as a resultrighgs of our stockholders are governed by
the Delaware General Corporation Law. We formedhally owned subsidiary in Germany in 2007 to faaté our clinical trials and our
planned commercialization of products; we haveused this subsidiary yet for any operating acteiti

Market Opportunity
Coronary Artery Disease

Cardiovascular disease (“CVD") is a term used tecdbe all diseases and conditions that relathadeart and blood vessels. Coronary
arteries, which supply blood to heart muscle, asesptible to the buildup of plaque and formatibtesions, which can inhibit or block blood
flow, a condition known as coronary artery disedfsarteries become too narrow as a result of pdaouildup, cardiac tissue may become
starved of nutrients and oxygen, resulting in sewdest pain known as angina. As artery narrowegpines more severe, death of cardiac
muscle downstream from the blockage can occur@adadck of oxygen. The sudden death of cardiachaiwean result in a life threatening
condition that is commonly known as a heart attacKkmyocardial infarction.”
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Coronary artery disease is a leading cause of diEathJanuary 2015 report published by the Wordlth Organization, CVD was the
number one cause of death globally with an esticha#®5 million deaths in 2012, representing 31 @etrof all global deaths. Of these, an
estimated 7.4 million deaths were due to coronagrtdisease. The American Heart Association (“AHiported that coronary artery disease
accounted for 375,295 deaths in the United States@l 2011, or approximately one in every seventagand that coronary artery disease wil
cost an estimated $129.6 billion in direct andriadi costs in 2015. According to the AHA, approxieiya 1.1 million people in the United
States will have a new or recurrent coronary hatgack annually.

The European Heart Network reported in 2012 thedreary artery disease is the most common causeathdn Europe, accounting for
approximately 1.8 million deaths per year, or agpnately 20 percent of all male and 22 percentlidieanale deaths. In addition, the Australia
Institute of Health and Welfare reported that camgrartery disease kills more Australians than atiwer disease, accounting for 21,500 death:
in 2011, or 15 percent of all deaths in Austrdiie2011, an estimated 69,900 people in Australier the age of 25 had a heart attack.

Current Interventional Treatments for Coronary Artg Disease

The treatment options available to patients wittonary artery disease vary between invasive andimasive techniques and, within these
groups, there are a variety of interventions tlaatehvarying degrees of benefits and side effedtseSifestyle factors are associated with
coronary artery disease, interventions that caarsevthese factors, such as living a healthy atideddestyle, are used for prevention and
treatment. Lifestyle changes include regular esercsmoking cessation, and a healthy diet. Evidshowss that the healthy lifestyle alternative
is not being universally adopted. Medication thgraping cholesterol-lowering medications, beta késs, diuretics, aspirin, nitroglycerin,
calcium channel blockers, and others aim to redlmed pressure and cholesterol levels and aidartrsatment of coronary artery disease.
Although drug therapy can improve quality of lifedsalso prolong survival, many drug therapies nvestombined with stenting to achieve
satisfactory long-term solutions to coronary artgigease for a large number of patients.

When lifestyle changes and medications fail to prtthe development of coronary artery disease) bpart and other surgical procedures
are usually required. These procedures, developedised over the past four decades, quickly aralysadstore blood flow by either rerouting
the flow around a plaque buildup with a surgicalqadure or by reopening the artery with an intetieeal procedure. The procedures have
evolved from invasive surgeries to minimally inwascatheter-based therapies. These advancememtgbagrally resulted in less severe
procedure-related complications, as well as redgosts due to shorter procedure and recovery tiRlggsicians have rapidly adopted each
new therapy. The main treatment options typicafigdiby physicians and available to patients are:

» Coronary Artery Bypass Surgery Bypass surgery is an extremely invasive technigiuereby open heart surgery is required. The
bypass is achieved by removing a vein or artemnfsomewhere else in a patientody and connecting it to the blocked artery asginc
the blockage. This allows oxygen-rich blood to tettee heart muscle. Surgeons can bypass multipkét coronary arteries during one

surgery.

« Balloon Angioplasty. Developed in the late 1970s, balloon angioplasty avaignificant advancement. This minimally invasikierapy
allows a physician to insert a slender balloongibpatheter into the femoral artery in the groitherradial artery in the wrist to access a
blockage in the heart. At the blockage site, tHeba is inflated to compress plaque and widenrtherowed artery so that blood can flow
more easily. This therapy was rapidly adopted beedis minimally invasive and results in shotiespital and recovery times comparec
to bypass surgery. However, the long-term effectdgs of balloon angioplasty is limited by restesiogirenarrowing of the artery caus
by the elastic recoil of the artery wall and/omf@ation of scar tissue within the artery. Restenggigally requires a repeat of the balloon
angioplasty procedure or a bypass surgery to owegcédditionally, some patients experience abr@ssel closure after angioplasty,
which leads to complications that include head@tt emergency bypass surgery, or death.

» Bare Metal Stents To address the issues of abrupt vessel closuardigh rates of restenosis following balloon an¢asty, coronary
stents were introduced in the 1990s. Stents ar# 8rha-like devices that are inserted into anrgrfellowing balloon angioplasty; they
stabilize the artery by propping it open to faaikt blood flow. Bare metal stents are flexible meiee mesh tubes that are permanently
implanted; they are typically mounted on a ballao expanded, stretching open to the desired dérdating implantation. While bare
metal stents minimized the issues and complicatdrabrupt vessel closure, restenosis continudx ta significant problem.
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» Drug-Eluting Metal Stents. After coronary stents were introduced, physicidetermined that restenosis was caused by the ®ody’
inflammatory response to the trauma caused byrigmplasty procedure and the stent, rather thatobgnary artery disease. A number
of methods were designed to overcome restenosisnttst common being the use of pharmacologicaltagemrevent restenosis at the
implant site. Drugeluting stents, which deliver a therapeutic drugally contained within a thin polymer coating oe thutside of a met
stent, help to minimize the buildup of scar tisdueing healing. Drug-eluting stents contain drugs range from cytotoxic types (for
example, paclitaxel) to immunosuppressants (sinsdinzotarolimus, and everolimus). Patients uswfig undergo treatment with aspirin
and anti-clotting or anti-platelet drugs, such lagpiclogrel (sold a®lavix) or ticlopidine (Ticlid ) after stenting, to reduce the incidenc
blood clots, or “thrombosis.” In coronary stentimgg believe the key measures of success or failuitee therapy are:

» Target Lesion Revascularizationor “TLR,” which measures the incidence of reqdire-stenting or bypass surgery due to a
failure of the initial coronary angioplasty andrgteg; and

* Major Adverse Cardiac Eventsor “MACE,” which are events of death, ischemi&RT or heart attack.

» Bioresorbable Stents After studies showed that drug-eluting metal tst@nicceeded in lowering the rates of restenaafistysconcerns
were raised when other studies suggested riske fn@® late-stent thrombosis and the failure téaresnatural movement of the artery.
While coronary stents were originally conceivedéotemporary devices and initial work was underntatkedevelop them from
biodegradable polymers so they would dissolve tive, most stents used currently are metal andiremalace permanently. In recent
years there has been increasing interest in thel@@went of a coronary stent that provides alhefpproven benefits of a drug-eluting
metal stent, but then dissolves or resorbs fronbtdty and allows the artery to return to its ndtfuaction. The first bioresorbable stent
was developed by researchers at Duke Universitlydrearly 1980s. While there have been a numberseiarchers developing
bioresorbable stents intended to be resorbed blgdtig over time, there are many technical challenged to date, only two coronary
bioresorbable stents are available for sale, ahdinocations outside the United States. Duehtrttemporary nature as compared to
metal stents and their intended design to holdttery open while it is healing following angiopiashioresorbable stents are often
described as bioresorbable scaffolds or “scaffblds.

Coronary Stent Market

In 2014, annual worldwide revenues from coronagyissales approximated $4.2 billion, of which dalgting stents accounted for
approximately $3.9 billion in revenues and 90 petaé units sold. We believe there are three congsawith significant market share which
have received both FDA and CE Mark approval foe fivug-eluting metal stents. According to analggborts, approximate 2014 annual
coronary stent revenues were:

* $1.4 billion in the United States from approximgtéll million stent implants;

» $2.3 billion in Europe and Asia (excluding Japam) ather countries that rely on CE Mark approvairfrapproximately 3.1 million stent
implants; and,

* $0.5 billion in Japan from approximately 239,008nstimplants.

Sales of bioresorbable scaffolds began in 2018datlons outside the United States. Of the worl@vgtbnt sales, bioresorbable scaffold
revenues were estimated to be $86.0 million in 281B$111.0 million in 2014. Scaffold revenuesangcipated to continue to grow, and
become a larger percentage of all stent salesigian of the technology increases and as théaddafare further approved for sale in
additional countries, including the anticipated rawal for sale in the United States by the endaff&2

Stent sales in Europe represent the majority aftahit revenues. Our plan is to initially sell iar&pe after, and if, we receive CE Marking,
the European regulatory approval required for conasraksales. We would then expand into additioralitiories as we apply for, and receive,
in-country and other regulatory approvals. Duehtdxtensive clinical data and regulatory appromatded to commercialize in the United
States, we do not anticipate selling in the Uni¢ates until several years after we've achieveihirsales in Europe.
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Our Products

The products we currently are developing and tgsiine drug-eluting fully bioresorbable polymer sseiwVe refer to bioresorbable stents as
“scaffolds” because they are not permanent devikeshe metal stents that are commonly used todé&er being implanted, our scaffolds are
designed to become fully captured inside the asely and maintain their strength for at least ¢hmeonths, a period of time that allows for
sufficient healing of the artery following the inapit procedure. Following artery healing, our sddare designed to gradually degrade and
benignly clear from the body, a process calleddrpson.” As a scaffold resorbs, there is an integrationrtgfrg tissue into the space previot
occupied by the scaffold and the artery returrisstoatural state, allowing for return of its natidtvasomotion,” or the ability to contract and
expand with blood flow and exertion.

We believe the features of bioresorbable scaffaldmbined with their temporary nature, provide adages over permanent metal stents
believe the primary advantage is the ability ofdinery to return to its natural state and vasoomgtihereby allowing better quality of life in t
near term and better retreatment options if futareliovascular disease occurs in the long-term.

We have designed our bioresorbable scaffolds tocomee many of the limitations associated with bastal and drug-eluting metal stents.
Our extensive preclinical testing, including beracid animal tests, provides data and results tdatate our scaffolds have the potential to
provide the following benefits:

» Restoration of Vessel MovementWe believe there is significant benefit to allowig artery’s natural movement, which could be
possible if the artery were not restricted witheanpanent metal stent. Our bioresorbable scaffakiotie after an artery has healed,
allowing restoration of the natural expansion aodti@action, or “vasomotion,” of the artery. We alsglieve that because the artery
returns to its natural state and blood flow isoe=d, disease progression downstream in the amayybe reduced.

» Minimization of Thrombosis Risk and Reduction of hg-Term Drug Therapy. We believe the potential for late-stent thrombdsis
reduced because our bioresorbable scaffolds befudlpw@ncapsulated into the artery and they safiébgolve over time. We believe these
characteristics will help in reducing the incideméédlood clots, potentially decreasing the needofolonged anti-platelet drug therapy.

» Enhanced Applications for Future Medical Treatment Since our bioresorbable scaffolds dissolve, wiebe that potential
complications of subsequent medical treatmentsesheced. A patient could likely undergo re-stentiregeive treatment for lesions
located downstream from the original stent, or ugdesurgical procedures to an artery because ther@ metal obstruction. In addition,
we believe our products have potential to be usealdelivery vehicle for agents such as drugs aneégjin coronary arteries to treat a
number of different indications, including the tr@ant and reduction of vulnerable plaque. If owrdurcts are used for these purposes, w
believe our bioresorbable scaffolds will be abléréat a broader range of lesions more safely thday’s stent alternatives.

We have been developing and advancing our biorabteliechnology in both its design and polymer cositpn since approximately 2003.
We have developed the following key specificatinmsbelieve our scaffold products should possesg ttommercially viable and competitiy

e Intended Use Implanted using minimally invasive techniquesprbs leaving no permanent device;
- Efficacy: Restores blood flow through the artery; the gitematural movement is restored as the scaffotfirtseto resorb;
» Drug Eluting : Delivers standard anti-restenotic drug to thatst artery;

» Standard Deployment Catheter mounted scaffold that does not requirsgaddng and that deploys in a ostep continuous inflation t!
same as current clinical practice, including defity through the radial artery;

» Storage and Handling Clinical handling and storage the same as cupsattice with no refrigeration requirements;
e Size: Treats arteries with diameters of 2.75mm ancelardpe diameters most commonly treated;

« Expansion Range Allows expansion within a clinically relevant gaof the sized artery, to allow for taper of thiey and other
implant procedure needs and variations;

* Recoil: Limited stent recoil, which we believe decreabesrisk of restenosis;
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Radiopaque Visible by x-ray during and after implant, allowingrification of placement in the artery;
Strength: Maintains adequate “hoop” strength for at lehsteé months during the artery’s healing period;, and

Manufacturing : Manufactured with standard repeatable processesmpliance with applicable manufacturing stangard

We believe that due to risks associated with baahand drug-eluting metal stents, the coronagtsnarket will continue to convert from
metal stents to fully bioresorbable polymer scaféolTo help ensure our bioresorbable scaffolde@memercially competitive, we have
designed them with the following features:

Proprietary Strong and Resilient Polymer Our proprietary polymer, and the manner in whighprocess it, allows our scaffold to
maintain its strength during the critical 90-dalivey period following implant, offers standardnitial deliverability, and is less prone to
breaking than other polymers that have been tdstetlis application.

No Change to Clinical Practice Our bioresorbable scaffolds are implanted usistpadard balloon catheter and the profile of the
device is compatible with a standard 6-french aelicatheter. Our bioresorbable scaffolds do ngiire any change to traditional
storage or handling.

Visible Using Standard Imaging Techniques Our bioresorbable scaffolds are visible undeay-thereby allowing physicians to see
the scaffold during implant and at early patiedliof@-up. It is also compatible with magnetic respo@imaging (“MRI”) and computed
tomography (“CT”) imaging technologies, both of wimay become more widely used in the diagnosigraatinent of coronary artery
disease.

Controlled Resorption Rate Our polymer is designed to degrade and clear ff@body in a predictable and safe manner. We tiave
ability to, and may, adjust the degradation pradiléuture polymer formulations if it is determinétht a shorter or longer degradation
period could lead to improved patient outcomes.

Biocompatible and Safe We use a combination of desaminotyrosine polyaaalke with polylactic acid as the base polymenin o
bioresorbable scaffolds. Polylactic acid is widebed for medical implant purposes. Desaminotyrogaigcarbonate has been
demonstrated to be biocompatible in preclinicdings in a 12-month study during which the scaffalds degrading, it showed no
indication of adverse biological reactions, corsistwith the other tests of the polymer.

We have extensively tested our bioresorbable sicsfiduring their development, a period spanning ¢ee years, in multiple types of
preclinical tests. Our laboratory tests show tlchielogy to be safe and effective in animals, witer 1,000 scaffolds tested across various
models. Bench tests confirm the intended prodwufes, with over 10,000 scaffolds tested in varimanners. Our preclinical tests generally
comprise the following:

Comparative Testing We have extensively compared our technology toraercially available metal stents and, to a lesg&nt, to
bioresorbable scaffolds. Our tests show that oaffeids maintain the opening of the artery in tled@ys following implant, and then as
the lumen size (the inside area of the artery)eases during the time the scaffold begins and moesi to resorb, our technology leaves a
more normal lumen area. Comparatively, the lumee sf arteries implanted with metal stents was atmachanged.

Strength and Fatigue Testing We have conducted engineering and life cyclértgstith machines that are designed to replicatd bo
the physiological conditions in the coronary artasywell as measure the maximum stress levelsthiaechnology can withstand. These
tests have demonstrated satisfactory scaffold desig polymer strength, low levels of embrittlemefithe polymer, and resistance to
fatigue prior to significant degradation of the féulal.

Biocompatibility Testing The biological response to our scaffold has eatuated by assessing healing in animal corondeyies
using standard microscopy for stented arteriess& hests have demonstrated that the polymer isasaf@o adverse response occurs in
the artery, including while the polymer degrades.

Rate of Degradation Testing Our degradation rate tests demonstrated thataaifolds maintained their structural integrity and
strength for at least three months, a period oé tihat allows an artery to heal following the immlprocedure. By design, at 12 months
the scaffold no longer has significant mechanit@rgth and the polymer continues to resorb anelibénated from the body for
approximately four years. A study of the byproduetsulting from the resorption of our scaffold skealymo accumulation in key organs
tissues of the animal’s body and a substantiaigrodf the byproducts were cleared from the body.
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» Toxicity Testing: As required by 1ISO-10993-1 regulations, our tetbgy has undergone testing for genotoxicity. Onecpinical
studies have shown that there is no change to k% & chromosomes of cells tested and no othertiyeatfect showing our polymer is
genotoxic. We have conducted preclinical testséseral other types of toxicity that have demonsttdéhe polymer is safe.

e Drug Testing: The implant of a stent can injure an artery andbibly’s wound-healing process can cause excessardissue to form
inside the stent, referred to as “in-stent restisrboshe drug sirolimus minimizes the overgrowthtisue, thereby minimizing the
incidence of in-stent restenosis; it was used éitist commercial drug-eluting stents, has a destrated safety profile, and has proven
effective at reducing restenosis. We have testee@fiects of sirolimus, which is applied to thefaoe of our scaffold as a drug coating.
Our studies demonstrated no major drug toxicity.

In addition to the significant laboratory and pheicial testing that have shown the technology tedfe and effective, we have conducted
human clinical trials. We enrolled a total of 1&&ipnts in three clinical studies between 2007 2014 with our predecessor scaffolds, which
combined our proprietary “slide and lock” desigrighvour proprietary polymer formulations. While steepredecessor scaffolds demonstrated
viability of the technology, we believed enhanckdracteristics were needed and, therefore, devélope-antomscaffold during 2014.

Our Fantomscaffold, which is drug-eluting and made from otoygietary polymer, is implanted in a coronary grtesing a balloormmounte
angioplasty catheter during a minimally invasiveqadure Fantom’sfeatures include full x-ray visibility both durirand after implant, a
unibody deformable design, low strut thicknessssittg profile to accommodate drénch delivery catheter, optimized polymer projgsitanc
streamlined manufacturing processes. Our produgtiooess involves manufacture of the scaffold devapplication of a drug coating,
assembly onto the balloon catheter system, statitiz, and packaging. The handling and storageinegents ofFantom, as well as the
clinical procedure for implant, do not vary fromoie commonly used in clinical practice with metahss. Because of its unique full x-ray
visibility and other polymer properties, it is cently the only bioresorbable scaffold that allowsdingle-step inflation during implant and
visual confirmation of correct placement over adesand successful expansion of the scaffold ag#nesartery wall. Whild~antomcontains
features that overcome a number of limitationstb&obioresorbable scaffolds, it is not designedsfoallest diameter vessel applications or
highly calcified lesions. As a result, it will nbé able to initially address the needs of all pasieequiring a coronary stent.

Following bench and laboratory testing, we implarfantomin humans for the first time in December 2014. Wemd to continue clinical
studies ofFantomin 2015. We plan to enroll up to 110 patients ima between the second and third quarters of Z0ibhave identified
approximately 30 sites in eight countries, inclgdiustralia, Brazil, and Europe, to participatahe trial. Follow-up patient data is scheduled
to be obtained at a six-month time point and, i thata has acceptable safety and efficacy resudténtend to use it to apply for regulatory
approval of the scaffold in mid-2016. Following cpletion of enrollment of this trial, including asypplemental patients we may enroll to
provide data to support the BSC distribution op{jeee “— Distribution and License Agreements” befowadditional information), we intend
to design and conduct additional trials outsideWnéed States for regulatory and marketing purpose

Concurrently with developing and testirRgntom, we have been performing feasibility tests on &aoldial technologies in our patent portfolio
and are in the early stages of developing a follmwsroduct pipeline.

Our Product Strategy

Our goal is to become a world leader in the develemt and commercialization of bioresorbable steodipcts for use in humans. To achieve
this goal, we are pursuing the following busindsatsgies:

» Demonstrate Clinical Safety and Efficacy and GaireBulatory Approval for our Products We intend to demonstrate the clinical
safety and efficacy of our products through humlamaal trials and have developed a clinical angulatory strategy covering these trials
and the pathway to application for commercial salés enrolled a total of 165 patients in threeichhstudies between 2007 and 2014
with our predecessor scaffolds. Additionally, wgée implanting ouFantomscaffolds in humans in December 2014 and we plarséo
the data and results from a larger clinical stufiffantom, if they are acceptable, to apply for EuropeanMGEking, which we expect by
mid-2016. When, and if, we receive CE Mark appravalwill evaluate how best to implement our saled marketing strategies for
commercialization.
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Develop Follow-on Products We intend to perform feasibility tests on additibtechnologies in our patent portfolio at the saime
we are conducting clinical studies of dtantomscaffolds. If feasibility is proven, we will detemme a course of development for poten
products and seek to provide follow-on products.

Commercialize and Drive Adoption of our Products Concurrent with our clinical studies, we will fleusing on commercialization
readiness. As part of our plan, and in order totraepply demands for anticipated sales should weive regulatory approval in the
European Union and other markets, such as Austmdidantend to expand our manufacturing capabidliteerequired levels. We have also
granted BSC an option for a worldwide, exclusightito market, distribute, and sell our produatject to certain requirements. See “—
Distribution and License Agreements” below for ditdial information.

Build Awareness and Support among Leading Physigan Our clinical strategy includes an aspect of dmlation with key opinion
leaders in the field of interventional cardioloyye believe these key opinion leaders can be vatuadVocates of our technology and
important in the market adoption of our productsenur products are approved and commercializeaddiition, we intend to look to
these physicians to generate and publish scientgfia that further supports the benefits of ouffsithtechnology.

Leverage Our Technology Platform into Other Therag& Areas: We believe our technology is applicable to thezagieyond
coronary artery disease. For example, we may putsguase of our technology to treat peripheralrgrdésease, which is an expanding
market. We believe current treatments for periplemntary disease, particularly in the superficexhoral artery, have demonstrated only
marginal benefit. We believe the application of taahnology to the development of a bioresorbablipperal scaffold could be
significant.

Provide the Highest Quality Products for Our Custens and Patients We have assembled a team of employees and cantsutho
are experienced professionals in the medical demtbhestry and who are focused on patient safetypgaduct quality. We incorporate
these principles in every aspect of our produatduding development, manufacturing, quality assceaand clinical research. We intend
to offer only the highest quality products to patseand physician customers.

Expand and Strengthen Our Intellectual Property Réolio : We plan to continue to expand our current intéliatproperty portfolio.
While we believe that our current portfolio willal us to effectively market our products for thestment of coronary artery disease,
we plan to originate, license, and acquire additiémtellectual property to enhance our existingiffon and enable us to more effectiy
protect our technology.

Explore Licensing Opportunities We intend to explore opportunities to leverageintellectual property portfolio by licensing our
technology to third parties or through the estdinlient of partnerships. For example, we may seektagr to license our polymer for
use as embolic beads or as a drug-delivery dewicether pharmaceutical applications.

Our Technology

OurFantomscaffolds are drug-eluting fully bioresorbable pobr scaffolds that are implanted using a ballodghetar. The underlying
technology primarily consists of a proprietary puobr, a drug coating, and a unibody deformable stesign.

Our patented polymer is based on an iodinatedsityesderived polycarbonate. We license the polyamer all improvements on the polymer
from Rutgers, The State University of New JerseyRutgers.” See “— Distribution and License Agresmts” for additional information. We
work in collaboration with Rutgers to continuallgw@lop and enhance the polymer. The polymer forimnaised inFantomis a combination
of our desaminotyrosine polycarbonate polymer ahdrgpolymeric components.

We believe our polymer offers the following advayga as compared to other polymer-based stentscaffdlds:

Strength: We have developedur polymer so that, in conjunction with our desagrd our method of processing, it maintains thensftt
and structural integrity necessary to support graduring the critical 90-day healing period aftaplant. We believe our specific
polymer formulation is inherently less prone tookiag and breakage than other polymers.
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» Biocompatibility: Between 2007 and 2014, we performed human clitieds with earlier versions of our polymer; norfelmse earlier
versions has shown any adverse biological reactibims current polymer formulation has been designeghhance mechanical properi
and reduce scaffold profile. Our current and presipolymer formulations demonstrate equal biocoihiify in preclinical testing. A 12-
month study of our desaminotyrosine polycarbonatgrper showed no indication of adverse biologieaations while the scaffold
material was degrading, consistent with otherngstf the polymer.

» Predictable Degradation and ResorptionOur polymer degrades into benign metabolites (atingj of monomers and carbon dioxide)
that are cleared from the body. Our polymer alfme us to change the formulation to allow for arenapid degradation process to
occur that will facilitate, for example, the shtetim treatment of vulnerable plaque with drugs.

» Visibility : The use of iodine in our polymer enables ourrergicaffold to be visible under x-ray, includingredard fluoroscopy,
providing visibility approximating that of metalestts. Other commercially available bioresorbabédfetds utilize metal “markers” at
each end of a scaffold; under x-ray, these metakens are the only visible portion of those scaféoand they remain in the vessel wall
permanently. Improved visibility allows intervential cardiologists to more accurately assess théamhguality and position.

Our bioresorbable scaffolds are drug-eluting sottiey may help to inhibit restenosis of the arieryhe location of the scaffold. For our
commercial devices, we intend to use the drugisiugd, an anti-restenotic drug that has been usedritmercial drug-eluting stents. This drug
is available from a number of different sources has been approved by both European and U.S. tegulaodies. We coat the outside surf
of our scaffold using a polymer solution containamtarget dose of sirolimus. The polymer usedHerdoating solution is the same polymer
used in the scaffold structure. Through our précdihstudies, we have demonstrated a controllezhsgl of the drug over 30 days; most of the
drug is released within 90 days. We believe thityeand slow release characteristic optimizes ffieaey of the drug and that delivery of the
drug within 90 days may help with the healing psse

The unibody design of oltantomscaffold allows for delivery to, and deploymenttime artery utilizing a standard balloon-mounted
angioplasty catheter and procedure through a stdrédfrench guide catheter. Facilitated by our pwdy's properties, our scaffold is designed
to maintain its strength during the critical 90-dwgaling period following implant, exhibit minimegcoil, and allow expansion within a
clinically relevant range of the sized artery iderto allow for taper of the artery and other iamplprocedure needs and variation. With this
design, we believe odrantomscaffold provides standard clinical use features.

Preclinical Testing

We have undertaken significant laboratory and jpmezll testing during the development of our tedbgg, with tests of more than 1,000
scaffolds in various animal models and more thafd®scaffolds in various bench tests. This tedtimg shown that our technology was
sufficiently safe and effective in animals to sugmntinued product development. Our precliniest$ have included strength, embrittlement
and fatigue tests; biocompatibility and toxicitgtie drug release tests; deployment and degradasts1 and, tests of comparability to
commercial metal stents and bioresorbable scaffdlisused the data from our preclinical tests insabmissions to the relevant regulatory
bodies, for which we received approval to procedt alinical trials.

Clinical Studies and Regulatory Strategy

We have targeted Europe as our initial commercaket. Accordingly, we have developed a regulasbrategy that concentrates on our
clinical trials and pathway to commercializatiorBnrope and other countries that recognize thefaamo CE Mark regulatory approval for
commercial sales. Our strategy contemplates additimarkets, including the United States, aftenw@eichieved initial sales in Europe.

The European Medical Devices Directive (“MDD”) 93/EEC sets out the general requirements for cliic@s in the European Union (the
“EU") and other essential requirements for apprarad CE Marking; there are numerous other direstared standards regulating the design,
manufacture, clinical trials, and labeling for meadidevices. For our products to bear the CE Matktze sold commercially throughout the
EU, we will need human clinical trial data and tonply with the other requirements of the MDD.
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In Australia, the Therapeutic Goods AdministratithGA") is responsible for administering the Theeapic Goods Act and maintaining the
Australian Register of Therapeutic Goods. Unlessmgx, all therapeutic goods for human use, inclgidiredical devices, must be included on
the register before they may be imported, suppfiedr exported from Australia. Any unapproved neatldevices used in humans in Australia
even in pilot trials, require an exemption from tequirement for inclusion on the register. In &iddito agreeing to trial protocols and
obtaining ethics committee approvals at these cgniee have obtained an exemption from the AusinaRegister of Therapeutic Goods for
human clinical trials of our scaffolds in Australla order to sell commercially in Australia, we wid need TGA approval.

In the United States, medical devices are subjeapproval by the Food and Drug Administration (4] The FDA has classified
approximately 1,700 different generic types of desj organized within 16 medical specialties. Aices classification reflects the FDA's
determination of the level of regulatory controtassary to assure the safety and effectivenesmbfytpe of device, and determines the pra
the manufacturer must complete in order to matketevice. The two basic types of marketing autiadions are the 510(k) premarket
notification and the premarket approval (“PMA”).&three general classes of medical devices amlaw/$:

e Class | (lowestrisk) “ General controls” are sufficient to provide readeassurance of safety and effectiveness.

» Class Il (moderate risk) In conjunction with general controls, there is Bt information to establish “special controte”provide
reasonable assurance of safety and effectiveness.

» Class Il (highest risk): | and Il above are not sufficient to provide reasue assurance of safety and effectiveness, thieedsvfor use
in supporting or sustaining life, or of substanimportance in preventing impairment to human life.

Devices such as our bioresorbable scaffolds alignggted as Class Il and require the FDA’s PMA ptancommercialization. PMA is the
most stringent type of device marketing applicatod it requires sufficient valid scientific eviaen including clinical trial data, to assure the
device is safe and effective for its intended use.

We enrolled a total of 165 patients in three chhistudies between 2007 and 2014 with our predecsssffolds, which combined our
proprietary “slide and lock” designs with our prigpary polymer formulations. While these predecessaffolds demonstrated the viability of
the technology, we believed enhanced charactexiatize needed and, therefore, developed-antomscaffold during 2014 and initiated a
pilot human clinical study of it in December 20We do not intend to commercialize any of the predeor scaffolds.

We intend to continue clinical studieskdntomin 2015. We plan to enroll up to 110 patients moa-randomized, prospective, trial betweer
the second and third quarters of 2015 and havdiigghapproximately 30 sites in eight countriex;luding Australia, Brazil, and Europe, to
participate in the trial. Follow-up patient datsscheduled to be obtained at a six-month time paidt if this data has acceptable safety and
efficacy results, we intend to use it to apply eegulatory approval of the scaffold in mid-2016. Way also enroll supplemental patients in the
Fantomclinical trial during 2015 to provide data to supphe BSC distribution option (see “— Distributiand License Agreements” below
for additional information). Following completiori enrollment of this trial, we intend to design arahduct additional trials dfantomoutside
the United States for regulatory and marketing psies.

Our clinical trials utilize standard industry meeesiof safety, including patient monitoring on aguribed and regular basis, and are desi

to evaluate both safety and performance and prdhelelata necessary to apply for CE Marking. FerF@ntomtrial, we have set forth the
following:

» Product Performance The primary endpoints we will evaluate are lat@én loss (reduction of internal artery diameted MACE
(death, heart attack, and target lesion revasaaldon) as compared to historical values for mattetrug-eluting metal stents.

» Patient Safety. Clinical follow-up will be performed with all pigints on a regular basis between the date of irhplash six months, at
six months, and annually thereafter for a periodmfo five years following implant.

< Product Performance, Patient Safety, and Study DataPatients will return for an interventional follemp at six months in order to
evaluate the healing process and obtain imagdeeddrtery and scaffold.
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While we have commenced clinical trials of &iantomscaffold and expect to be in a position to applyG& Marking by mid-2016, no
guarantee can be given that we will achieve oueetqu results from the clinical trials or that CErking will be attained in a timely fashion,
or at all.

Based on the outcome of our previous human cliniieas and the outcome of our upcomirgntomtrials, we plan to conduct a clinical trial
in the United States, which is expected to be doarized trial of 2,000 or more patients. Pursuardur clinical and regulatory strategy, the
timing of this trial will be determined after evaling the CE Marking results, our capacity to manamltiple trials concurrently, and the
availability of future funding.

Manufacturing

Manufacturing of medical devices is subject tocstmuality requirements imposed by regulators,rreféto as Good Manufacturing Practices
(“GMPs"). We intend to follow GMPs for productiori our scaffolds as we believe we are responsiliéi® quality and compliance of
products we introduce in the clinic and, if we sgxfully commercialize our product, to the marketcordingly, we utilize a quality
management system that is designed to comply W#hSO standards and FDA regulations that govemticakdevice products in areas suc
design, manufacture, testing, product and produetponent release, and raw material receipt andaohe have developed controlled
methods and processes for the consistent manugactaur products. All key outsourcing partners|&®-certified to help ensure a continual
supply of high quality components.

Our operations take place at our facility in Saeda, California, an approximately 37,000 squar¢ fodlding dedicated to development and
manufacturing under a lease that expires in Jar2@t@. The facility includes laboratories for pogmaevelopment and synthesis, chemistry,
engineering, and product assembly, including cleams and quality assurance laboratories. Our Sagofacility has the capacity to produce
guantities ofFantomthat will be needed for our planned clinical triatsd initial commercial sales; the facility is cmtly certified to ISO
13485:2012, with such certification made by an petelent third-party.

In order to produce commercial quantities of owffdd, if and when that time arrives, we will needscaledp our manufacturing proces:
and expand our capabilities to allow for such tkiag increased production volumes and additiormdfad sizes. Our plans are to begin
implementing the methods and processes for scal@ecipding work on the product’s size offerings, 2015 and to continue manufacturing
preparedness in 2016 as we approach commerciahzaile may expand our manufacturing beyond ourectfacility to allow for continued
sales growth when, and if, our sales volumes galleWing our planned initial product introductiom Europe.

Although certain portions of our scaffold manufairtg process are completed by external partiehhave not entered into any material
agreements with any third parties regarding oupughain or manufacturing process. Our suppliengetno contractual obligation to supply,
and we are not obligated to purchase, any compsnesed in our bioresorbable scaffolds, which maultén supply interruptions. The strate
of outsourcing selected manufacturing processiegaaded to minimize capital and operating costgendit the same time maintaining required
quality standards.

The process to manufacture our bioresorbable ddaffovolves seven main components, some of whickeatly involve a degree of manual
intervention. We plan to continue to improve oumuniacturing process with the objectives of impravaapacity, yield, and automation. These
seven manufacturing steps are as follows:

» Polymer Manufacture: Performed at our facility.

» Polymer Tube Fabrication Performed at our facility.

» Lasing of Polymer Tubes Currently outsourced to third parties.

e Drug Coating: Drug currently purchased from foreign supplierating prepared and applied at our facility.

» Catheter System Finished system currently purchased from domesipplier.

» Assembly, Mounting on the Catheter, Quality Assuram and Packaging Performed at our facility.

« Sterilization: Currently outsourced to a domestic lab.

Currently, our catheter supply and lasing procesatsourced to third parties. We believe we rmaember of qualified suppliers readily
available; however, any interruption or delay inadhing products from third-party suppliers, or ability to obtain products from sources at
acceptable prices in a timely manner, could impairability to meet the demand for our plannedicéhtrials or could delay

commercialization of our products.
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Competition

The coronary stent industry is highly competitiMany of our competitors have significantly gredteancial resources, human resources,
and expertise in research and development, manwiiagt preclinical testing, conducting clinicalais, obtaining regulatory approvals, and
marketing approved products than we do. Many falempetitors also have developed worldwide Bistion channels and have more
established reputations with our target custonirese competitors include Abbott Vascular, Bostoiergific, and Medtronic. Smaller or
earlystage companies may also prove to be significamipeditors to us, particularly if they enter intdlaborative arrangements with the lal
and established companies. These companies comijletes in recruiting and retaining qualified sdiéin, production, and management
personnel. They also compete with us in establgshiimical trial sites and patient registration &inical trials, as well as in acquiring
technologies and technology licenses complememdaoyr programs or advantageous to our businesa.r@sult, we cannot provide assura
that we will be able to compete effectively agathstse competitors or their products.

Although the field of interventional cardiologyagtremely competitive with requirements for highfpemance products, we believe
interventional cardiologists have historically beapid adopters of new technology. While physiciaras/ recommend alternative treatments
such as drug therapy, bypass surgery, angioplasbare metal stenting, we expect the primary cditige for our products to be drug-eluting
stents and other bioresorbable scaffolds. The mégders for metal stents (bare and drug-elutimg)Abbott, Boston Scientific, and
Medtronic. Of the three, only Abbott currently aea bioresorbable scaffold.

Abbott began selling itdbsorbbioresorbable scaffold during 2012; it is curreratailable in more than 60 countries outside thaddn
States. Sales &bsorbduring 2014 were estimated to be approximately $lfillion. In January 2013, Abbott initiated a Ur&8nhdomized
clinical trial, ABSORB llI, which enrolled 2,250 pants withAbsorbor Abbott's market-leading drug-eluting stedtence™. A non-
inferiority finding will allow Abbott to obtain U.SPMA approval ofAbsorb, which we expect could occur in late 2016. Abli®#nrolling an
additional 3,000 patients in the ABSORB IV triahieh compares rates of angina at one year andttiagjen failure rates between one and
five years. From the ABSORB |V trial, a finding sdiperiority againsKiencewould demonstrate added clinical benefits of bioreable
scaffolds and potentially lead to differentiatedguct claims and perhaps further differentiatethlrirsement rates from those of metal stents
Abbott’s ability or inability to obtain reimbursemiefor, and secure adoption of, tAbsorbscaffold may play a significant role in expandihg
market for bioresorbable scaffolds over the nexess years.

In October 2012, Elixir Medical completed enrollmhéna 120patient clinical trial. In May 2013, they announdbdy had received CE Ma
approval for theiDESolvebioresorbable scaffold, and their first commeraigblant was performed in January 2014. Additionatlyring 2014
Elixir received CE Mark approval for a second, trénstrut bioresorbable scaffold; they are curyecdinducting a clinical trial of this thinner
device prior to commercializing it. In addition Adbott’s activities, Elixirs ability or inability to obtain reimbursement fand secure adopti
of, its scaffolds may further define the marketpwgential for bioresorbable scaffolds.

A number of other companies are developing biotestule scaffolds; they have not yet obtained reguyadpproval to sell their products.
These include Biotronik SE & Co. KG, Arterial Renatidg Technologies, and Amaranth Medical. Biotroisikleveloping an absorbable metal
scaffold calledDreams, which is deformable, balloon-expandable, and rfaartured from a magnesium alloy. Unlike polymerrbgorbable
scaffolds that take multiple years to degradepthgnesium scaffold is designed to absorb withirfitlseyear. In 2010, Biotronik initiated a
50-patient clinical trial oDreamsand reported six- and 12-month data. In Februafyb2Biotronik completed a 120-patient clinical ki a
newer version obreams, which we believe will provide the data necesgargpply for a CE Mark. Arterial Remodeling Techogiks and
Amaranth Medical have initiated first-in-man clialdrials of their bioresorbable polymer scaffoidsl have released early data at industry
conferences.

Because of the prevalence of coronary artery désaad the resulting market opportunities, compestitall most likely continue to dedicate
significant resources to aggressively promote theiducts. New product developments that could @iepith us more effectively are likely
because the coronary artery disease treatment hiartgaracterized by extensive research effortistachnological progress. Accordingly,
competitors may develop technologies and prodbeiisare safer, more effective, easier to use,ssrdé&pensive than our products.
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We believe our success is likely to be driven lmg depends on, our ability to innovate, manufactu@mmercial quantities, obtain
regulatory approvals and reimbursement, and sutdlyssarket and sell our products. We expect tocemter potential customers who, due tc
existing relationships with our competitors, arenoaitted to or prefer the products offered by themmpetitors. To compete effectively, we
must demonstrate that our products are attractieenatives to other devices and treatments byufitiating our products on the basis of
safety, efficacy, performance, ease of use, braddchame recognition, reputation, service, and efisttiveness.

Research and Development

Since inception, we have devoted a significant amhofiresources to develop our technology. Ouraeseand development expenses, w
include the costs to conduct our human clinicalstiwere $15.8 million in 2012, $19.2 million i623, and $14.3 million in 2014. We expect
our research and development expenditures to iseri@a2015 as we devote significant resourcesa&antomclinical trials, the continuing
testing and preparation Bantomfor commercialization, and the feasibility assesstw@nd possible development of products in our
contemplated product pipeline.

Sales and Marketing

As a pre-revenue company, we have a limited saldsyarketing focus and currently have no experiémtlee sale, marketing, or
distribution of products. To achieve commercialcass for any approved product, we will need to tigva sales and marketing organizatio
enter into arrangements with others to market afidbar products. During 2013, we engaged a margdiirector to plan our commercializat
activities, including the development of a saled ararketing launch plan for our products, so wdae in a position to sell our products
following regulatory approval. We continue to reviEnd update that sales and marketing launch plsedoon market changes, competitor
activities, and our product progress. The plan@ompiates initial sales of otantomscaffold in Europe in late 2016.

We have considered many aspects of commercial, satdsding product pricing and collection. In mastuntries, a significant portion of
patient medical expenses is covered by third-gaagors. In the United States, hospitals and phessgcgenerally rely on payors such as
Medicare, private health insurance plans, and h@adtintenance organizations to reimburse all argfathe cost of medical devices and the
related surgical procedures; however, for a nevicgethere will often be significant uncertaintytageimbursement status and rates that will
apply. Reimbursement in the EU varies by county afiten by hospital. We believe that numerous hatphave established budgets to
purchase coronary stents and the purchase de@sidten driven by the interventional cardiologidtsthe United States, third-party payor
requirements and government regulations imposeautis program requirements, ongoing compliancgiirements, and limits on the mani
in which medical device companies may market prtsland interact with healthcare professionals.

Currently, coronary stents are sold directly ootlyh distribution channels, primarily targetingeiientional cardiologists who treat patients
likely to require stenting. We believe the costd harriers are large to develop a sales and disipito channel focused around one group of
products. We may, therefore, consider partnerirth am established distributor. For example, we temtered into a Distribution Option
Agreement with BSC that would cover the sale astrithution of our scaffolds in markets in which tieehnology is approved for sale. The
terms of this agreement are described under “—riDigion and License Agreements” below.

If BSC does not exercise its option to negotiatmssket and distribute our products, or if we amahle to reach an agreement on the terr
distribution, we may elect to sell our producttigh a combination of direct sales and independistributors. Our sales strategy will be
solidified in early 2016 and will depend on thedgmnd timing of our product roll-out, assumingeiptof the necessary regulatory approvals
and clearances. Generally, our planned targetédubwill occur as follows:

« Initial Market : The EU and other countries outside the UniteteStthat recognize the CE Mark will be our initaiget commercial
market since the CE Marking is our first targetegulatory approval.

* Follow-on Markets: Australia, China, India, Japan and the MiddletEak comprise our follow-on commercial marketscheise we
believe regulatory approval in these countries weitjuire additional clinical trials and/or appravakyond the CE Mark.

* United States The United States will be a later commercial reagince completion of U.S. FDA trials and PMA apg@l requires
extensive, and expensive, clinical trial results.
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Intellectual Property

We rely on a combination of patents, trade secagis,copyright, together with nafisclosure and confidentiality agreements, to distalanc
protect our proprietary rights in our technologi®sir patents and patent applications coveringuhddmental technology underlying our
“slide and lock” design have been developed intgrnahile the technology underlying our polymershaeen either licensed or developed by
us.

As of March 15, 2015, on a worldwide basis, ouepaportfolio comprises 307 issued and pending &nf.foreign patents that we own
directly or for which we are the licensee. Our $afgatent expiration date with respect to theserpatis 2034. We have been issued 49
U.S. patents and have 15 U.S. patent applicathmatsare pending examination or have been allowddeitunited States Patent and Trademartk
Office. For these 64 technology patents and apiics, we have sought intellectual property pratecoutside the United States and have |
granted 198 foreign patents and have 45 pendimgdiorapplications. We do not know if any of our gy patent applications will be issued,
nor do we know whether our patents, if issued, adiquately cover our technology or will be ableécsuccessfully enforced. Even if valid
and enforceable, our patents may not be suffigidirtbad to prevent others from inventing a scaffidd ours, despite our patent rights. We
have received no communications from third pacti@scerning the patentability, validity, or enforb@ity of our patents or patent applications.
We believe that the remaining lives of our patgmts/ide adequate time to generate revenues froes,ssdibject to timing of the clinical
pathway and regulatory approvals.

We actively monitor our intellectual property pasit and review new developments periodically tonidfg prudent extensions to our patent
portfolio to ensure that we protect our key techgygl as well as to maximize our defensive strategyugh the coverage of similar technology
developments. We have an in-house patent attormélao employ external patent counsel to assist mgnaging our intellectual property
portfolio. The stent industry has been subjectumarous patent filing and patent infringement latgsWhether we would, upon
commercialization, infringe any patent claim wititrbe known with certainty unless and until a canterprets a patent claim in the context of
litigation. If an infringement allegation is madgaénst us, we may seek to invalidate the assedgghpclaim and may allege non-infringement
of the asserted patent claim. In order for us talidate a U.S. patent claim, we would need to rétel presumption of validity afforded to
patents issued in the United States with clearcamgincing evidence of invalidity, which is a higbrden of proof. To date, none of our pat
or patent applications has been subject to reexatinim interference, or other legal challenge.

We require all employees to sign confidentialitg amvention assignment agreements under whichaheyound to assign to us inventions
made during the term of their employment. These@gents prohibit our employees from using, disnlpsor bringing onto the premises any
proprietary information belonging to a third party.addition, our consultants are required to sigreements under which they must assign to
us any inventions that relate to our business. dlagseements also prohibit our consultants frorarjparating into any inventions the
proprietary rights of third parties without infonngj us. It is our policy to require all employeeslt@ument potential inventions and other
intellectual property in laboratory notebooks andlisclose inventions to patent counsel in wrifem.

We also rely on confidentiality restrictions andde secrets to protect our technology. We genetadjyire our consultants and other parties
who may be exposed to our proprietary technologgign non-disclosure agreements which prohibit saatties from disclosing or using our
proprietary information except as may be authorizgds.

Distribution and License Agreements
BSC Agreemen

In 2007, we entered into a Distribution Option Agreent with Boston Scientific Corporation ( “BSCH)which we granted BSC an option to
negotiate for a worldwide exclusive right to sellarket, and distribute our scaffolds. If BSC ex&gsiits option, we will negotiate to enter into
a mutually acceptable distribution agreement thkinelude the following provisions: (i) the di#bution agreement shall last at least five
years; (ii) the transfer price for our productsisha equal to 50 percent of B''s average selling price for such products; (ither than the
transfer price, BSC shall not be required to pajoushe sale, marketing, or distribution of sucbqucts; (iv) we shall meet all legal and
regulatory requirements, as well as BSC qualitpaaads, with respect to the design, developmentnaenufacturing of products; (v) BSC
shall have sole discretion over all marketing asdssdecisions relating to the products; and,B&L shall be the exclusive distributor of such
products so long as BSC does not commence tawsatket, or distribute a directly competitive stpraduct (distribution becomes non-
exclusive in locations where BSC sells, marketslistributes a directly competitive stent product).
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If we are unable to agree on the terms of a digidl arrangement within 90 days after BSC exesciteoption, then we may sell, market,
and distribute our products to a third party, pded that the terms of an offer to, and any defiaiigreement with, a third party shall not be or
terms more favorable than the terms offered to BSC.

BSC'’s distribution option, if not otherwise exemmis terminates 90 days after we deliver clinicahda BSC that contains the following:
(i) imaging, death, acute myocardial infarctiomrgtthrombosis, and target lesion revascu-larinadita from one year followp of at least 2C
patients implanted with our resorbable drug-coatedts; (ii) core lab acute gain, late loss, améuyi angiographic restenosis data from eight-
to nine-month angiographic follow-up of at leas® 1 the implanted stents; and, (iii) eight- toerimonth optical coherence tomography of at
least 40 of the implanted stents.

Under the Distribution Option Agreement, we havaalgreed not to take certain actions that wowdggnt BSC from exercising its
distribution option; however, we may market, setldistribute any product on a non-exclusive bas&ny country or territory where BSC
directly competes with such product. In additidrwé receive regulatory approval for any producaiy country or territory outside the United
States prior to submission to the FDA, and BSC am¢&xercise its distribution option within 90 dégllowing written notice of the approval,
then we may sell, market, and distribute such pebaluany foreign country or territory where theguct has received approval, directly or
through any third party that is not a direct contpebf BSC, provided however, that any such areangnt must be terminable without cost to
BSC on no more than 90 days’ written notice.

Rutgers License

In July 2010, we entered into an Exclusive LiceAgeeement, or the License, with Rutgers, The Statiwersity of New Jersey, or
“Rutgers,” that superseded our 2004 Exclusive Lseefigreement with Rutgers. Under the 2010 LiceRs#gers granted us an exclusive,
worldwide right, including sublicensing rights,develop and commercialize products that utilizeagepolymers in the vascular field. Terms
of the License require us to pay annual license €exil a product is commercially sold in a majarket. In order to maintain our rights under
the Rutgers License, we have to satisfy certairldgwnent and commercialization obligations spediffrethe agreement. The term of the
Rutgers License continues until the expirationhef last to expire of the patents licensed to us;lmive believe is 2034. The License allows
Rutgers to sublicense certain technology that Ratgeented, we jointly invented with Rutgers, loattwe solely invented, outside the field of
use specified in the License. If Rutgers sublicerseentions and improvements solely owned by wusg&s shall pay us a percentage of all
income and consideration Rutgers receives from sublicenses.

The royalties due under the Rutgers License vapgéing upon type of product, use of product, stdgeoduct, location of sale, and
ultimate sales volume and price. We believe thalt®s due under the Rutgers License will rangmfeominimum of approximately $25 to a
maximum of approximately $100 per product salehwidense provisions for escalating minimum roysdtthat could be as high as $2.2 mil
per year. Additionally, in the event we receivetaigr milestone payments related to this technoltlgy licenses require that up to 40 percent c
the milestone amount be paid to the licensors.Ritgers License requires annual licensing paynur#d 75,000 until the underlying
technology has been commercialized and royaltiagddvioe due. The Rutgers License also requires @idngments to occur during
commercialization that could total $950,000, payt@#$350,000 upon a change in control of ownergbgyments of up to $300,000 annually
to extend regulatory filing periods related to agrttechnology, and payment of patent filing, mamance, and defense fees.

Third-Party Reimbursement

In most countries throughout the world, a significportion of patient medical expense is coverething-party reimbursement, consisting
both government-funded and private insurance progr&Vhile each payor develops and maintains its cowerage and reimbursement
policies, the vast majority of payors have estéielispolicies for stents. We believe that our présigenerally will fall within existing
reimbursement guidelines, or within new reimburseingeiidelines that are being established by comgdiioresorbable scaffold companies,
although some refinement in policies may be nedoledur products. Before we can obtain reimburserf@mour products in Europe,
Australia, or the United States, we will need téadib appropriate regulatory approvals for prodades.
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The Center for Medicare and Medicaid Services (“CM$the U.S. government entity that administérs Medicare program, which is
considered a reimbursement benchmark. CMS establisbviews, and updates Medicare coverage anduesement policies for medical
products and procedures. Both CMS and commerciarpdhave established coverage and reimburseméaiegdor stents currently being
sold; however, we have no assurances these exisiimgpursement codes would apply to the bioresdebstaffolds that we are developing.
We also have no assurance that existing paymesg vader these reimbursement codes will continue.

Outside of the United States, there are many reiggment programs through private payors as webasrnment programs. In some
countries, government reimbursement is the predamtiprogram available to patients and hospitalsilé&\the vast majority of countries have
existing reimbursement for stents, a small numibeoantries may require us to gather additionalicéll data before agreeing to coverage and
reimbursement for our products. We intend to cotepliee requisite clinical studies and obtain cogerand reimbursement approval in
countries where it makes economic sense to do so.

In certain regions, such as Europe, innovativeipgiand reimbursement agreements are being udealance the interests and objectives of
medical technology manufacturers, payors, parssessing health technology, clinicians, and patieviainufacturers and health technology
assessors/assessments, or “HTAs,” are increasiisgly risk sharing and value-based schemes as éovedjain HTA approval. HTAs
typically have two elements, clinical effectivenassl cost effectiveness. Some countries in Eurape hational HTA (for example, France,
Germany, and Sweden) and others have regional(enek as, Italy, Spain, and the United Kingdomm8ananufacturers who proactively
propose such schemes to HTAs may gain competitivardage. Each country within Europe has its ovatesy of pricing and reimbursement
for medical devices and products.

In Australia, the Department of Health and Ageisighie government department and Medicare is thergavent entity responsible for
administering the Medicare Benefits Scheme and/tbdicare Benefits Schedule (“MBS”). Medicare edsttids coverage and reimbursement
policies for medical products and procedures aieti policies are periodically reviewed and updakddicare and MBS have established
coverage and reimbursement policies for stentsaifeaturrently being sold. However, similar to thated States, there are no assurances tha
existing policies or reimbursement codes will bedufor the bioresorbable scaffolds that we are ldgugg or that existing payment rates undel
the reimbursement codes will continue.

In addition, U.S. governmental and private sectygps have instituted initiatives to limit the gribvof health care costs, using, for example,
price regulation or controls and competitive pricprograms. Some third-party payors also requieegmproval of coverage for new or
innovative devices or therapies before they wilinfeurse health care providers who use such dewvicteerapies. Providers also have sought
ways to manage costs, such as through the usewp guurchasing organizations. While we believedirécal performance of our scaffolds
will be sufficient to secure reimbursement, them@ains uncertainty as to whether our productsheilViewed as sufficiently cost-effective to
warrant adequate coverage and reimbursement levels.

Government Regulation
United States

Our products are considered combination produatause they comprise two regulated componentsiimgéesproduct: a drug and a medi
device. In the United States, the FDA assignsélieew of a combination product, based on the prositisrimary mode of action,” to one of
its centers, such as the Center for Drug EvaluaimhResearch (“CDER”) or the Center for Devices Radiological Health (‘CDRH"). The
center to which the product is assigned will harimpry jurisdiction over the PMA of the product.

Because the primary mode of action for our prodiscteat of a medical device, we anticipate thatmwtand if, we apply for approval in the
United States, our products will be reviewed byRDEA under the Federal Food, Drug, and Cosmeticwittt CDRH having primary
responsibility for review and regulation of our guets. As a result, we expect our clinical triabofig-eluting scaffolds to be conducted under
an IDE application in accordance with 21 CFR Pa&.81owever, it is possible the FDA may assignmaducts to CDER. Based on FDA
precedent and jurisdictional statements to datehelieve that the drug component of our productbneit require separate FDA approval and
that it will be reviewed in the context of our PM#ith CDRH consulting with CDER as needed. If th@A-does assign our products to be
regulated by CDER, the drug component of the prodiltin all likelihood not require separate CDERproval, but will be evaluated in the
context of our PMA as a whole, with applicationdofig standards as deemed appropriate by FDA bastta@ircumstances.
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FDA regulations govern the following activities thee and our suppliers, licensors, and partnerfoparand will continue to perform to
ensure that the products we distribute domesticallyxport internationally are safe and effectioetheir intended uses:

e product design and development;

e product testing;

» product manufacturing and production;
» product safety;

* product labeling;

e product storage;

* record keeping;

» premarket approval;

e advertising and promation;

» product sales and distribution; and,

» postmarketing requirements including monitoringdod reporting of adverse events and malfunctions.

Premarket Clearance and Approval RequirementsThe FDA classifies medical devices into one oééhclasses. Devices deemed by the
FDA to pose the greatest risk, such as life-sustgjiife-supporting, or implantable devices or ideg not substantially equivalent to a
previously cleared 510(k) device, are placed irs€Il, requiring PMA. Our scaffolds are Classddévices and will require FDA approval. A
PMA must be supported by extensive data, incluthimgnot limited to, technical, preclinical, clinlcananufacturing, and labeling to
demonstrate to the FDA'’s satisfaction the safety efficacy of the device. A PMA must also contaifulhdescription of the device and its
components and a full description of the methaaisijifies, and controls used for manufacturinghef tlevice.

Product Modifications: New PMAs or PMA supplements are required fosajhificant modifications to a manufacturing pragdabeling,
use, or design of a device that is approved thranglPMA process. PMA supplements often requirersssion of the same type of
information as an initial application, except thipglement is limited to information needed to supfite device changes. Certain modificati
may not require as extensive clinical data or threvening of an advisory panel.

Clinical Trials : Clinical trial data is almost always required t@gart a PMA application. Clinical trials for ourquiuct candidates require
the submission of an IDE application and FDA apptoVhe IDE application must be supported by appate data, such as animal and
laboratory data showing that it is safe to testdéeice in humans and that the testing protocstientifically sound, and the application must
be for a specified number of patients. Clinicalgimay begin once the application is cleared byRRA, as well as the appropriate institutic
review boards at the clinical trial sites. Clinit@hls must be conducted in accordance with appl&regulations including Good Clinical
Practices and policies, procedures, and trial cotnehust adhere to extensive record keeping andtiegaequirements. Our clinical trials must
be conducted under the oversight of an institutioeniew board at the relevant clinical trial séed in accordance with applicable regulations
and policies. We, the FDA, or the institutionaliesv board at a clinical site may suspend a clintigal at any time for any reason, including a
belief that the risks to the patients in a clinitél outweigh the anticipated benefits. Clinitdhls of the scope we anticipate for our products
can typically take years to complete and may enteswhallenges at any stage that require thettrik halted.

Pervasive and Continuing Regulation After a device is placed on the market, numeregsilatory requirements apply. These include:

» Good Manufacturing Practices (“GMP”) and Qualitys&m Regulations (“QSR”") that require manufactynexduding third-party
suppliers, to follow stringent design, testing, ttoh documentation, and other quality assuranoegmtures during all aspects of the
manufacturing process;

» labeling and promotion regulations, which limit tiianner in which companies can market their pradant impose requirements for
content and format of labeling and promotional miate, and FDA prohibitions against promotion obgucts for unapproved or “off-
label” uses;

19




Table of Contents

* medical device reporting regulations, which requir@nufacturers to report to the FDA if their devisay have caused or contributed
death or serious injury or malfunctioned in a wagttwould likely cause or contribute to a deatBanious injury if the malfunction were
to recur;

» post-market surveillance regulations, which wilpbpwhen necessary to protect the public healtto @rovide additional safety and
efficacy data for the device; and,

« specific conditions of approval that may be imposed specific PMA.

The FDA has broad postarket and regulatory enforcement powers. We wilsbbject to unannounced inspections by the FDAtlaa&ooc
and Drug Branch of the California Department of ke8ervices to determine our compliance with ttf®Rand other regulations. The
manufacturing facilities of our suppliers and suttcactors may also be inspected by the FDA or athgulatory authorities to determine their
compliance with GMP regulations. The FDA monitorarketing and promotional activities for mattercohcern, and may receive complaints
from competitors or other third parties if they basoncerns regarding our promotional activities.

In addition, discovery of previously unknown prablewith a medical device, manufacturer, or facititgly result in restrictions on the
manufacturing or marketing of an approved devieeluding costly recalls or withdrawal of the devicem the market. Failure to comply with
applicable regulatory requirements may result ioe@ment action being taken by the FDA, which rmejude any of the following sanctior

* inspectional observations or warning letters, idginig concerns that must be corrected;
» fines, injunctions, consent decrees, and civil fE®

» recall or seizure of our products;

e operating restrictions, partial suspension, or tatdown of production;

» refusing our requests for PMA or new intended uses;

» withdrawing PMA that are already granted; and/or,

» criminal prosecution.

The FDA also has the authority to require us t@irepeplace, or refund the cost of any medicaia®that we have manufactured or
distributed. If any of these events were to octhey could have a material adverse effect on oaimiegs. We are also subject to a wide ran
federal, state, and local laws and regulationduding those related to the environment, healthsafdty, and land use.

Fraud and Abuse Our operations will be directly, or indirectlyrttugh our customers, subject to various state ederél fraud and abuse
laws, including, without limitation, the federal 4Kickback Statute and the False Claims Act. Theas lmay impact, among other things,
proposed sales and marketing programs.

The federal Anti-Kickback Statute prohibits pers@maesn knowingly and willfully soliciting, offeringreceiving, or providing payments,
directly or indirectly, in exchange for, or to irchy either the referral of an individual, or thenfishing or arranging for a good or service, for
which payment is made under a federal program aad¥iedicare or Medicaid. This statute is broad @nathibits many arrangements and
practices that are lawful outside the health cageistry. Recognizing that this statute is broadmaagl technically prohibit many innocuous or
beneficial arrangements, Congress authorized assefisafe harbor regulations. The safe harborf®ghtprovisions that give some assurance
to health care providers and other parties that Wik not be prosecuted. The failure of a trangacbr arrangement to fit precisely within a
safe harbor does not necessarily mean that iegsail or that prosecution will be pursued; howeeenduct and arrangements that do not fully
satisfy each applicable safe harbor may resuhiéneiased scrutiny by enforcement authorities. Aitips to a prohibited transaction may be
prosecuted, whether any party sought or receivgthpat from any federally funded program. Penaliewiolations of the Anti-Kickback
Statute include criminal and civil sanctions susHiaes, imprisonment, and possible exclusion fMedicare, Medicaid, and other federal
health care programs. Many states have adoptedsiaviar to the federal statute.
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The U.S. False Claims Act prohibits persons froravikimgly filing, or causing to be filed, a false ictaor using false statements to obtain
payment from the federal government. Suits filedarmnthe False Claims Act, known as “qui tam” acioren be brought by any individual on
behalf of the government and such individuals, camiynreferred to as “whistleblowers,” may shareny amounts paid to the government in
fines or settlement. The frequency of filing of ¢@n actions has increased significantly in regeats, causing more health care companies t
defend False Claims. When an entity is determindthte violated the False Claims Act, it may beunegl to pay up to three times the actual
damages sustained by the government, plus civdlfiea ranging from $5,500 to $11,000 for each sspaFalse Claim. Various states have
also enacted laws modeled after the federal FdEen€ Act. Similarly, the federal Civil Monetary Raty statute imposes penalties of up to
$50,000 per violation for filing certain types abpgcribed claims or engaging in prohibited acts.

In addition to the laws described above, the Hdalsarance Portability and Accountability Act of9created two new federal crimes:
health care fraud and false statements relatitng#&dth care matters. The health care fraud stptotabits knowingly and willfully executing a
scheme to defraud any health care benefit prograstuding those of private payors. A violation bfg statute is a felony and may result in
fines, imprisonment, or exclusion from governmeydrssored programs. The false statements statutébiroknowingly and willfully
falsifying, concealing, or covering up a materedtfor making any materially false, fictitious,faaudulent statement in connection with the
delivery of, or payment for, health care benefiesns, or services. A violation of this statutaifelony and may result in fines or imprisonm

If our operations are found to be in violation afyaf the laws described above or other applicatadlée and federal fraud and abuse laws, wi
may be subject to penalties, including civil aniinénal penalties, damages, fines, exclusion fromegoment health care programs, and the
curtailment or restructuring of our operations.

Patient Protection and Affordable Care ActOur operations may be impacted by the federakRuRrotection and Affordable Care Act of
2010, as modified by the Health Care and Educaieconciliation Act of 2010, which we refer to ae thffordable Care Act (“ACA”)Among
other things, the ACA imposes a 2.3 percent exeis®n sales of medical devices that are solderithited States and that are intended fol
by humans, with limited exclusions. There is noregdon for small companies; we believe the tax ajlply to our scaffolds and we expect to
begin paying the tax when we begin commercial saflesir products in the U.S. The ACA also requit@sder what are referred to as
“Sunshine” or “Open Payments&quirements) manufacturers of covered devicespiort details regarding certain payments and dthancial
arrangements with physicians and teaching hospithlsse reporting provisions preempt state lawsrdguire reporting of the same
information, but not those that require reportslifferent or additional information. Failure to cpiy subjects the manufacturer to significant
civil monetary penalties. We expect compliance wlith ACA to impose significant administrative aithhcial burdens on us.

Environmental Regulation We are subject to numerous federal, state, azal laws relating to such matters as safe workamglitions,
manufacturing practices, environmental protectiva,hazard control, and disposal of hazardoustsmbges. Some of these laws require us to
obtain licenses or permits to conduct our operatidvie have numerous policies and procedures ire ptaensure compliance with these laws
and to minimize the risk of occupational exposarbazardous materials. We do not expect our opa&to produce significant quantities of
hazardous or toxic waste or radiation that woutflinee the use of extraordinary disposal practigéfhough the costs to comply with these |i
and regulations have not been material, we cameatigi the impact of new or amended laws or regariator any changes in the way existing
and future laws and regulations are interpreteghdéorced, nor can we ensure we will be able toinlitamaintain any required licenses or
permits.

International

International sales of medical devices are sulifefrireign governmental regulations, which varystahtially from country to country. The
time required to obtain clearance or approval bamicular country may be longer or shorter thaat tequired for FDA clearance or approval,
and the requirements may be different. We expebetsubject to foreign regulations prior to thediwe would be subject to the United States
regulations.

The primary regulatory environment in Europe isEt which consists of 28 countries. Three membéthe European Free Trade
Association, Iceland, Norway, and Liechtensteinenawluntarily adopted medical device laws and rafijoihs that mirror those of the EU.
Other countries, such as Switzerland, have enfatedMutual Recognition Agreements (“MRA”) and alldhe sale of medical devices that
meet EU requirements.
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The EU has three core directives concerning mediegices: Medical Devices Directive (“MDD”), In-¥o Diagnostic Medical Devices
Directive, and Active Implantable Medical Devicesdative. Also, the European Committees for Stadidation have set forth voluntary
standards regulating the design, manufacture celittrials, labeling, and adverse event reportorgiiedical devices. Before a medical device
can be marketed or used in the EU, it must undarganformity assessment process as set forth iretbeant medical devices directives
(frequently known a€onformité Européenneor “CE”). Once a medical device is approved for CE Markihgan be commercially distribut
in the EU, the member states of the European FrageTAssociation, and countries with MRAs. The radtbf assessing conformity varies
depending on the type and class of product, buhally involves a self-assessment by the manufacand an assessment by a third-party
notified body, an independent and neutral insttutippointed in an EU country. The assessment meayireclude an audit of the
manufacturer’s quality system and specific testifithe device for compliance with ISO 13485, whiak voluntary harmonized standards.
Each EU member country implements the MDD intoaral laws that are enforced by a competent authiorithat country. For example, the
authority in the United Kingdom is the Medicinesldtealthcare Products Regulatory Agency. In additmobtaining CE Marking, many EU
countries require completion of a formal registiatprocess before products can be commercially 3tlid in-country process may delay our
ability to commercialize after obtaining CE Marking

Before any medical device can be supplied withiistalia, it must be included on the Australian Regiof Therapeutic Goods and comply
with the provisions of the Australian Therapeuticd@s Act. Compliance generally requires, amongrdtiiags:

» full technical documentation demonstrating compi&to all relevant standards and regulations;
« full quality assurance certification to the keyeintational standard; and,

» the ability of the manufacturer to undertake poatkat surveillance processes.

However, much of the documentation produced foaiolrtg the CE Marking in Europe can be used toinbtgistration in Australia and the
regulatory requirements with respect to the apgrofenedical devices are similar to European rejoie.

Employees

As of December 31, 2014, we had 46 employeesnallftom were full-time A total of 39 were in resdasnd development and 7 were in
general and administrative functions. We have nbaéra work stoppage and none of our employeesoaered by collective bargaining
agreements or are represented by a labor union.

Executive Officers
Our executive officers and their ages and backgis@s of March 15, 2015, are as follows:

Robert B. Stockman age 61, our co-founder, has served as our Chaiofitne Board and director since 1999 and as tiefExecutive
Officer since August 2010. He serves as a dirazftbteartWare Limited/HeartWare International, Iram, ASX and NASDAQ listed medical
device company, since December 2006. Mr. Stockrnsmserves as a board member for MuseAmi, Incrivately held advanced music
software company that he co-founded. He previosistyed on the board of ZELTIQ Aesthetics, Inc.,edival technology company listed on
NASDAQ, from July 2010 until April 2012. Since 199r. Stockman has been the President and Chiefiixe Officer of Group Outcom
LLC, a U.S.-based merchant banking firm that deplitsy capital and that of its financial partnerpiivate equity and venture capital
investments in medical technology companies. Mscl8han also co-founded Centrimed, Inc., an intebased software company, that was
acquired by the Global Healthcare Exchange, LL@, lad the buyouts of loptex, an intraocular lensafacturer, and two Johnson & Johnson
divestitures, “A” Company Orthodontics, Inc. andtikon Company, LLC, each of which was subsequeatiguired. Prior to establishing
Group Outcome LLC, Mr. Stockman spent 18 years wdthnston Associates, Inc. and Narragansett Capitgdoration, where he focused on
venture capital investments and merger advisorkwohealth care. Mr. Stockman holds a Bacheloegi@e from Harvard College and a
Master in Business Administration from The Tuck &ahat Dartmouth College, where he serves on TuBkard of Overseers.
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Robert K. Schultz, Ph.D. age 58, has served as our President and ChiehtiieOfficer since 2003. His background comprisesr
30 years in pharmaceutical, medical device and amatibn products. Prior to joining REVA, Dr. Schuteld positions of Vice President of
Research and Development and Vice President ofiidat)y Strategy and Licensing for Dura Pharmacalgj@ specialty respiratory
pharmaceutical and pulmonary drug delivery companyg, Research Specialist for 3M Pharmaceuticalsjaasified international technology
company. He obtained his Ph.D. in Pharmaceutich@&nB.S. degree in Pharmacy from the Universitivainesota.

Katrina L. Thompson, age 56, has served as our Chief Financial Oficer Corporate Secretary since 2003. Her experiemcempasses
over 30 years in accounting, finance, and corpadtinistration. Prior to joining REVA in 2003, MBhompson held senior financial
positions in the telecommunications, commercial estate development, commercial nursery, and taghnology industries. She spent the
early part of her career as an auditor with Prictékhouse, a provider of tax, audit and advisoryises. Ms. Thompson received her B.S. in
Business Administration from San Diego State Ursitgr

Jeffrey A. Anderson age 48, has served as our Senior Vice Presideglirdtal and Regulatory affairs since December 2848 as our Vic
President of Clinical and Regulatory affairs sikedbruary 2011, a position he previously held at REMm 2004 to 2008. He has over 20
years of experience in the medical device indugtigtuding his positions of Vice President of Cdial & Regulatory Affairs and Vice Preside
of Research & Development for Neomend, a biomediealce company engaged in the development and eoaifization of surgical wound
healing products, where he served from October 20@Righ February 2011. Additionally, Mr. Andersueas held senior positions at Abbott
Vascular, Jomed, CRS Clinical Research, and Meittréte received his B.S. in Physics from CaliforBi@te University at Fullerton.

Donald K. Brandom, Ph.D, age 55, has served as our Senior Vice Presidérbduct Development since December 2013, our Vice
President of Product Development since Decembed,28id our Vice President of Biomaterial Product@&epment since January 2008. He
has directed all biomaterial development activiigee 2003 and the scaffold development prograges2010. In his over 25 years of industry
experience, he has held technical, senior, andixeamanagement product development positionséraerospace, microelectronics, and
medical device industries. Dr. Brandom earned hi®Pin Materials Engineering Science at Virginiech and has a B.S. in Chemistry from
the University of California, Davis.

Joan Zeltinger, Ph.D, age 52, has served as our Vice President of faeiffairs since June 2004 and has directed lmological activities
since 2000. Dr. Zeltinger has over 20 years of stiuresearch and business experience that inchedesal publications and patents.
Dr. Zeltinger previously directed the bioresorbatdeonary graft and tissue engineered heart valwgrams at Advanced Tissue Sciences anc
chaired the American Society for Testing and Matsrior ASTM, standard development for combinatiwedical products. She received her
Ph.D. in Biology from the University of South Cara with post-doctoral work conducted at the Unsitgrof Washington, School of
Medicine, and has a B.S. in Biology from the Unsigr of North Dakota.

Corporate Information

Our company was founded in California in June 1898/D3, Inc. We changed our name to REVA Mediaad, In March 2002. In
October 2010, we reincorporated from the Statealdif@nia to the State of Delaware. Our principateutive offices are located at 5751
Copley Drive, San Diego, California 92111, and @mlephone number is (858) 966-3000. Our websiteemsdsvww.revamedical.comThe
information on, or accessible through, our webisiteot part of this report.

We make available on our website, free of charge Amnual Report on Form 10-K, Quarterly ReportsFanm 10-Q, Current Reports on
Form 8-K and any amendments to those reports,@saoreasonably practicable after we electronid¢iédl such material with, or furnish it to,
the Australian Securities Exchange (the “ASX”) déine U.S. Securities and Exchange Commission (tB™s Our SEC reports can be
accessed in the Investor Relations section of alosite. The information found on our website ispent of this or any other report we file w
or furnish to the SEC.
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Item 1A. Risk Factor s

You should carefully consider the risks describeldw and all of the other information set forthesldere in this Form 10-K, including our
consolidated financial statements and the relate$ and “Management’s Discussion and Analysisioékcial Condition and Results of
Operations,” in evaluating our business and our gects. If any of the events or developments desthielow occurs, our business, financial
condition, or results of operations could be negali affected. In that case, the market price af@DIs or common stock could decline.

Risks Related to Our Business
We have a history of net losses and negative cémsivd and we may never achieve or maintain profitéki

We are a development stage medical device compsayhave incurred net losses since our inceptiamyding net losses of approximately
$23.8 million, $27.9 million, and $51.0 million fthe fiscal years ended December 31, 2012, 20132@h4 respectively. As of December 31,
2014, our accumulated deficit was approximately2$25nillion. Also as of December 31, 2014, we ha@.8 million in cash and investments
and we had outstanding long-term convertible nofi#éis a redemption value of $25.0 million. Currentlye have no products approved for sale
in any jurisdiction. We expect to continue to insignificant operating losses for the foreseeatnieré as we incur costs associated with:

» conducting our CE clinical trials to obtain humaatadon our Fantomscaffold,;

» seeking regulatory approvals in the EU, Austraiad possibly the United States feantom;

» additional product research and development efforts

e growing, maintaining, and protecting our intelleadtproperty;

» expanding our manufacturing capabilities and depialpour sales and marketing capabilities;

» broadening our infrastructure and systems in cimleneet the needs of our operations; and,

» complying with the requirements of being a pubbepany in the United States, listed on the ASX.

We cannot predict the extent of our future opegplirsses and accumulated deficit, we may neverrgémsufficient revenues to achieve or
sustain profitability, and we may be unable to yepar notes payable or debt, if they were to becdmeand payable before their maturity
date. To become and remain profitable, we mustea developing and obtaining required regulaggprovals and commercializing
products with significant market potential. Thidlweéquire us to succeed in a range of challengictiyities, including all of the activities listed
above. We may never succeed in these activitieswenmay never obtain regulatory approvals in tlaekets in which we expect to operate or
otherwise generate revenues sufficient to achiesgtability. If we do achieve profitability, we nyanot be able to sustain it.

We may need substantial additional funding to meet future operating, capital, and debt service mseand may be unable to raise capital
when needed.

Our future operating and capital requirements @éfbend on many factors, including achievement gidilegory approval of our products, the
growth of revenue, the amount of intellectual proypand technology expenditures, the number arelaiour clinical trials, the extent of new
product development, and the timing of repaymemuwfconvertible notes, should they become duepaydble. Until we generate a level of
revenue to support our cost structure, we expembmdinue to incur substantial operating lossesratdash outflows. We had cash and
investments totaling $26.8 million as of Decembkr2)14 and warrants for the purchase of commarkstehich, if exercised could provide
us with additional cash proceeds to be used foradipes of between $19.0 million and $22.8 millitithe warrants are not exercised in time
to accommodate our cash flow needs, we may needs® additional capital. Failure to raise capithen needed would force us to delay,
reduce, or eliminate our product development pnograr commercialization efforts.

Any equity or debt financing, if available at atiay be on terms that are not favorable to us or Ibeagubstantially dilutive to our current
security holders. Equity financings could resuldilution to our existing security holders, and feeurities issued in future financings may
have rights, preferences, and privileges that @nés to those of our existing security holdersc&ese our need for capital arises as a result o
significant losses, the occurrence of these lossgsmake it more difficult for us to raise neceggapital when needed, which would force us
to delay, reduce, or eliminate our product develepnprograms or commercialization efforts.
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Holders of our convertible notes can elect to b@ael in cash, rather than converting the notes intommon stock. Until such time as v

can generate positive cash flows, we may not h&needash resources to repay the notes. If we cameply the notes when, and if, required,
we would be in default of the note provisions, whicould have a significant adverse effect on our@pany, including its ability to remain
in business.

We issued $25.0 million in convertible notes in Mmber 2014, bearing interest at 7.54 percent pauranwith no interest required to be
paid until redemption. While the notes have a frear maturity, their terms allow the noteholdemna-time election to be repaid in full in
January 2017, or at any time we become in defdilteonotes. The notes are convertible into comstook at any time. The conversion rate o
$2.17275 per share as of December 31, 2014 wasafaledfor the noteholders, as it was below the &arket price of our common stock.
However, in a decision to either convert or red¢leennotes, many factors may influence the notelsjd®me of these factors may be out of
our control and, even if in our control, we may faiperform, which may cause the noteholders twsitter redemption options over conversior
options. For example, a noteholder may considdrajleconomic trends in making their decision, @ytinay evaluate the progress we have
made, or not made, and the results achieved ifaman clinical trials.

If the noteholders collectively, or individuallyleet redemption prior to converting the notes icdonmon stock or prior to the maturity date
of the notes, we most likely would not have thena&sources to repay the notes and would then default of the note provisions. If we were
unable to cure the default by raising additionalitzd, which might not be available on favorablens, if at all, the noteholders could cause the
Company to take extreme measures, including reatucti operations and personnel, sale of assetsiding intellectual property assets, and/ol
declaring bankruptcy. Any of these actions wouldeha material adverse effect on the Company.

Our ability to generate revenue depends upon oucaessfully completing clinical trials, obtaining glatory approval, and commercializir
our products, which we may be unable to accomplish.

Our products will require extensive clinical tegtimegulatory approval, and significant marketing distribution efforts before they can be
sold and generate any revenue. Our efforts to gémeevenue may not succeed for a number of reasdusling:

* we may experience delays with our bioresorbabl&@dgprogram, including the enroliment and sucéglssompletion of our clinical
trials and our planned CE applications;

» ourFantomscaffold may not demonstrate safety and efficaayuinclinical trials;

* we may not be able to obtain regulatory approvai&antomin the markets in which we expect to operate, erapproved indications
for Fantommay be narrower than we currently anticipate;

» our products may not be accepted in the marketfdgqehysicians and patients;
» physicians may not receive adequate coverage anbuesement for procedures using our products;

* new product introductions by our competitors or eayid technological change may make our technoéogl/product candidates
obsolete;

e we may not be able to manufacture or distributeppaducts in commercial quantities or at an acd#eteost;

» we depend on suppliers of critical components torpgroducts, including lasing of the scaffold ahd balloon catheter system it deploys
from, and we may be significantly impacted by asgulatory delays or barriers that our suppliers eragounter; and,

* we may be sued for infringement of intellectualgedy rights which could prevent us from manufaicigior selling our products.

We cannot market our products in the EU until weerege a CE Mark or in the United States until weeiree a PMA. We cannot guarantee
that we will receive regulatory approval on a tignkeasis, or at all. Our operating plan is basegiirt on our expectations regarding the timing
for receipt of regulatory approvals and if we exgece significant delays in the approval processnvay be unable to reduce our expenditure
in a timely manner to compensate for such delagsriamay not have adequate financial or other messito complete the approval process.
Accordingly, a significant delay in the regulat@yproval process would have a material adverseteifeour ability to successfully sell our
products and on our financial condition. In additia delay may require us to raise additional faiagn, including equity or debt financing, to
fund our operations, which could be dilutive tostixig stockholders or require us to relinquish ingat rights to our technology or products.
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We will depend heavily on the success of our Fantsoaffold and any factors that negatively impact gales potential will adversely affect
our business, financial condition, and results operations.

SinceFantomwill be our first commercial product, our ability successfully generate revenues and to considiéiadhl products for
commercialization will depend on our abilities tamket and selfFantom. The degree of market acceptance for this scaffilidlepend on a
number of factors, including:

* its perceived advantages and disadvantages comfuaegikting stents and other treatments and tdobies;

» its safety and efficacy and the prevalence andriggwd any adverse events or side effects;

» its ease of use compared to existing products ampetitive treatments and technologies;

e our ability to provide additional preclinical antinical data regarding its potential long-term bfése

» the strength of our sales and marketing initiatieesl,

the selling price and the third-party coverage mithbursement for procedures uskantom.

If our Fantomscaffold does not achieve an adequate level ofp@oee by physicians, patients, and health carerpaywe may not generate
or maintain positive gross margins and we may eobime profitable, or be able to sustain profitahitind we may not commercialize
additional products. Even Ffantomdoes achieve market acceptance, we may not béaslestain it or otherwise achieve it to a deghee t
would support the ongoing viability of our operai$o

Physicians may not widely adopt our products unléissy determine that the use of our products prasda safe and effective alternative
other existing treatments for coronary artery dissa

We believe that physicians will not widely adopt puoducts unless they determine, based on expesidong-term clinical data, and
published peer-reviewed journal articles, thatubke of our products provides a safe and effectieerative to other existing treatments. We
cannot provide any assurance that the data calléaien our clinical trials will be sufficient to deonstrate that our bioresorbable scaffolds are
an attractive alternative to other procedures.dffail to demonstrate safety and efficacy that isast comparable to other stents and scaffold:
that are available for sale, our ability to suctdgsmarket our scaffolds will be limited. Evendfata collected from clinical studies or clinical
experience indicate positive results, each physigiactual experience with our scaffolds will vaWye also believe that published peer-
reviewed journal articles and recommendations apgart by influential physicians regarding our $olafs will be important for market
acceptance and adoption of our products; we maynbble to receive these recommendations and support

We compete against companies that have longer ofiegahistories, more established or approved prothy@and greater resources, which
may prevent us from achieving market penetrationiorproving operating results.

Competition in the stent industry is intense. Ouwdpicts will compete against products offered Hyssantial, global, public companies, as
well as smaller and private companies. Global stelgs are dominated by Abbott, BSC, and Medtramg together recorded an estimated 9-
percent of the $4.2 billion worldwide stent sale2014. All three companies have significantly geeéechnical, regulatory, financial,
manufacturing, and human resources than we do. @lseyhave established reputations, approved rsietiads and bioresorbable scaffolds,
significantly greater name recognition, and disttibn channels and sales and marketing capabithigsare large and established. Our ability
to compete effectively depends upon our abilitgdigiinguish our Company and our products from aumpetitors and their products. We
believe the factors affecting our competitive positnclude:

e name and brand recognition;

» relationships with physicians and patients;

« the availability of other products and proceduiesiuding bundled product offerings;

» product performance and design;

» product safety and the availability of supportifigical data;

» sales, marketing and distribution capabilities;

e success and timing of new product development maindductions; and,

» intellectual property protection.

26







Table of Contents

The stent industry has undergone, and is expegtedritinue to undergo, rapid and significant ted¢bgical change. We expect competition
to intensify as technical advances are made. Oupetitors may develop and commercialize stentslmranedical device or pharmaceutical
products that are safer or more effective, haveefeside effects, or are less expensive than preduetmay develop. For example, we are
aware of companies that are developing less-ineasiehnologies for treating cardiovascular diseakéh could limit the market potential for
our scaffolds. We also compete to recruit and megailified scientific and management personnéhldish clinical trial sites and patient
registrations, and acquire technologies complenngmdeour programs or advantageous to our busirkegsall these reasons, we may not be
able to compete successfully against current anldicompetitors.

Failed attempts by our competitors to market andl &oresorbable scaffolds could discredit or prockla bias against bioresorbable
technology and adversely impact our ability to comutialize our bioresorbable scaffolds

Abbott initiated sales of bioresorbable scaffold2012 in limited markets outside the United Statesecond company, Elixir, began sales o
its bioresorbable scaffold in Germany in January2We believe that Abbott, Elixir, and perhapsenttompetitors will obtain regulatory
approval to market bioresorbable scaffolds in mamyntries prior to the time we begin sales of cadpct. If these competitors, including
Abbott, who may have significant resources andbdistaed reputations, launch bioresorbable scaffaftfare unable, for any reason, to ca|
a significant portion of the stent market, thidufeeé could discredit or produce a bias againstdsiorbable scaffold technology. If physicians
other key influencers perceive a competitor's fa&lto capture a significant portion of the stentkeawith scaffolds as an indication of
inadequacies with the bioresorbable technology ability to later launch and successfully commédizéaour bioresorbable scaffolds could be
adversely impacted.

Product liability claims could damage our reputaticor adversely affect our busines

The design, manufacture, and sale of human medi&ates, particularly implantable life-sustainingvates like our scaffolds, carry inherent
risks of product liability and other damage claidproduct liability or other damages claim agaiost product, a product recall, or a product
misuse, regardless of the ultimate outcome, caddire us to spend significant time and finanaaburces in litigation or to pay significant
damages and could seriously harm our business. ®itetaim clinical trial insurance and limited prodliability insurance; we cannot be cert
that such insurance will be sufficient to covercidiims that may be made against us. Our insuraoligies generally must be renewed on an
annual basis; we may not be able to maintain aease such insurance on acceptable terms or ah@adzle costs. A successful claim brought
against us in excess, or outside, of our insuraneerage could seriously harm our financial cooditand results of operations. Such claims,
regardless of their merit, could result in sigrafit awards against us that could materially adlyelssem our business, financial condition,
results of operations, and prospects. A produbtliig or other damages claim, product recall, ooquct misuse involving any type of coronary
stent, but especially involving one of ours, coallsb materially and adversely damage our reputatimhaffect our ability to attract and retain
customers, whether or not such claim had merit.

We have limited manufacturing capabilities and permel, and if we are unable to provide an adequateply of our scaffolds, we may not
be able to support our clinical trials, which wouldelay our regulatory approval process, or followjisuch approval, we may not be able to
meet our commercial demands.

We currently manufacture our scaffolds at our fgcih San Diego, California. If we encounter ardistion to the facility or the surrounding
area, for example, due to a natural disaster, wddmMzave no means to manufacture scaffolds untiweee able to restore our facility or
procure alternative manufacturing facilities. If e unable to produce sufficient quantities of pnaducts for use in our planned clinical trii
or if our manufacturing process yields substangaodiuct, our regulatory approval process may bayael.

Assuming we receive regulatory approval for oufffedds, we currently have limited resources andlitées and no prior history of
commercially manufacturing products. In order todarce commercial quantities of our products, wé mékd to substantially enhance our
production processes and the efficiency of our rfaarturing operations. There are significant tecah@nd regulatory challenges to increasing
manufacturing capacity and efficiency, and develggiommercial-scale manufacturing facilities wilfjuire substantial capital investment and
the addition of managing and technical personnel hdwve relevant manufacturing experience. We magunxessfully complete increases in
our manufacturing in a timely or economically vialphanner, or at all. In addition, we may not bedblreceive the necessary regulatory
approvals for our manufacturing facilities on adiynbasis, or at all. If we are unable to manufectusufficient or consistent supply of our
scaffolds, or if we cannot do so efficiently, oevenues, business, and financial prospects wouddibersely affected.
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We rely on specialized suppliers for certain compoits and processes for our bioresorbable scaff@dd any disruption from these
suppliers could adversely affect our ability to mhace scaffolds

We rely on suppliers for critical components of biaresorbable scaffolds, including lasing of theffold and the balloon catheter system it
deploys from and we outsource sterilization offtheshed product. Our reliance on third-party sugs subjects us to risks that could interrupt
our supply chain in a variety of manners, including

* we are not a major customer of many of our supgli@nd therefore, these suppliers may give oth&omers’ needs higher priority than
ours;

» our suppliers have no contractual obligation topbypand we are not obligated to purchase from thehich may result in supply
interruptions;

» our suppliers source raw materials through suppajires that periodically are unable to provide needaterials in a timely manner,
which may cause delays in providing critical comguaits to us;

» the availability of second-source suppliers magleemely limited or their implementation as a digggnay be lengthy due to the tight
tolerances and specifications that we require fwrszaffolds; and,

» changing suppliers may require product redesignsabdhission to the regulatory authorities to whoenake seeking approval for our
scaffolds.

Our current clinical trial and commercializatiorap$ are predicated on a steady supply of scaffaldish we believe is dependent on
maintaining strong relationships for our supplyiotend avoiding problems or delays in our own mantufring and assembly processes. If we
are unsuccessful in this regard, or are unabledare or maintain agreements with these manufastorefavorable terms, or at all, or if we
required to source or develop new suppliers, we exggrience delays in our regulatory approval androercialization timelines, which
would have a material adverse effect on our busiaes financial prospects.

If we are unable to retain or hire key personnelgwnay not be able to sustain or grow our busine

Our ability to operate successfully and managepotential future growth depends significantly ugmm ability to attract, retain, and
motivate highly skilled and qualified research higical, clinical, regulatory, sales, marketing, mgerial, and financial personnel. We compete
for talent with numerous companies, as well asensities and non-profit research organizations. fdure success also depends on the
personal efforts and abilities of the principal nrrs of our senior management and scientific sgffovide strategic direction, manage our
operations, and maintain a cohesive and stableamaent. Except with respect to our agreements Rithert B. Stockman, our Chief
Executive Officer, Robert K. Schultz, our Presidantl Chief Operating Officer, Katrina L. Thompsounr Chief Financial Officer, and Jeffrey
A. Anderson, our Senior Vice President of Cliniaatl Regulatory Affairs, we have not entered intp @mployment agreements with our
employees, nor do we maintain key person life imsae on any of our senior team. Although we has®ek option plan pursuant to which we
provide our key personnel with various economi@irtoves to remain employed with us, these inceatimay not be sufficient to retain them.
The loss of key personnel for any reason or ousilitato hire, retain, and motivate additional djitiad personnel in the future could prevent
from sustaining or growing our business.

BSC has an option to distribute our products, whiofay limit our ability to negotiate more favorabterms with other potential distributor:

In December 2007, we entered into a Distributioni@pAgreement with BSC under which we granted B®®ption to negotiate the right
to be the worldwide, exclusive distributor of oeafold products. If BSC exercises its option, we @quired to negotiate with BSC to enter
into a mutually acceptable definitive distributiagreement. If we are unable to agree on the tefraglefinitive distribution agreement with
BSC, the restrictions in the Distribution Optionragment may limit our ability to negotiate moredeable terms with other potential
distribution partners.
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If we do not enter into a distribution arrangementith BSC, we will need to find another distributigpartner for the sale of our products ¢
develop our own sales network. Any delay or probdeassociated with a distribution partner or our ovgales network could have a serious
impact on our sales and our financial performance.

We do not have any experience in marketing, selbnglistributing products. We have developed &impieary sales and marketing launch
strategy, which focuses on selecting a distribugiariner to assist in the marketing and sale ofooducts in jurisdictions where it is approved
for commercial sale. While BSC has an option toatiate a distribution agreement with us, theredgnarantee they will exercise the option,
or that we will be able to reach a definitive disiition agreement with BSC even if they do exertigeoption. If we do not enter into a
distribution arrangement with BSC, we will needital another distribution partner for the sale of products or develop our own sales and
marketing network. There can be no assurance thatiwbe able to identify and enter into a distrtion arrangement with a third party
distributor on acceptable terms, or at all. Theaeligment of our own sales, distribution, and manigehetwork would require significant
amounts of financial and management resources angilvface a number of risks, including:

e our ability to attract and build a significant, sassful, or qualified marketing or sales force;
» the cost of establishing, training, and providiegulatory oversight for a marketing or sales foragy be substantial; and,

» any failure to comply with legal and regulatory ueggments for sales, marketing, and distributionld@esult in enforcement actions by
the FDA or other authorities and could jeopardigeability to market our products or could subjestto substantial liability.

Any delay or problems associated with a distribugartner or our own sales network could have @n#tadverse impact on our sales and
our financial performance.

If we commercialize outside the United States, wayrbe subject to the risks associated with opermgiim foreign markets

Our operations are currently located in the Un¢ates. We currently intend to seek regulatory @gds for our products in the EU,
Australia, and elsewhere prior to seeking a PM&@United States. If we expand into these foremgmkets, or even commercialize in the
United States, we will be subject to new businedssy including:

« failure to fulfill foreign regulatory requirements a timely basis, or at all, to market our product

availability of, and changes in, reimbursement imitbrevailing foreign health care payment systems;

differing laws and regulations, business and dihgractices, and patient preferences in foreigmtiées;

difficulties in managing foreign relationships amgerations, including any relationships that walggth with foreign partners,
distributors, or sales or marketing agents;

limited protection for intellectual property rights some countries;

difficulty in collecting accounts receivable anadgr collection periods;
» costs of enforcing contractual obligations in fgrejurisdictions;
e recessions, political instability, and changesipiainatic and trade relationships in foreign coiasy

» currency exchange rate fluctuations; and,

potentially adverse tax consequences.

If we are successful in introduciigantomor future products into foreign markets, we willdféected by these additional business risks,
which may adversely impact our business, finargmaldition, and results of operations. In additiexpansion into foreign markets imposes
additional burdens on our executive and administgiersonnel, research and sales departmentgesaal managerial resources. Our effort:
to introduce our current or future products inteefgn markets may not be successful, in which easenay have expended significant
resources without realizing the expected benefitrmately, the investment required for expansiaio iforeign markets could exceed the results
of operations generated from this expansion.
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Risk Factors Related to Regulation

In order to conduct clinical trials we need to obitaregulatory and other approvals. Any delay in ®ging such approvals, or any denial
approval, could have a significant adverse effeat@ur timeline and ability to commercialize our tenology.

Through December 31, 2014, we had received apm@falll our applications to conduct clinical tealith our predecessor scaffolds; we
had also received approval to conduct the pilat tf Fantom. We plan to conduct a larger clinical trialfedintomin 2015 at multiple centers
in eight countries outside the United States angblae to continue to conduct additional clinicéfs with Fantomand other products that may
be developed from our technology. We will needubrsit applications and receive regulatory approf@i®ach clinical trial. There is no
guarantee that we will be able to obtain regulatgproval for any future clinical trial or that atilohal work and preclinical testing will not be
required before regulatory approval is grantedvdfare unable to obtain approvals, or obtain themaly, our ability to commercialize on our
timeline, if at all, could be significantly advelgaffected. Before we can commence any clinidal,twe require approvals from:

» relevant Ethics Committees (Investigational Revigwards) in each of our chosen clinical trial cesttand

» relevant regulatory bodies.

In the United States, prior to conducting humanictil trials, we will need to obtain approval of Il®@E application from the FDA. Before we
can sell our products in the United States, PMArayal is required from the FDA, which is a lengtinyd uncertain process. The procedure fo
submitting an application for PMA is expensive ayypically requires extensive preclinical and clalitrial data as well as considerable
technical data. Submitted data will need to beiabthin accordance with the FDA’'s QSR. We are pilagto use the data obtained from our
CE Marking clinical trials to evaluate whether topeed with the U.S. approval process. There iskahat the FDA may not allow the data to
be used in the PMA application, which would resula delay and increase in costs of U.S. approvals.

We cannot predict the outcome of our human clinidailals. Our Fantom scaffold may not meet the intéed clinical results or may cause
adverse or unexpected events. There is no guaratiiaewe will be able to address issues arisingnfrolinical trials, which could negatively
impact our future prospects.

The outcome of human clinical trials cannot be foted, even when preclinical results are favoralbleur Fantomscaffold demonstrates
adverse issues such as restenosis, stroke, thrianhod/or death, it is likely the clinical triaillneed to be halted. In such case, we may nee«
to modify our technology to address the issues.dDuaical trials may be suspended or terminateahgttime by regulatory authorities, the
U.S. Data Safety and Monitoring Board, or by usl|uding during the enroliment period or during fubsequent patient follow-up period.
There is no guarantee that we will be able to ss&fodly address and overcome any adverse evesta@in the clinical trials. If we are unable
to address these issues, we will not be able tox@meialize our technology, and it will likely hagenominal value, if any at all.

The completion of our clinical trials could also sugbstantially delayed or prevented by severabfacincluding:

» slower than expected rates of patient recruitmedtemroliment, including as a result of our compesi undertaking similar clinical
trials or having functionally comparable produdtattare approved for sale;

» patient preference to use approved devices or etierimental treatments or devices other than; ours

» unforeseen safety issues;

» inability or unwillingness of patients or medicaVvestigators to follow our clinical trial protocols

« failure of patients to complete the clinical traalour inability to monitor patients adequatelyidgror after treatment;

» risks associated with trial design, which may resué failure of the trial to show statisticalligsificant results even if the product is
effective;

« governmental and regulatory delays or changesgulagory requirements, policies, or guidelines;
» varying interpretation of data by regulatory agescand,
» perceived lack of product efficacy during clinitahls.
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There is no guarantee that , even with successfatadfrom our clinical trials, we will be able to oeive regulatory approval to market and
sell our products, which could negatively impactrduture prospects

The process of obtaining marketing approval orraleee from regulatory authorities to market antl@a Fantomscaffold or any future
products or enhancements or modifications to angymts, could:

» take a significant period of time;

» require the expenditure of substantial resources;

» involve rigorous preclinical and clinical testing;

e require changes to our products; and,

e resultin limitations on the indicated uses of pheducts.

There can be no assurance that we will receiveeitpaired approvals from the regulatory authoritiesf we do receive the required
approvals, that we will receive them on a timelgibar that we will otherwise be able to satisfy tonditions of such approval, if any. The
failure to receive product approval by the regulauthorities will have a material adverse effattour business, financial condition, and
results of operations.

We must generate long-term human data on the safatd efficacy of our scaffolds. Any long-term datiaat is generated may not be
consistent with our limited short-term data, whiaould affect the regulatory approval of our produscor the rate at which our products are
adopted.

An important factor in our clinical trials, upon ieh the safety and efficacy of our scaffolds mayrimasured, is the rate of restenosis, or the
re-narrowing of the treated artery over time, drerate of re-intervention, or retreatment, follogvscaffold implant. We believe that
physicians and regulators will compare the ratdsmg-term restenosis and re-interventionFantomagainst other bioresorbable or bare m
and drug-eluting metal stent procedures and otlkemative procedures.

If we fail to demonstrate reasonable restenosisrasidtervention rates, as well as other cliniciall endpoints, and product performance
comparable to other stents or scaffolds that haea lapproved by the FDA and other regulatory aitteésyour ability to successfully market
our Fantomscaffold may be significantly limited. Fantom’slong-term rates of restenosis and re-interventmnat meet regulators’ or
physicians’ expectations, it may not receive regujaapproval or, if approved, it may not be widalyopted and physicians may recommend
alternative treatments for patients. Another penfance measurement B&dntomwill be the incidence of late-stent thrombosis. ¥danot
assure that our long-term data, once obtained pnole a lower incidence of late-stent thrombosis@mpared to drug-eluting metal stents. If
the results obtained from our clinical trials iratie that our scaffolds are not as safe or effeetsvether treatment options or as effective as
current short-term data would suggest, our produetg not be approved, adoption of our products sudfer, and our business would be
harmed.

We plan to operate in multiple regulatory environmits that require costly and time consuming approsal

We will need to obtain regulatory approval in egaglsdiction in which we intend to commercializergaroducts. The regulatory requireme
will vary from country to country. In addition, thaws and regulations regarding the manufacturesatelof our products will be subject to
future changes, as are administrative interpretatand policies of regulatory agencies. If we taitomply with applicable laws or regulations,
we could be subject to enforcement actions. Enfoer# actions could include product seizures, recalithdrawal of clearances or approvals,
and civil and criminal penalties, which, in eackeavould harm our business.

Our manufacturing facilities and those of our supieks must comply with applicable regulatory requinents. If these facilities do not
achieve regulatory approval, our business and oesults of operations would be harmed.

Completion of our clinical trials and commerciativa of our products require access to, or the ldgveent of, facilities that meet applicable
regulatory standards to manufacture a sufficieppiuof our products. Approvals are required toiaeh CE Marking in Europe; similar
facility approvals must be obtained from the FDAwanufacture products for U.S. purposes. Suppliecemponents and products used to
manufacture our products must also comply with igpple regulatory requirements, which often reqgaigmificant time, money, resources,
record-keeping, and quality assurance efforts abgest us and our suppliers to potential regulabespections and stoppages. If we or our
suppliers fail to comply with the regulatory rearirents for our manufacturing operations, our coniakzation efforts could be delayed,
which would harm our business and our results efafons.
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We may not meet regulatory quality standards apabte to our manufacturing and quality processes, iath could have an adverse effect on
our business, financial condition, or results of emtions.

Even after products receive marketing approval ttem be withdrawn due to failure to comply witlguiatory standards or the occurrenci
problems following initial approval. As a device mdiacturer, we will be required to demonstrate avaihtain compliance with a variety of
regulatory requirements. In the EU, we are requicemhaintain certain 1ISO certifications in orderstll our products and must undergo peri
inspections by notified bodies to obtain and mamtiese certifications.

We have received a Certificate of Registrationifyeng that our Quality Management System compligth the requirements of ISO
13485:2012. In the future, if we fail to continwecomply with ISO regulations, or any other regolathat we may be subject to, the relevant
regulatory authorities may withdraw our approvairtarket, require a product recall, or take othdomement action. Compliance is subject to
continual review and is rigorously monitored thrbygeriodic inspections. If we fail to comply withet requirements or to take satisfactory
corrective action in response to an adverse ingpeate could be subject to enforcement actiordutting a public warning letter, a shutdown
of or restrictions on our manufacturing operatiatedays in approving a product, refusal to perhtitnport or export of our products, a recall
or seizure of our products, fines, injunctionsjlaw criminal penalties, or other sanctions, afiyich could cause our business and operatin
results to materially suffer.

Our operations involve hazardous materials and washcomply with environmental laws and regulationshich can be expensive.

Our research, development, and manufacturing éiesvinvolve the controlled use of hazardous chabsicOur operations also produce
hazardous waste products. We are subject to atyafiéederal, state, and local regulations retatio the use, handling, storage, and dispos
these materials. We generally contract with thiadtips for the disposal of such substances. Weataiiminate the risk of accidental
contamination or injury from these materials. Weyrha required to incur substantial costs to comtir current or future environmental and
safety regulations. If an accident or contaminatioourred, we would likely incur significant costsremedy the situation and also may be
subject to civil penalties or criminal fines. Curter future environmental regulation may impair cesearch, development, or production
efforts.

If we fail to obtain and maintain adequate reimbwment for our products by thir-party payors, there may be no commercially viable
markets for our products or the markets may be muwgrhaller than expected.

The availability and levels of reimbursement by ggmwmental and other third-party payors affect ttaekat for our products. Reimbursement
and health care payment systems vary significdntlgountry, and include both government-sponsossdth care and private insurance.
Payors may attempt to limit coverage and the lefeéimbursement of new therapeutic products. Gawent and other third-party payors alsc
continually attempt to contain or reduce the co$tsealth care by challenging prices charged faidthecare products and services.

To obtain reimbursement or pricing approval in samoentries, we may be required to produce cliniedd, which may involve one or more
clinical trials, that compares the cadtectiveness of our products to other availab&ahies. In addition, the efficacy, safety, perfante, an
cost-effectiveness of our products in comparisoarny competing products may determine the avaitgtzihd level of reimbursement for our
products.

We believe that future reimbursement may be sulijeicicreased restrictions both in the United Stated in international markets. Future
legislation, regulation, or reimbursement policéshird-party payors may adversely affect the dedr our products and limit our ability to
sell our products on a profitable basis. We capnedict how pending or future legislative and regoy proposals would influence the manne
in which medical devices, including ours, are pasgd or covered and reimbursed. For example, theridam Recovery and Reinvestment
of 2009 provided funding to study the comparatitfeativeness of health care treatments and stede@iis funding is used to, among other
things, conduct, support, or synthesize reseammhcttmpares and evaluates the risks and bendiitisat outcomes, effectiveness, and
appropriateness of medical products; it remainseantow the research will impact coverage, reiraborent, or other third-party payor
policies.

If reimbursement for our products is unavailabléimited in scope or amount, or if pricing is setasatisfactory levels, sales of our prod
would be impaired and our future revenues wouldnbterially adversely affected.
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Health care reform legislation could adversely affeour future revenue and financial conditior

In recent years in the United States and othertciesnthere have been numerous initiatives fasrres affecting the availability of, and
reimbursement for, health care services. Thesiatiniés have ranged from proposals that would fumelatally change health care
reimbursement programs to minor modifications a$#xg programs. In addition, recent U.S. legislatand proposed bills provide funding to
assess the comparative effectiveness of medic&eke\t is unclear what impact the comparativeaffeness analysis would have on our
products or our financial results. The ultimateteomn or timing of any future health care reformisation, and its impact on medical device
companies such as ours, is impossible to predisighificant reforms are made to the United Statesther health care systems, they may |
a material adverse effect on our financial conditamd results of operations.

Our operations may also be impacted by the U.SrA#ble Care Act (“ACA”). Among other things, th&€A imposes a 2.3 percent excise
tax on sales of medical devices intended for uskusgans, with limited exclusions. There is no extompfor small companies; we believe the
tax will apply to our scaffolds and we expect tginegpaying the tax when we begin commercial safesioproducts in the U.S. The ACA also
requires (under what are referred to as “SunshinéOpen Payments” requirements) manufactureroweéred devices to report details
regarding certain payments and other financialneanents with physicians and teaching hospitalss&meporting provisions preempt state
laws that require reporting of the same informatimut not those that require reports of differanadditional information. Failure to comply
subjects the manufacturer to significant civil mi@ng penalties. We expect compliance with the AGAmpose significant administrative and
financial burdens on us.

We are subject to various federal and state lawggiaing to health care fraud and abuse, includinanti-kickback, self-referral, false
claims, civil monetary penalties, and fraud lawsnviolations by us of such laws could result imés, penalties, or other criminal
prosecution. In addition, compliance with these lawnay result in significant additional expense ts and limit our ability to commercializ
our products.

Our commercial, research, and other financial ieahips with health care providers and institugiane subject to various federal and state
laws intended to prevent health care fraud andeablVe are also subject to regulation by other reinational, state, and local agencies,
including the Department of Justice, the Officdarspector General of the U.S. Department of Heatith Human Services and other regulatory
bodies. Violations of any of these laws and regoet could result in penalties or fines being assg®gainst us, significant additional
compliance expense, or even a limitation on ouitaltd commercialize our products.

The federal AntiKickback Statute prohibits the knowing offer, rgitebr payment of remuneration in exchange forodntluce the referral «
patients or the use of products or services thaiadvioe paid for in whole or part by Medicare, Maid; or other federal health care programs.
Remuneration has been broadly defined to inclugéhang of value, including cash, improper discoyiatsd free or reduced price items and
services. Many states have similar laws that afiptheir state health care programs as well asmigayors. Violations of the anti-kickback
laws can result in exclusion from federal healtreqaograms and substantial civil and criminal [z

The U.S. False Claims Act (“FCA”) imposes liabilitp persons who, among other things, present ¢alfrmudulent claims for payment by a
federal health care program. The FCA has beentasgisecute persons submitting claims for payrtieattare inaccurate or fraudulent, that
are for services not provided as claimed, or fovises that are not medically necessary. The F@Ades a whistleblower provision that
allows individuals to bring actions on behalf of iederal government and share a portion of thevexy of successful claims. If our marketing
or other arrangements were determined to violatiekaskback or related laws, including the FCA, theur revenues could be adversely
affected, which would likely have a material adeeeffect on our business, financial conditions, msililts of operations. Similarly, the federal
Civil Monetary Penalty statute imposes significaahalties for filing certain types of improper ahai or engaging in prohibited acts related to
federal program integrity.

State and federal authorities have aggressiveletad medical device companies for alleged viatatiof these anti-fraud statutes, based on
improper research or consulting contracts with dia;tcertain marketing arrangements that rely darme-based pricing, off-label marketing
schemes, and other improper promotional practiCempliance with various federal and state lawsffgcdIt and time consuming, and
companies that violate them may face substantizlties. Because of the breadth of these lawslamnthtk of extensive legal guidance in the
form of regulations or court decisions, it is pb$sithat some of our business activities or thdsmio commercial partners could be subject to
challenge under one or more of these laws. Suttalleage could have a material adverse effect orbosiness and financial condition and
growth prospects.
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Companies targeted in such prosecutions have phgtantial fines in the hundreds of millions ofld$ or more, have been forced to
implement extensive corrective action plans, angladten become subject to consent decrees sevesghcting the manner in which they
conduct their business. If we become the targstioh an investigation or prosecution based on ontractual relationships with providers or
institutions, or our marketing and promotional picas, we could face similar sanctions which waulakerially negatively affect our business.

If we are found to have violated laws protectingetiprivacy and security of patient information, wewd be subject to civil suits and civil «
criminal penalties, which could increase our lialiles and harm our reputation or our business.

We are subject to privacy laws in the countriewlmich we do business. We have in place a specifigtralian Privacy Policy and plan to
expand our privacy policies to cover the privasydave are, or will be, subject to. These laws,udiig the federal and state privacy laws in
the United States, are designed to protect thagyiand security of personally identifiable infotioa, including patient health information &
patient records, by, among other things, limititeguse and disclosure, establishing patient rightpjiring security safeguards, and mandating
notice to the government and individuals if infotioa is compromised (i.e., a breach). Many locakilictions also have similar laws
protecting the privacy and security of personadigritifiable information, including breach notifigat requirements. If we violate applicable
privacy laws, we could be subject to civil lawsuitssed on state law or tort (including class aeji@md civil or criminal penalties, which could
increase our liabilities, harm our reputation, Aaste a material adverse effect on our businesandial condition, and results of operations.

Risk Factors Related to Intellectual Property

We rely on certain licenses for patents and othechinology related to our products. The terminatiohthese license agreements could de
or prevent us from being able to commercialize quoducts.

We have licensed certain patent rights and otlebmigogy that we use for our scaffolds. For exampte have licensed a majority of the
polymer technology that we use from Rutgers Unitgerén order to maintain our rights under the RargjLicense Agreement, we must satisfy
certain development and commercialization obligegidf we fail to satisfy these obligations, Rutgeright license some or all of this
technology to one or more of our competitors andaduility to compete may be diminished. Furthermdfreve fail to comply with material
obligations under the license agreement or if itenke if terminated for any reason, we could lasase rights that are important to our
business. The license agreement expires on thea¢igpi date of the last patent to expire underdigieement, which we believe is currently
approximately 2034; if we need to renew the licetisere is no guarantee we will be able to reneamitommercially reasonable terms, if at

In addition, we expect that we may need to licestber technology or patents to commercialize oaffetds or future products. These
licenses may not be available to us on commercialgonable terms, or at all, which could advera#ct our results of operations and grc
prospects.

If we are unable to obtain, maintain, and enforcetellectual property protection covering our prodis; others may be able to make, use
sell products similar to ours, which could advergelffect our ability to compete

Our commercial success depends in part on obtaimagtaining, and enforcing intellectual propeights, including patents, covering our
scaffolds and future product candidates. If weusr@ble to obtain, maintain, or enforce intellecfuraperty protection covering our products,
others may be able to make, use, or sell prodbatsare substantially the same as ours withoutimmuthe sizeable development and licen
costs we have incurred, which would adversely afbec ability to compete in the market.

Currently, our patent portfolio is comprised, owarldwide basis, of 307 issued and pending U.S farglgn patents that we own directly or
for which we are the licensee and that expire tesda 2034. Pending patent applications could énrtlitend our patent portfolio life. However,
patents may not be issued based on any pendinguwefpatent applications owned by or licensedstand, moreover, issued patents owned C
licensed to us now or in the future may be founélmpurt to be invalid or otherwise unenforceaBleen if our patents are determined by a
court to be valid and enforceable, they may natdféciently broad to prevent others from marketprgducts similar to ours or designing
around our patents, despite our patent rightsgdadhey provide us with freedom to operate unimpdulethe patent rights of others.
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We have licensed certain intellectual property fitind parties related to our products, and we oglthem to file and prosecute patent
applications, maintain patents, and otherwise ptdtet intellectual property. We cannot be certhat such activities by third parties have
been or will be conducted in compliance with apgdie laws and regulations or will result in valitdeenforceable patents and other intellec
property rights. In addition, we cannot be certhigt our licensors will allocate sufficient resaescr prioritize their or our enforcement of s
patents or defense of such claims to protect darests in the licensed patents.

The patent positions of medical device companiasheahighly uncertain and involve complex legal &amtual questions for which
important legal principles remain unresolved. Nosistent policy regarding the breadth of claimewaéld in patents in these fields has eme
to date in the United States or in many foreigisjlictions. Both the U.S. Supreme Court and therCafuAppeals for the Federal Circuit have
made, and will likely continue to make, changebhdow the U.S. patent laws are interpreted. In aglditCongress is currently considering
legislation that would change provisions of theepataw. We cannot predict future changes in therpretation of patent laws or changes to
patent laws that might be enacted into law. Thdsenges may materially affect our patents, our tgtili obtain patents, or the patents and
applications of our collaborators and licensorse Pphtent situation in the medical device and diseésgnostic fields outside the United States
iS even more uncertain.

We have numerous foreign patents and applicatibms laws of some foreign jurisdictions do not peviatellectual property rights to the
same extent as laws in the United States and n@ampa&nies have encountered significant difficuliresbtaining, protecting, and defending
such rights in foreign jurisdictions. If we encoeinsuch difficulties or we are otherwise precluffednh effectively protecting our intellectual
property rights in foreign jurisdictions, our busss prospects could be substantially harmed.

We rely on trade-secret protection for certain af proprietary know-how and for processes for wigakents are difficult to obtain or
enforce. We may not be able to protect our tradeet® adequately as we have limited control ovetioansors, collaborators, and suppliers.
Although we use reasonable efforts to protect mdd secrets, our employees, consultants, contsactatside scientific collaborators, and
other advisors may unintentionally or willfully disse our information to competitors. Enforcingaro that a third party illegally obtained
and used any of our trade secrets is expensivéiraecconsuming, and the outcome is unpredictahladdition, courts outside the United
States are sometimes less willing to protect tsmbeets. We rely, in part, on non-disclosure andidentiality agreements with our employees,
consultants, and other parties to protect our tsgdeets and other proprietary technology. Theseeagents may be breached and we may not
have adequate remedies for any breach. Moreoverotay independently develop equivalent propgatdormation or third parties may
otherwise gain access to our trade secrets andigtay knowledge. Any disclosure of confidentiata into the public domain or to third
parties could allow our competitors to use thermfation against us.

Claims that our current or future products infring@r misappropriate the proprietary rights of othec®uld adversely affect our ability to st
those products and cause us to incur additional tsos

Intellectual property rights, including patent righplay a critical role in stents and stent deliv&/stems. We face significant risks relating tc
our patents, as well as to patents held by thirtigs If any third-party intellectual property otaagainst us is successful, we could be
prevented from commercializing our scaffolds orentfuture product candidates.

There are numerous U.S. and foreign issued paaadtpending patent applications owned by thirdigaith patent claims in areas that
relate to our scaffolds. Also, because patent egidins can take many years to issue, there mayhiee pending applications, unknown to us,

that may result in future patents that pose a nadtésk to us. We are aware of patents owned by tharties, to which we do not have licen:
that relate to, among other things:

« stent structures, materials, and designs;

» catheters used to deliver stents; and,

* polymer and stent manufacturing and coating prasess

We expect that we could be increasingly subjethital-party infringement claims as we receive regaly approval to sell products, our
revenues increase, we are faced with more competiio the functionality of products and technolaggifferent industry segments overlaps.
Third parties may currently have, or may eventub#yissued, patents on which our current or fubnoglucts or technologies may infringe. /

of these third parties might make a claim of irfjement against us.
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All of the major companies in the stent and relatekets, including BSC, Abbott, and Medtronic haeen involved in patent litigation
relating to stents since at least 1997. The steshtelated markets have experienced rapid techivalbchange and obsolescence in the past,
and our competitors have strong incentives to stagelay the introduction of new products and tetbgies. We may pose a competitive th
to many companies in the stent and related marketrdingly, many of these companies will haverargy incentive to take steps, through
patent litigation or otherwise, to prevent us froommercializing our products.

Any litigation, regardless of its outcome, woulkiely result in significant expenses and the diwersif our managemessttime and resource
In addition, litigation in which we are accusedrdfingement may cause negative publicity, advgrgapact prospective customers, cause
product shipment delays, prohibit us from manufaaty marketing, or selling our products, requiseta develop non-infringing technology,
make substantial payments to third parties, orrénte royalty or license agreements, which maybwavailable on acceptable terms, or at all
If a successful claim of infringement were madeirgfaus and we could not develop non-infringinghteaogy, invalidate the claim, or license
the infringed or similar technology on a timely atubt-effective basis, our revenues may decredssamtially and we could be exposed to
significant liability. A court could enter ordetsat temporarily, preliminarily, or permanently peew us or our customers from making, using,
selling, offering to sell, or importing our curremt future products, or could enter an order manddhat we undertake certain remedial
activities. Claims that we have misappropriatedaefidential information or trade secrets of th@ties can have a similar negative impact
on our reputation, business, financial conditianiesults of operations.

We may need to initiate lawsuits to protect our @atls or other intellectual property rights, whictoald be expensive and which, if lost, col
result in loss of intellectual property rights, wtih would harm our business.

We rely on patents to protect a portion of ourllatdual property and competitive position. Patemt relating to the technology fields in
which we operate is still evolving and, consequemttent positions in the medical device industiy generally uncertain. In order to protect
or enforce our patent rights, we may initiate paligigation against third parties, such as infengent suits or interference proceedings.
Litigation may be necessary to:

» assert claims of infringement;

» enforce our patents;

e protect our trade secrets or know-how; or,

» determine the enforceability, scope, and validftthe proprietary rights of others.

Any lawsuits that we initiate could be expensiaiet significant time, and divert management’s terfrom other business concerns.
Litigation also puts our patents at risk of beingdlidated or interpreted narrowly and our patgmiaations at risk of not issuing. Additional
we may provoke third parties to assert claims a&jais. We may not prevail in any lawsuits that migdate and the damages or other remedies
awarded, if any, may not be commercially valuablee occurrence of any of these events may haveeriaaadverse effect on our business,
financial condition, and results of operations.

Risks Related to Our CDIs and Common Stock

The market price of our CDIs and common stock mag ¥platile and fluctuate significantly, which coulesult in substantial losses for
investors.

We are a development stage company without a pt@dadlable for sale; consequently, we have nomage and continue to generate
operating losses. Additionally, we issued $25.0iomilin convertible notes in November 2014 and,leskiie notes do not mature until 2019,
noteholders have an option for full repayment inu¢ay 2017; if this option is elected, we may na¢dnsufficient cash at that time to redeem
the notes. Because we are still developing ourymrtsd our progress is partly measured by the aehiewnt of technological milestones, such a:
initiating or successfully completing clinical isathese milestones do not occur on a regularediptable schedule. Our securities are listed
for sale only on the Australian Securities Exchafige “ASX”) in the form of CHESS Depositary Intste (“CDIs”). Until we achieve
commercialization, start generating revenues astl oeceipts, have the ability to service our npegble or debt, demonstrate regular
measureable performance, or list our securitiesdter on an additional stock exchange, the madkeaidr CDIs may continue to be illiquid and
the market price of our CDIs may continue to batitd. In addition to the matters described in thissk Factors” section, the market price of
our CDIs may fluctuate due to other risks and fes;tmcluding:
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» announcements of our development progress, inajudidtays or advancements in our timelines;
e announcements regarding the regulatory statusroeaffolds and future product candidates;
e any reported adverse events in our human clinizabf

» failure to service our debt or raise additionahfining to fund our operations when needed or angdavorable to us or on terms that are
not overly dilutive to our current security holders

» announcements of technological innovations or nesdycts by us or our competitors;

* announcements of contracts, acquisitions, or gfi@tdliances by us or our competitors;

» changes in the estimates of the future size andthrate of our markets;

» changes in market valuations or earnings of ourpsiitors;

» changes in legislation or regulatory policies, ficas, or actions;

» the commencement or outcome of litigation involvang company, our general industry, or both;

» recruitment or departure of one or more membemiokexecutive management team;

» changes in our capital structure, such as futsaisces of securities or the incurrence of additidabt;

» actual or expected sales of our CDIs or commorkdtgaexisting holders;

e the trading volume of our CDIs; and,

» changes in general economic, industry, and madkaditons.

Stock markets in general, and submarkets for mettichnology companies in particular, have expegehvolatility that has often been
unrelated to the operating performance of compaiiiesse broad market and industry factors may nadlieaffect the market price of our
CDils. Litigation has often been brought against panies whose securities have experienced volaiilitgarket price. Class-action litigation,
even if unsuccessful, could be costly to defenddinelt management’s attention and resources, wtoeld materially harm our financial
condition and results of operations.

Investors may experience difficulty in trading o@DlIs due to their relatively limited liquidity on the ASX.

Although our CDls are listed on the ASX, there bamo guarantee of a ready liquid market for theanticularly since a small number of
security holders own a majority of our outstandiagital. It may be more difficult for an investorriealize an investment on the ASX than it
would be to realize an investment in a company wlsbgres or other securities are quoted on theYelvStock Exchange, the NASDAQ
Stock Market, or any other exchange.

We may not retain our ASX listing and we may notajidly for listing on another securities exchange.

We cannot assure investors that we will alwaydmetdisting on ASX and our common stock is notrently listed for trading on a U.S. or
any other securities exchange. The provisions@fNbte Deed we signed on September 25, 2014 callkfto use reasonable efforts to list on
NASDAQ or another securities exchange as soonagipable after September 2015. If we fail to rewir ASX listing or if we do not list o
another securities exchange, certain investorsdeaige to sell their securities and/or there maybeca market for the securities, which could
have an adverse impact on the price of the seesurifinere is no assurance that we can qualifyeiriuture for listing any of our securities on
the New York Stock Exchange, the NASDAQ Stock Méarke any other exchange.

Some of our existing stockholders can exert contodler us and may not make decisions that are in tiest interests of all stockholder

As of March 15, 2015, officers, directors, and ktaiders holding more than five percent of our taniding shares collectively controlled
approximately two-thirds of our outstanding comnsbock. As a result, these stockholders, if theyt@gether, would be able to exert a
significant degree of influence over our managenaaut affairs and over matters requiring stockhoégsroval, including the election of
directors and approval of significant corporat@sactions. Accordingly, this concentration of ovaigp may harm the market price of our
shares by delaying or preventing a change in chrven if a change is in the best interests ofathier stockholders. In addition, the interests
of this concentration of ownership may not alwagmcide with the interests of other stockholderd,atcordingly, they could cause us to €
into transactions or agreements that we would ti@ravise consider.
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Future sales of our common stock may depress thekmatprice of our CDIs .

The holders of an aggregate of approximately 19lflom shares of our outstanding common stock, aff as the holders of our convertible
notes, if such notes are converted into commorkstwve certain rights to cause us to file a regfisin statement on their behalf and to incl
their shares in registration statements that we fifapn behalf of other stockholders. In additishares of common stock reserved for issu
under our 2010 Equity Incentive Plan, as amendezl“@lan”), have been registered and, accordiragly,vested and exercised shares of stocl
issued in accordance with the Plan may be fredty woder the federal securities laws and may l#ate under state securities laws if a ho
satisfies such laws or is exempt from them. Addaity, the Plan provides for annual increases énrthmber of shares available for issuance
under the Plan, which we intend to register angu&ifom time to time, we also may sell additionainenon stock in subsequent public
offerings or private placements. Sales of a sulisiamumber of common shares or CDIs in the pufdlarket, whether by us or by our
stockholders, or the perception that these salgsomeur, could cause the market price of our CDlIdecline and make it more difficult for
holders to sell CDIs or shares of common stock&éG@ompany.

We have broad discretion in the use of our assatd aur investment of these assets may not yieldwfable return, which could harm our
business and depress the market price of our se®@si.

Our management has discretion in the applicatiasuofassets and other resources and may use tmenibfoad range of purposes.
Accordingly, security holders will have to rely upour management’s judgment with respect to theofitiee Company’s assets. Management
may spend a portion or all of our assets in wags ttlolders of our securities may not desire or thay not yield a significant return, or any
return at all. The failure by our management toafmese funds effectively could harm our busirmsd depress the market price of our
securities. Pending their use, we may also invesaiesets in a manner that does not produce incoithat loses value.

We do not currently intend to pay dividends on ddDIs or common stock; consequently, the return on mvestment in our securities will
depend on appreciation in the market price of oubG .

We currently intend to invest our future earningany, to fund the development and growth of ousibhess. The payment of dividends will
be at the discretion of our Board and will dependar operating results, capital needs, finan@aldition, future prospects, debt covenants,
contractual arrangements, restrictions imposedppliGable law, and other factors our Board may deelevant. If we do not pay dividends,
the ability to achieve a return on an investmerREVA will depend on any future appreciation in tharket price of our CDIs or other
securities. There is no guarantee that our CDIkapjpreciate or even maintain the price at whidytwvere purchased.

We incur exchange rate risks relating to our listjron the ASX .

Our securities, in the form of CDls, are listedtba ASX and priced in Australian dollars. Howewee, report in U.S. dollars. As a result,
movements in foreign exchange rates may causeriteqf our securities to fluctuate for reasonselated to our financial condition or
performance and may result in a discrepancy betwaeactual results of operations and investorpeetations of returns on our securities
expressed in Australian dollars.

We expend substantial costs and management resautceomply with the laws and regulations affectipgblic companies in the United
States as well as listing requirements of the AS¥iich may adversely affect our operating resultaikire to maintain effective interna
control over financial reporting in accordance witthe Sarbanes-Oxley Act could cause investors selaonfidence in our operating results
and in the accuracy of our financial reports and alil have a material adverse effect on our businassl on the market price of our CDIs .

As an SEC-registered U.S. public company with sgearisted on the ASX, we incur substantial legaicounting, and other reporting and
shareholder expenses. In addition, changing laaggilations, and standards relating to corporatem@nce and public disclosure, including
SEC regulations, may increase legal and financialgliance costs and make some corporate activit@e time consuming. Since our
securities are traded on the ASX, we must comptit WEX Listing Rules. We believe our policies amrdqedures are designed to provide
reasonable assurance of ASX Listing Rules compéighowever, if we do not follow those procedured palicies, or they are not sufficient to
prevent non-compliance, we could be subject talitapfines, and lawsuits. These laws, regulaticensd standards are subject to varying
interpretations and, as a result, their applicaitopractice may evolve over time as new guidasqadvided by regulatory and governing
bodies. We expend significant management resotwos@mply with securities regulations, which mayett attention from revenue-generating
activities. If our efforts to comply with new lawsgulations, and standards are unsuccessful,atgulauthorities may initiate legal
proceedings against us and our business may besHarm
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Additionally, we are required, pursuant to Secd@®4 of the Sarbanes-Oxley Act of 2002 (“Section"}@d furnish reports by managemen
the SEC on, among other things, the effectivenéssininternal controls over financial reportinchd controls and other procedures are
designed to ensure that information required tdibelosed by us in reports that we file with theCSE accurate and recorded, processed,
summarized, and reported within the time perioadxgied in SEC rules and forms. Although we haveeligped effective controls, these
controls may become inadequate because of chamgesdlitions, our degree of compliance may detat&gror weaknesses in our internal
controls may be discovered. If we, or our auditars, unable to certify that our internal controlerfinancial reporting are effective and in
compliance with Section 404, or we are unable tmlpce timely or accurate financial reports, we f@yubject to sanctions or investigations,
and investors may lose confidence in the accuradycampleteness of our financial reports, which dwave a material adverse effect on our
business, the market price of our CDlIs, and oditalid access the capital markets.

Failure to comply with the SEC and ASX rules angutations might also make it more difficult for issobtain certain types of insurance,
including director and officer liability insurancand we might be forced to accept reduced polioytdi and coverage or incur substantially
higher costs to obtain the same or similar coveraige impact of these events could also make ierddficult for us to attract and retain
qualified persons to serve on our board of diregton committees of our board of directors, or asivers of senior management.

Provisions of our certificate of incorporation, oupylaws, and Delaware corporation law could make arquisition of us, which may b
beneficial to our stockholders, more difficult anthay prevent attempts by our stockholders to replaceemove the current members of our
board and management .

We are a Delaware corporation, subject to the pions of Delaware General Corporation Law. ThosesJan addition to certain provisions
of our certificate of incorporation and our bylaeauld discourage, delay, or prevent a merger, aien, or other change of control that
stockholders may consider favorable, includinggeamtions involving a premium over market pricedar CDIs. Furthermore, these provisions
could prevent or frustrate attempts by our stooléd to replace or remove members of our boardrettirs. These provisions also could li

the price that investors might be willing to payfe future for our CDIs, thereby depressing thekeiaprice of our CDIs. Stockholders who
wish to participate in these transactions may awelthe opportunity to do so. These provisions:

« allow the authorized number of directors to be geahonly by resolution of our board of directof8¢ard”);

» provide that our stockholders may only remove drgatiors for cause;

» establish a classified Board so that not all mesbéthe Board may be elected at one time;

» authorize our Board to issue, without stockholg®raval but subject to ASX listing rules, up to 1@@,000 shares of common stock or
up to 5,000,000 shares of preferred stock, thégsifed, would dilute ownership and operate a@stm pill” to help prevent an
acquisition that is not approved by the Board,;

» require that stockholder actions occur at a dulledastockholder meeting or by unanimous writtensant;

» establish advance notice requirements for stockdnaidminations to our Board or for stockholder msads that can be voted at
stockholder meetings;

« limit who may call stockholder meetings; and,

» require approval from 80 percent of the outstandimares of our capital stock in order to amendagegrovisions of our certificate of
incorporation and bylaws.

In addition, provisions of Section 203 of the Dedaies General Corporation Law may, unless certateriare met, prohibit large
stockholders, in particular those owning 15 percgmhore of the voting rights on our common stdofm merging or combining with us for a
prescribed period of time.
ltem 1B. Unresolved Staff Comments

We do not have any unresolved staff comments ngldt our periodic or current reports.
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Item 2. Properties

Our primary facility is located at 5751 Copley D¥j\San Diego, California, where we lease and ocaypyoximately 37,000 square feet of
research, lab, and office space. We lease an dnfilding and are the only tenant in the buildifbe lease on this facility expires in
January 2018.

We do not own any real property. We believe thattleased facility is adequate to meet our curreetds, as well as our future office, lab,
and manufacturing needs through at least applicaicCE Marking and initial commercial sales. Weyrnansider additional or different
facilities and locations for manufacturing after hgve commenced commercial sales.

Item 3. Legal Proceedings

We may from time to time become subject to varidagns and legal actions during the ordinary cowfseur business. We are not party to
any legal proceedings at the date of filing of thimual Report on Form 10-K.

Item 4. Mine Safety Disclosures

Not applicable.

PART Il

Item 5. Market for Registrant’'s Common Equity, Related Stockholder Matters, and Issuer Purchases of Baty Securities
Market Information

Shares of our common stock began trading in tha faf CHESS Depositary Interests (“CDIs”), each C&dresenting ontenth of a share
our common stock, on the Australian Securities Brge (“ASX”) under the symbol “RVA” on December 2810. Prior to such time, there
was no public market for our securities.

Between January 1, 2014 and December 31, 2014athe price of our CDIs ranged from a low salesepoif A$0.11 to a high sales price of
A$0.57, or a low sales price per share of commocksof $0.98 and a high sales price of $4.74 afiteing effect to the ten-for-one CDI-to-
common stock exchange ratio and after convertingd. & dollars using the closing exchange rate agple on the relevant date as reported by

the Reserve Bank of Australia.

The high and low sales prices for our CDIs duriaghequarter, and on an equivalent basis as comM@rtsommon stock and U.S. dollars,
were as follows:

CDI Price Range Stock Price Range
Low High Low High

Year Ended December 31, 201

First quartel $ 03¢ $ 0.5¢ $ 40¢ $ 6.07

Second quarte 0.4¢ 0.6t 4,94 6.2%

Third quartel 0.52 0.6t 4.7¢4 6.17

Fourth quarte 0.4z 0.61 3.8t 5.87
Year Ended December 31, 201

First quartel $ 0.1 % 04t % 1.2¢  $ 4.31

Second quarte 0.12 0.21 1.13 1.97

Third quartel 0.11 0.3t 0.9¢ 2.82

Fourth quarte 0.17 0.57 1.4¢ 4,74
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As of March 15, 2015 we had 33,479,778 shares wiheon stock issued and outstanding with approxim#&e® holders of record. The
holders included CHESS Depositary Nominee Pty Lledhitvhich held 18,726,290 shares of our commorkstothe form of CDIs on behalf «
the CDI holders; there were approximately 854 tegéxl owners of our CDIs on March 15, 2015.

Stock Price Performance Graph

The following graph compares our total common statlrn, after giving effect to the ten-for-one Gidicommon stock exchange ratio and
after converting to U.S. dollars using the spat egtplicable on the relevant date, with the tatim for (i) the NASDAQ Composite Index &
(ii) the NASDAQ Biotechnology Index for the perimm December 23, 2010 (the date our common stookneenced trading on the ASX)
through December 31, 2014. The figures represdiglmiv assume an investment of $100 in our commarksit the closing price of $12.52
per share of common stock on December 23, 2010inathé NASDAQ Composite Index and the NASDAQ Babteology Index on
December 23, 2010, and the reinvestment of divideifidny, into shares of common stock. The congpas in the table are disclosures in
accordance with SEC requirements and are not irtetwlforecast or be indicative of possible fufpeeformance of our common stock. This
graph shall not be deemed “soliciting materialt@be “filed” for purposes of Section 18 of the Baage Act or otherwise subject to the
liabilities under that Section, and shall not berded to be incorporated by reference into any ofibngs under the Securities Act or the
Exchange Act.
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Dividend Policy

We have never declared or paid any cash dividendsiocommon stock. We currently intend to retdimaailable funds and any future
earnings to support operations and finance the tirawd development of our business and do notdntiepay cash dividends on our common
stock or CDlIs for the foreseeable future. Any fatdetermination related to our dividend policy wid made at the discretion of our board of
directors.

Recent Sales of Unregistered Securities

On November 14, 2014, we issued 250 senior unsgéaorevertible notes (the “Notes”), each with a faatie of $100,000, and warrants to
purchase 8,750,000 shares of our common stock edéved proceeds of $25.0 million from the Noted bave the potential to receive an
additional $22.8 million when, and if, the warraate exercised. None of the Notes or the warraetsegistered securities. The Notes are
convertible into, and the warrants are exercistdslecommon stock at the rate of $2.17275 per shire exercise price for the warrants
increases to $2.6073 per share when, and if, welstenenroliment of 110 patients in a clinical ltmath our Fantomscaffold.
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Both the notes and the warrants have five-yeasliV@e holders of the Notes and the warrants hagistration rights related to the

underlying common stock; such registration rightss@n the same terms as the registration rightaqusly existing and held by other
stockholders in the Company.

Use of Proceeds from Public Offering of Common Stéc

In December 2010, we completed an initial publieefig (the “IPO”), of our common stock, in whictewgold 77,272,730 CDls,
representing 7,727,273 shares of common stockpeatea of A$1.10 per CDI or A$11.00 per share. @gregate proceeds from the offering
were A$85.0 million (which was approximately US$B4illion). The CDIs issued in the IPO were registeunder the Securities Act pursuan
to a registration statement on Form S-1 (File NB3-B68852), which was declared effective by the SEGQlomember 15, 2010. We also lodt
a Prospectus with the Australian Securities anéstments Commission prior to the allotment andaissa of the CDIs. Our net IPO proceeds,
after deducting placement agent fees and otherimffexpenses, were approximately US$76.2 millidie. had used approximately 96 percent
of the proceeds through December 31, 2014, in aneragenerally consistent with our projections attime of the IPO, as follows:

« $40.0 million was projected to be used for researuth development activities, including advanceneémiur scaffolds and development
of pipeline products, if any. Approximately $40.0lion has been used for R&D.

« $10.0 million was projected to be used for clinicalls and approximately $6.0 million has beendufee that purpose.

* $4.0 million was projected to be used for comméiiai@astructure, including manufacturing capa@tpansion. Approximately $4.0
million has been used for R&D equipment, laboraiarprovements, and related infrastructure.

« The balance of the IPO proceeds were expected tgdmb for working capital and other general corfgopairposes and they have been
used for those purposes.

While we expect to utilize the remaining IPO pratgeas well as the proceeds from the Notes issubldvember 2014, for further
development and testing of our scaffolds in ouorfifo prepare a product for commercializationwedl as to meet the general corporate
requirements of a public company, the amounts iamdg of our actual expenditures may vary signifitta and will depend upon numerous
factors, including the timing and success of oinic4l trials. We plan to evaluate whether to cartdilinical trials in the United States after we
receive acceptable data from the European clitiigas. Due to the regulatory requirements in theétét States for a study with a large numbe
of patients, we anticipate needing additional fagdn order to carry out any U.S. clinical trials.

Pending the use of proceeds to the Company, wetimxeess cash in accordance with our investmdiaypwhich allows for shorterm anc
long-term interest-bearing obligations, investmgnaide instruments, certificates of deposit, or gneged obligations of the U.S. government.

Item 6. Selected Financial Data

We have derived our statements of operations datthé years ended December 31, 2010 and 201 1warzhtance sheet data as of
December 31, 2010, 2011, and 2012 from our audinedcial statements which are not included in fasm 10-K. We have derived our
statements of operations data for the years eneéedrbber 31, 2012, 2013, and 2014 and our balame? data as of December 31, 2013 and
2014 from our audited financial statements appgaglsewhere in this Form 10-K. Our audited finahicitormation is prepared and presented
in accordance with generally accepted accountiimgimes in the United States, or U.S. GAAP.

Our selected consolidated financial data shoulcebd together with “Management’s Discussion andlysisof Financial Condition and
Results of Operations” and our consolidated finansatements and related notes included elsevitnénés Annual Report on Form 10-K.
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The following tables present our selected finand&h for the five-year period ending December2814.

Year Ended December 31

2010 2011 2012 2013 2014
(in thousands, except per share date
Statements of Operations Data
Operating Expense:
Research and developm $ 6,82¢ $ 13,40. $ 15,82: $ 19,21 $ 14,31¢
General and administrati 3,292 7,69¢ 8,04 8,731 7,64¢
Loss from operation (10,119 (21,09¢) (23,865 (27,947 (21,969
Other Income (Expense):
Interest income 11€ 18¢ 92 30 8
Interest expens (1,54¢41) — — — (98€)
Interest from amortizatio 2,28: — — — —
Loss on issuance of convertible notes payable ar
warrants — — — — (15,627
Loss on change in fair value of convertible notes
payable and preferred and common stock warrant
liabilities (990 — — — (12,547
Loss on extinguishment of notes paye (13,285 — — — —
Other income (expens 36 — (3) (9) 73
Net Loss (23,507 (20,909 (23,77¢ (27,927) (51,039
Cumulative dividends and deemed dividends on
Series H convertible preferred stc (7,200 — — — —
Net Loss Attributable to Common Stockholders $ (30,70 $ (20,909 $ (23,776 $ (27,92) $ (51,03))
Net Loss Per Share: (2)
Net loss per share, basic and dilu $ (772 $ (0.6 $ (0.72) $ (0.8 $ (1.59)
Shares used to compute net loss per share,basic and
diluted 3,975,14. 32,777,50 33,072,05 33,124,65 33,382,38
(1) Includes $1,510 to related parti
(2) See Note 3 to our consolidated financial statemfentan explanation of the method used to comphgenet loss per share and the
number of shares used in the computation of thelpare amount:
Year Ended December 31
2010 2011 2012 2013 2014
(in thousands)
Balance Sheet Data
Cash and cash equivalel $ 81,747 $ 59,16: $ 38,87¢ $ 19,22¢ $ 25,81
Shor- and lon¢term investment — 5,22¢ 5,22: 1,492 99t
Working capital 80,98¢ 59,841 42,32 17,65¢ 24,35
Total asset 83,47¢ 67,32( 47,397 24,78¢ 30,19¢
Convertible notes payahb — — 37,78(
Common stock warrant liabilit — — — — 15,38¢
Total liabilities 1,52¢ 2,73i 2,771 3,96( 56,64+
Accumulated defici (128,909 (149,81) (173,58) (201,509 (252,541)
Total stockholder equity (deficit) 81,947 64,58 44,62t 20,82t (26,449
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Item 7. Management’s Discussion and Analysis of Famcial Condition and Results of Operations

You should read the following discussion and anslgsour financial condition and results of opeceits in conjunction with the “Selected
Consolidated Financial Data” and our consolidatedancial statements and the related notes thetedb dppear elsewhere in this Annual
Report on Form 1-K. In addition to historical information, the follving discussion and analysis includes forward-ingknformation that
involves risks, uncertainties, and assumptionsu@laesults and the timing of events could diffatenially from those anticipated by these
forward-looking statements as a result of many factorduiting those discussed under “Risk Factors” elsexmehin this Annual Report on
Form 1(-K. See also “Forward-Looking Statements” includddewhere in this Annual Report on Form 10-K.

Overview

We are a development stage medical device comparking toward commercialization of our proprietéaeghnologies to provide minimal
invasive medical devices for the treatment of cbods in the human body. We are in the later stadeleveloping and clinically testing
bioresorbable drug-eluting coronary stents. Werrefdioresorbable stents as “scaffolds” becausg e not permanent devices like metal
stents that are commonly used today. In clinical asscaffold is guided by x-ray by an interveraiorardiologist during a minimally invasive
surgery to a coronary artery location with a deljveatheter system, whereupon it is deployed twredlood flow to the artery and medicate
the artery to prevent further blocking, or resténo®ur scaffolds combine our proprietary biorestb polymer with various designs,
including deformable designs and our proprietafiglésand lock” non-deformable designs. Our scaBaide designed to offer full x-ray
visibility, clinically relevant sizing, and a contted and safe resorption rate.

We believe that due to the risks and limitatiorsoagted with commercially available metal stehisresorbable scaffolds will be the next
major advance in coronary stent technology. Becaugskave designed our scaffolds to provide the dagnefits as traditional metal stents, bu
with the additional benefit of eliminating the peese of a permanently implanted device, we belibaeour products would enable us to
compete effectively in the stent market, providing are able to complete development and clinicsirtg, successfully implement
manufacturing processes and procedures, receiuéategy approval to sell commercially, and exeauie sales and marketing strategies
effectively. Worldwide revenues from coronary stealies approximated $4.2 billion in 2014.

Our stent products have not yet been approvedaferand will require successful clinical trial résiand regulatory approval before they car
generate sales. We have invested significant timefands in development, having performed sciemtiisearch, engineering development,
testing in laboratory and preclinical studies. Véwdndeveloped, tested, and selected the polymmutation, tested and selected the anti-
restenotic drug and coating process, created aratéd the device design, and identified and implged methods and processes to produce
and test the scaffold. We designed and performezhsive preclinical tests that ranged from benahengineering studies to in vitro and in
vivo laboratory studies. In 2007, we enrolled patien a small human clinical study that provedttadbility of the technology while
confirming the areas needing further developmerd.n&ve been developing and advancing our scaffioldsth design and polymer
composition since that study and have undertalgnifsgiant testing that has shown the viability lo¢ technology across various models.

We are currently testing otfantomscaffold, which was introduced in humans during &weber 2014. Prior to developifigntom, we had
enrolled a total of 165 patients in three clinit&ls between June 2007 and January 2014 withepesor scaffolds that were developed
utilizing our proprietary x-ray visible polymer gombination with our “slide and lock” stent desiiyhile these predecessor scaffolds
demonstrated viability of the technology, we bediglre enhanced characteristic§ahtombetter position it for commercial success. The
enhanced features include a unibody design, lotmat thickness, smaller crossing profile, optimizadymer properties, and streamlined
manufacturing processes, while still maintainingla beneficial features of our prior scaffoldsMarch 2014 we announc@&@ntomas our
sole focus for development and testing and conatlyreeduced headcount by approximately 45 peraadtreduced other overhead costs to a
lesser extent. We intend to enroll up to 110 padiéma clinical trial withFantomduring 2015, obtain follow-up data at a six-morithet point,
and if this data has acceptable safety and efficasylts, apply for regulatory approval in mid-20%% may also enroll supplemental patients
in theFantomclinical trial during 2015 to provide data to suppihe BSC distribution option (see “— Distributiand License Agreements”
above for additional information).
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Our current plan is to apply for European CE Magkithe regulatory approval that would allow used sur scaffolds in Europe and other
countries that recognize the CE Mark. When, andéfreceive CE Mark approval, we will evaluate hmest to implement our sales and
marketing strategies for commercialization. While Bantomscaffold could be approved for sale in late 2018,afforts to generate
substantial revenue and achieve positive cash ffmws our operations may take several years, eveuariclinical results are favorable.

In order to produce quantities of our scaffold emough to accommodate commercial needs, whetirttearrives, we will need to scale
our manufacturing processes and expand our cajpedild allow for such things as additional scaffeizes. We developed plans and began
implementation of the methods and processes fdr suamufacturing scale-up, including work on thedorct sizes, in 2014. We will continue
implementation of manufacturing preparedness aappeoach commercialization.

During the course of our product development astirtg, we have invented, éovented, and licensed a portfolio of proprietagtnologies
Our design-related technologies have been inventamir employees and consultants and our mateetdsed technologies have been either
invented by our employees or licensed from, orra@nted with, Rutgers, The State University of Nlassey. We consider our patent portfolio
to be significant and have invested considerabie &nd funds to develop and maintain it. Our go&b icontinue to perform feasibility tests on
additional technologies in our patent portfolicoas resources allow and, if feasibility is proveetermine a course of development for
additional products.

During our development efforts, we have also pulstested, and abandoned development programe/¢éhdétermined would not lead to
feasible products or for which a product could betdeveloped in a timeframe that would allow f@s@nable commercialization. The largest
of these abandoned programs centered on develomharihin metal stent technology for use in srbldbd vessels. Although abandoned in
2002 after approximately $13.0 million had beerested and used, this technology became the badlseféslide and lock” mechanism we
maintain in our patent portfolio. Additionally, vieensed a potential anti-restenotic drug in 20@h whe intent to develop it for use as a stand
alone drug or as a complement to our scaffold.dlgh the drug’s development was abandoned in 2fd@4vee had invested approximately
$6.0 million, the knowledge we gained from thatgreom was used in our development of the drug cgdtinour current scaffolds. We also
formed a wholly owned subsidiary in Germany in 2@®7acilitate our clinical trials and our plannesimmercialization of products; we have
not used this subsidiary yet for any operatingvit@s.

We have performed all of our research and developaaivities from one location in San Diego, Galifia. As of December 31, 2014, we
had 46 employees, a majority of which are degreetépsionals and six of whom are PhDs. We leveoagénternal expertise with contract
research and preclinical laboratories, outsideatattimanufacturing, and other outside servicesaded. We have three clean rooms and
multiple engineering and chemistry labs at ourliigcin addition to our corporate and administvatbffice. We are ISO certified to the med
device standard 13485:2012 and intend to mainkegrcertification to support our commercializatidars.

During 2014, we negotiated and completed a finantirprovide the ongoing capital for our operatiansluding theFantomclinical trial
and application for CE Mark. This financing was gbeted in November 2014 with the issuance of 25losainsecured convertible notes, €
with a face value of $100,000, and warrants to lpase 8,750,000 shares of our common stock. Wevezteash proceeds of $25.0 million
from the notes and have the potential to receivioum additional $22.8 million cash proceeds wlaew if, the warrants are exercised. Both
the notes and the warrants have a five-year mptoriexpiration.

We have not yet developed a product to a saletdde ®nd we have not, therefore, generated anyiprod other revenues. Our developn
efforts have been funded with a variety of capiakived from angel investors, venture capital&istegic partners, hedge funds, the proceec
from our IPO in 2010, and the issuance of conviertiibtes in November 2014. Since our inceptionheaxe received approximately
$153.9 million in equity proceeds and $53.5 millfoom issuances of notes payable ($28.5 milliothefnotes payable were converted to
common stock upon our IPO in 2010). As of Decen#ier2014, we had approximately $26.8 million intcasd investments available for
operations. We have incurred substantial lossee ginr inception; as of December 31, 2014, we ladraulated a deficit of approximately
$252.5 million.
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We expect our losses to continue for the next s¢years as we continue our development work,@dirstudies, and preparations for
commercialization and, if these efforts are sudcéssid we are able to obtain approval to sellmpaducts, we expect to commence product
sales thereafter. In order to successfully tramsitd profitable operations, we will need to ackievevel of revenues and product margins to
support the Company’s cost structure. Until suatetas we generate positive cash flow, we plan mbirmee to fund our operating and capital
needs by utilizing our current cash and investmantsby raising additional capital through equitydebt financings or strategic or other
transactions, if the warrants issued in Novembé#riZdre not exercised, or not exercised on a timedrtnat coincides with our cash needs.

Key Components of our Results of Operations

Since we are still in a pre-revenue stage and dliviees are focused on further developing anditigsour bioresorbable coronary scaffold
with the goal of commercially selling it, as wedl performing minimal research and tests to detezrhie feasibility of other product
possibilities, our operating results primarily ceh®f research and development expenses, includiats to perform clinical trials, general and
administrative expenses, and other expenses th@trianarily the costs of the convertible notes aadrants that we issued in November 2014
to provide the funds to continue our developmefitats.

Research and Development ExpensegOur research and development expenses ariseafilmymbination of internal and external costs.
Our internal costs primarily consist of employekasas and benefits, facility and other overheagegises, and engineering and other supplies
that we use in our labs for prototyping, testimy] @roducing our scaffolds and other product pdgs#s. Our external costs primarily consist
of contract research, engineering consulting, pelyoonsulting and certain production costs, polylasing costs, catheter system and anti-
restenotic drug purchases, preclinical and clirstadly expenses, and license fees paid for thetdagry underlying our polymer materials. All
research and development costs are expensed whened.

Through December 31, 2014, we have incurred apprately $137.1 million in research and developmepeases since our inception,
which represents approximately 72 percent of onnuative operating expenses. In March 2014 we ancedia change in scaffold programs,
moving toFantomas our sole focus for development and testing. désge resulted in decreased research and devahbgxpenses in 2014,
primarily due to a concurrent reduction in headd¢dynapproximately 46 percent upon the change amedlaction of other development and
clinical trial expenses due to the earlier stagdeselopment foFantomcompared to the predecessor program. Researchegrtbdment
expenses as a percentage of our total operatirensgp were 65 percent in 2014. We expect to iner@asresearch and development expenst
in 2015 as we continue the testingaintom. We intend to enroll up to 110 patients in a claitrial with Fantomduring 2015, obtain follow-
up data at a six-month time point, and if this deda acceptable safety and efficacy results, dpplsegulatory approval in mid-2016. We may
also enroll supplemental patients in fentomclinical trial during 2015 to provide data for otH®isiness purposes. We also expect to incur
increasing expenses in the future for developmefihal manufacturing processes and equipment aprepare for commercialization and as
we research the feasibility of developing additiggraducts from technology in our intellectual peoty portfolio.

General and Administrative Expenses Our general and administrative expenses consisaply of salaries and benefits for our executive
officers and administrative staff, corporate offared other overhead expenses, legal expensesimglpdtent filing and maintenance costs,
audit and tax fees, investor relations and othélipgompany costs, and travel expenses. Althougtpatent portfolio is one of our most
valuable assets, we record legal costs relatedtEnpdevelopment, filing, and maintenance as es@®rhen the costs are incurred since the
underlying technology associated with these assgisrchased or incurred in connection with oueaesh and development efforts and the
future realizable value cannot be determined.

Through December 31, 2014, we have incurred apprately $52.3 million in general and administratisgenses since our inception, wh
represents approximately 28 percent of our cunudaiperating expenses. In March 2014, upon thegehtmthe=antomscaffold program, we
made a concurrent reduction in general and admamigt personnel by approximately 44 percent andowk additional steps to reduce other
overhead expenses. We anticipate that we will naetto invest in patents at similar levels as wesha the past. Additionally, we anticipate
that we will expand our corporate infrastructur@@15 and 2016 to continue to support the neetigiofy a public company and to prepare for
commercial sales of our products, which will inaeaur general and administrative expenses acgydWe also expect to begin to incur
sales and marketing expenses toward the end of @0darly 2016 as we prepare for product salekarevent we receive CE Marking.
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Other Income and Expense Since our IPO in 2010 and through September @04 2our other income and expense was relatively
immaterial and primarily comprised interest incoomeinvestments and gains and losses from foreigmieay fluctuations. Following our
issuance of convertible notes and warrants in Ndexrd014, the components of other income and expalss include interest expense on the
notes and losses related to the changes in faiesalf both the notes and warrants. We recordeddtes and warrants at fair value upon
issuance, which resulted in a non-recurring losssmance because their values exceeded the aasdeds from issuance. We will remeasure
the fair values of the notes and warrants at eaithid reporting date, and if those fair values geanve will record a corresponding gain (upon
decrease in fair value) or loss (upon an increagaii value). Accordingly, we expect our otherdnte and expense to fluctuate, and possibly
fluctuate by a significant amount, in future pedday the gains or losses on changes in fair vattiesuch time as the notes are either conwv:
into common stock or repaid and the warrants dneeéxercised or expire. Also, we will accrue amcbrd interest expense on the notes at th
rate of 7.54 percent per annum until they are eitbaverted or repaid. We do not expect any mdtehianges in interest income or foreign
currency gains or losses during 2015.

Critical Accounting Policies and Significant Estimdes

Our consolidated financial statements are preparadcordance with accounting principles generadigepted in the United States. The
preparation of our financial statements and reldisdosures requires us to make estimates, asgampand judgments that affect the repo
amounts of assets, liabilities, stockholders’ gquekpenses, and the presentation and discloselasd to those items. We base our estimates
and assumptions on historical experience and ¢dctors that we believe to be reasonable undecithbemstances. We evaluate our estimates
and assumptions on an ongoing basis; changes iestimrates and assumptions are reasonably likedgdor from period to period.
Additionally, actual results could differ significtly from the estimates we make. To the extentetlaee material changes in our estimates or
material differences between our estimates andcwal results, our future financial statement @néstion, financial condition, results of
operations, and cash flows will be affected.

While our significant accounting policies are désed in more detail in Note 3 to our consolidateicial statements included elsewhere ir
this Annual Report on Form 10-K, we believe thédieing accounting policies involve a greater degrEpidgment and complexity than our
other accounting policies and, therefore, are thetraritical to understanding and evaluating oursodidated financial condition and results of
operations.

Research and Development CostsWe expense research and development costs assidc@ur preclinical and clinical study costs are
incurred on a contract basis and generally spariapfrom a few months to longer than a year. ¥ord costs incurred under these contract
as the work occurs and make payments accordingrmactual terms. Until a contract is completed,esgmate the amount of work performed
and accrue for estimated costs that have beenréttbut not paid. As actual costs become knownadjest our accruals. We expect our
clinical expense accruals to increase as we comtiminitiate and enroll patients in clinical tsaWe expect to make estimates of work
performed throughout the term of these trials, exaklihich is expected to be five years or longes.tlhese costs increase, if our estimates are
inaccurate, possible material changes to our atscoaald be required, which could materially affeat results of operations within any fiscal
period. To date, there have been no material clsaingeur research and development expense estinmatksling our estimates for accrued
clinical costs.

Stock-Based Compensatian We have granted stock options to employees ansluttants for the purchase of common stock. Thpsercs
generally have a ten-year life during which thei@mptholder can exercise at any time, they genexadt over a four-year service period and
their exercise price equals the fair market valueun common stock on the date they are grantegeSour IPO in 2010, for purposes of
reward, recruitment, and retention, we have graapgbns to purchase common stock to our employaesbers of our board of directors, .
outside consultants and have awarded a relativedll sumber of shares of restricted stock to ouplegyees.

For options granted to employees, we determinatheunt of compensation expense by estimating thedhie of each option on its date of
grant and then we amortize that fair value onaigitit-line basis over the employee’s service pem@therally four years, and record the
expense as either research and development orayj@mer administrative based on the employee’s wlasification. We estimate the fair
value by using the Black-Scholes option pricing elpd/hich requires use of assumptions. The assomptised represent our best estimates,
but these estimates involve inherent uncertainfiesthe model inputs, we use the market valub®linderlying common stock, a risk-free
interest rate that corresponds to the vesting daridhe option, an expected life of the optiongiag from 5.5 to 6.25 years, and an estimate o
volatility based on the market trading prices aihgarative peer companies. Additionally, we redigeamount of recorded compensation
expense to allow for potential forfeitures of thations; the forfeiture rate is based on our adhigtbrical forfeitures and has ranged from
approximately 2.3 percent to 3.4 percent.
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For options granted to consultants, we estimatdainealue at each vesting and reporting daterandrd compensation expense in our
consolidated statement of operations based orathedlue during the service period of the consijtevhich is generally a four-year vesting
period. We estimate the fair value by using thecBi&choles option pricing model with the same apphato inputs and assumptions as we us
to estimate the fair value of options granted t@leryees. For the model inputs, we use the markaewvaf the underlying common stock, a
risk-free interest rate that corresponds to théagife, an expected option life equal to the rérrg life of the option, and an estimate of
volatility based on the market trading prices aihparative peer companies.

We expect to increase the levels of option grantsrastricted stock awards starting in 2015 asxparmd our workforce and prepare for
commercialization. Accordingly, we expect our stiidsed compensation to increase in the future siadrasult of our use of estimates, if
factors change and we use different assumptioesartiount of our stock-based compensation expendé kbe materially different in the
future.

Notes Payable We analyze notes payable as of their issue datetermine their classification, issue discoumtsremiums, and embedded
or derivative features, if any. If embedded or dmlive features exist, such as a right to convetésiinto common stock, we evaluate the
features in accordance with accounting guidanceéoivative securities, determine whether suchufeatwould give rise to separate
accounting, and, if they do, make an election tmaant for the notes at cost or at fair value. ABetember 31, 2014, we had elected to act
for our convertible notes payable at fair valuejolitdoes not require separate accounting for divirdeatures. On the issue date, we record
the difference, if any, between the issue pricthefnotes and their fair value as a gain or logkérconsolidated statement of operations. Until
such time as the notes are converted into comnumk str repaid, we accrue interest on the notelseastated interest rate. We additionally
remeasure the fair value of the notes at each tiagatate and record a gain (upon decrease ivédire) or loss (upon an increase in fair value
for any change in fair value. Fair value is detewmli using a binomial valuation model, which recgittee use of subjective assumptions,
including unobservable inputs that are supportelitthy or no market activity. The assumptions esgEmt our best estimates, but involve cel
inherent uncertainties. Inputs to the model incltidemarket value of the underlying stock, a lif@a& to the contractual life of the notes,
incremental borrowing rates that correspond to detht similar credit worthiness, estimated vol#&ilbased on the historical prices of our
trading securities, and we make assumptions agrtahilities to test and commercialize our prodsj¢t{o obtain future financings when and if
needed, and to comply with the terms and conditadriee notes. Since the determination of fair gakicomplex and involves the use of
subjective assumptions, if our assumptions, estimatr modeling approaches change and we useatiffassumptions or methods, our fair
values could be materially different in the future.

Common Stock Warrants We record the fair value of the warrants we hasaed for the purchase of common stock as ailigBihce the'
call for issuance of registered shares upon ex@raisondition that we may not be able to accommeoatad which would then result in a net
settlement of the warrants. Until the time the wats are exercised or expire, the fair value issses] at each reporting date utilizing a
binomial valuation model with the same approacimpouts and assumptions as we use to estimateitheafae of our notes payable. Any
change in fair value is recorded as a gain (up@nedese in fair value) or loss (upon an increagaiinvalue) in the consolidated statement of
operations. Since the determination of fair valtithe warrants is complex and involves the useubfective assumptions, if our assumptions,
estimates, or modeling approaches change and waiftesent assumptions or methods, our fair valktmsd be materially different in the
future.

Results of Operations

During 2013 and the first quarter of 2014, our agieg activities focused on testing, preparing, antblling patients with a predecessor
version scaffold. In March 2014 we announcedfamtomscaffold as our sole focus for development andnigstnd concurrently reduced
headcount by approximately 45 percent and redutteat overhead costs to a lesser extent. In addibidhe development and testingFafnton
in 2014, we began the initial human clinical tadlFantomin December of 2014.

Also during 2014, we negotiated and completed anfiing to provide the ongoing capital for our ofierss. This financing was completed
November 2014 with the issuance of 250 senior ureelcconvertible notes payable, each with a fabeevaf $100,000, and warrants
purchase 8,750,000 shares of our common stock edéved cash proceeds of $25.0 million from thesiotve recorded the notes and warran
liability at their fair values, recognizing losdeath at issue date and at December 31, 2014 rdlatbeése fair values.
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Comparison of the Years Ended December 31, 2013 204

Year Ended December 31 Change
2013 2014 $ %
(dollars in thousands)
Research and development expe $ 19,21 $ 14,31¢ $ (4,899 (25)%
General and administrative expel $ 8,731 $ 7,645 $ (1,086 (12)%
Interest expens $ — $ 98¢ $ 98¢ 10(%
Loss on issuance of convertible notes payable and
warrants $ — 8 15,627 $ 15,62: 10(%
Loss on change in fair values of convertible no
payable and warrant liabilit $ — $ 1254: $ 12,54 100%
Interest and other incon $ 21 % 81 $ 60 >10(%

Research and development expense decreased $8@9dr,25 percent, for the year ended Decembe2@ll4 compared to the year ended
December 31, 2013. This decrease was primarilgatref our change in product development andrigdticus ta~antomin late March 2014,
the related reduction in headcount on March 2642@#hd the completion of patient enroliment in @d@cessor scaffold clinical study in
January 2014. Direct materials, including purchassttieters and polymer lasing costs, decrease@&0J0 and preclinical and consulting
costs decreased $1,446,000 because of the typtngng of Fantomdevelopment work in 2014 compared to the predecessdfold testing
and scale-up work performed in 2013. Personnekcostluding benefits, bonuses, and stock-basegeasation, decreased $1,227,000
primarily due to the approximate 46 percent deaéafheadcount during March 2014; these reductigere offset by $237,000 in severance
benefits and payroll taxes recorded as a resulteoheadcount reduction. Clinical costs decreageé $00 between years due to the timing of
patient enrollments in our clinical trials; 111 ipats were enrolled during 2013 compared to 5 ptdig 2014. We paid a one-time licensing
fee of $100,000 for certain polymer technology @12 for which we had no corresponding expense i#20ffsetting these decreases,
depreciation increased $143,000 in 2014 primauig tb the addition of lab space, production equigiirend a back-up generator in 2013. The
remainder of the change in research and developexpeinses between years resulted from individurigaterial changes in lab supplies,
quality control, and facilities expenses.

General and administrative expense decreased $Q@86r 12 percent, for the year ended Decembe2@Bll4 compared to the year ended
December 31, 2013. A combination of items contebub this decrease. Personnel costs, includingfltgnbonuses, and stock-based
compensation expense, decreased $872,000 prirdaelyo a decrease of $707,000 in stock compensapion final vesting of stock option
grants made in 2010 for which there were not cpoading grants in 2014. Other personnel costs deere$165,000 due to an approximatt
percent decrease in headcount during March 20&4etheductions were offset by $178,000 in severhanefits and payroll taxes recorded as
a result of the headcount reduction. Travel andreihment costs decreased $334,000 in 2014 conhpa013 as a result of the headcount
reduction combined with reduced clinical traveldaling completion of patient enroliments in the ggeessor scaffold clinical study. The
remainder of the change in general and adminigsg@&xpenses between periods was due to individinallyaterial changes in investor relati
costs, office supplies, depreciation, insuran@ndhise taxes, and other overhead expenses.

Our other non-operating expenses during 2014 pilyramose from the issuance on November 14, 20lebofertible notes payable
(“Notes”) and warrants to purchase common stoderést expense of $986,000 related to the Notesamgrised $248,000 in interest
accruing on the notes during the period from tkaasce date through December 31, 2014 and $73B1@@3ts to complete the financing. The
$15,627,000 loss on issuance of convertible ncagalge and warrants was a non-recurring charged¢katted because the fair value of the
Notes and warrants on the issuance date exceededsh proceeds received. We additionally recoad&t,542,000 loss on the change in
value of the Notes and warrants for the period fiddovember 14, 2014 through December 31, 2014.

Interest income was $8,000 and other income wa®$®@Jor the year ended December 31, 2014, eaathich are considered immaterial.
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Comparison of the Years Ended December 31, 2012 203

Year Ended December 31 Change
2012 2013 $ %
(dollars in thousands)

Research and development expe $ 15,82: $ 19,21 $ 3,39( 21%
General and administrative expel $ 8,04: $ 8,731 $ 68¢ 9%
Interest and other expense, $ 89 $ 21 $ (68) (76)%

Research and development expense increased $3890r@1 percent, for the year ended Decembe2@®l3 compared to the year ended
December 31, 2012. The increase was due to seaetafs. Personnel costs, including benefits, besuand stock-based compensation,
increased $934,000 primarily due to an approxirhdtpercent increase in headcount for engineeripgradions, and quality assurance
employees, combined with increases of $228,008tfmk-based compensation and $65,000 for bonu$iegcal costs increased $1,453,000 as
we enrolled 111 patients in oReZolveZlinical trial during the year ended December 3112and monitored patients in our prior clinical
study. Material costs, including polymer, lasingdaatheter delivery systems, increased $684,00@atside engineering costs increased
$606,000 as we produced supplies for clinical émmht, refined our manufacturing processes andpegent in advance of commercialization,
and performed feasibility work on our next genenatcaffold. Depreciation increased $205,000 dubd@ddition of lab equipment and
significant leasehold improvements completed in2@uring 2013, we also paid a one-time licensig d¢f $100,000 for technology in our
product pipeline. Offsetting these increases, preell study costs decreased $620,000 due torthiadiof such work; numerous studies
undertaken to test and validate teZolve2levice in 2012 were not repeated in 2013. The nedesiof the change in research and
development expenses between years resulted faisidnoally immaterial changes in lab supplies, dgyalontrol, facilities, and outside
research expenses.

General and administrative expense increased $888¢0 nine percent, for the year ended Decembe2@®1I3 compared to the year ended
December 31, 2012. A combination of items contehlub this increase. Personnel costs, includingfitsnbonuses, and stock-based
compensation expense, increased $450,000 printhréyto an increase of $365,000 in stock compems&tion ongoing option grants and
restricted stock awards and $57,000 in year-endidgemto officers under our bonus program. We iecLi$268,000 in compensation to our
European-based sales and marketing consultantlid 20lowing his engagement in May 2013. Our aaditl tax fees increased $155,000 in
2013 primarily as a result of a non-recurring taalgsis related to our tax losses. Travel costeessed $101,000 primarily due to our clinical
activities. Offsetting these increases, legal flExgeased $156,000 in 2013 primarily due to théngrof intellectual property filings and office
actions. The remainder of the change in generabdnunistrative expenses between periods was dinelitadually immaterial changes in
investor relations costs, office supplies, deprémiainsurance, franchise taxes, and other overe@penses.

Interest income was $30,000 for the year ended mbee31, 2013, a decrease of $62,000 from theemded December 31, 2012, as a re
of lower cash and investment balances. Other exgsensre immaterial both years.

Liquidity and Capital Resources
Sources of Liquidity

We are in the clinical testing phase of productaliepment, but have not commercialized or genenateeinue from the sale of any products
and have incurred losses since our inception ie 1998. We do not anticipate having a product alséélfor sale unless, and until, we
successfully receive CE Marking or other regulatmpproval for, and begin selling, or licensing, @fi@ur products, which we do not
anticipate will occur until late 2016 at the eastieWe anticipate that we will continue to incubstantial net losses and cash outflows through
at least 2016 as we continue our development vwoarkguct and complete preclinical and clinical gjaxpand our corporate infrastructure,
prepare for the potential commercial launch of pnaducts.

Our development efforts have been funded with &tsaof capital received from angel investors, weatcapitalists, strategic partners,
hedge funds, the proceeds from our IPO in 2010 tlamdssuance of convertible notes in November 28ikce our inception, we have recei
approximately $153.9 million in equity proceeds &33.5 million from issuance of notes payable ($28illion of the notes payable were
converted to common stock upon our IPO in 2010)ofABecember 31, 2014, we had approximately $26l&min cash and investments
available for operations. We have incurred subgthlaisses since our inception; as of DecembeB814, we had accumulated a deficit of
approximately $252.5 million.
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The financing that we negotiated and completedameshber 2014 is intended to provide the ongoingtakjor our operations, including
the Fantomclinical trial and application for CE Mark. Thisfincing was completed with the issuance of 25M@semisecured convertible not
payable, each with a face value of $100,000, andamts to purchase 8,750,000 shares of our comiock.3/Ne received gross cash proceeds
of $25.0 million from the notes and have the pagd receive up to an additional $22.8 milliorshgroceeds when, and if, the warrants are
exercised. Both the notes and the warrants haeeyiar lives.

We expect our losses to continue for the next seyears as we continue our development work,adirstudies, and preparations for
commercialization. In order to successfully trainsito profitable operations, we will need to aclei@ level of revenues and product margit
support the Company’s cost structure. Until sugtetas we generate positive cash flow, we plan mbirmee to fund our operating and capital
needs by utilizing our current cash and investmantsby raising additional capital through equitydebt financings or strategic or other
transactions, if the warrants issued in Novemb@d#d24re not exercised, or not exercised on a timedfrthat coincides with our cash needs. We
currently have no set plans for raising additicreglital.

Cash Flows

Below is a summary of our cash flows from operatisgvities, investing activities, and financingisities for the periods indicated.

Year Ended December 31
2012 2013 2014
(in thousands)

Net cash used for operating activit $ (18,66) $ (21,949 $ (17,930
Net cash provided by (used for) investing actisi $ (1,94¢) $ 2,268 $ (49)
Net cash provided by financing activiti $ 32z % 31 $ 24,55¢
Net increase (decrease) in cash and cash equis $ (20,289 $ (19.64) $ 6,58¢

Net Cash Flow from Operating Activitie

Net cash used for operating activities during 2pdieharily reflects the net loss of $23,776,000seffby noreash expenses of $3,497,000
stock-based compensation, $860,000 from changssarating assets and liabilities, $677,000 of dgptn and amortization, and $81,000 of
other non-cash expense.

Net cash used for operating activities during 2pfharily reflects the net loss of $27,922,000seffby noncash expenses of $4,090,000
stock-based compensation, $978,000 from changesarating assets and liabilities, $892,000 of deption and amortization, and $19,000 of
other non-cash expense.

Net cash used for operating activities during 2pfirharily reflects the loss from operations of $83,000 and the changes in operating
assets and liabilities of $610,000. These item®wéiset by non-cash expenses of $3,516,000 fokdtased compensation, $1,027,000 of
depreciation and amortization, interest and otheome of $81,000, and $19,000 of other non-caskresg The loss from issuance of
convertible notes payable and warrants and thegehemfair value of convertible notes payable ardrant liability that were recorded during
2014 were non-cash items that had no effect on ftasts.

Net Cash Flow from Investing Activitie
Net cash used for investing activities during 2@titharily consisted of the purchase of property aqdipment.

Net cash was provided by investing activities dy2013, which consisted of $3,731,000 in net maasriof investments offset by $1,466,!
in purchases of property and equipment.

Net cash used for investing activities during 208@4sisted of property and equipment and equipmeamthases of $541,000, offset by
$497,000 in net maturities of investments.
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Net Cash Flow from Financing Activitie:

Net cash provided by financing activities in 20h2l 2013 consists of proceeds from the issuancerahwn stock upon exercise of
employee stock options.

Net cash provided by financing activities in 20bhsisted of $247,000 in proceeds from the issuahcemmon stock upon exercise of
employee stock options and $25,000,000 in proc&edsthe issuance of convertible notes payableebfby payment of $688,000 in issuance
costs.

Operating Capital and Capital Expenditure Requiremts

To date, we have not commercialized any productsddé/not anticipate generating any revenue untedsiatil we successfully obtain CE
Mark or other regulatory approval to sell, or liserfor sale, our scaffolds or one of our other pobghossibilities. We anticipate that we will
continue to incur substantial net losses and ca#ftows for the next several years as we continuedevelopment work, conduct and comp
preclinical and clinical trials, apply for regulaycapproval to sell our products, expand our caapeimfrastructure, prepare to commercially
manufacture and sell our products, and collect &@sh sales of our product(s).

We had cash and investments totaling $26.8 mitisof December 31, 2014; we believe that theseiress will be sufficient to meet our
anticipated cash requirements during the next yaat beyond. Additionally, the terms of the warsathiat we issued in November 2014, whict
have a five-year life, call for the warrants toebercised in cash, if they are exercised at all.is&'eed a total of 8,750,000 warrants; their
exercise price is set at $2.17275 per share wrtfi ime as we complete enrollment of the CE Méirkaal trial of ourFantomscaffold; the
exercise price increases to $2.6073 per share epopletion of enroliment, which we expect couldwcin mid-2015. If the warrants are
exercised, we have the potential to receive u2&8million cash proceeds.

If the warrants are not exercised, or if they areaxercised in time to accommodate our cash fleeds, and if our available cash resources
are insufficient to satisfy our liquidity requiremts before we are able to maintain our operatioo® four cash inflows, or if we develop
additional products or pursue new uses for ouryets] we may need to raise additional capital. singh needed additional capital may not be
available on reasonable terms, if at all. Additibnave may be limited under the terms of the catibaée notes as to the type, quantity, timing,
or other aspects of a financing, unless the notielislagree. Any financing, even one to which thelmalders agree, may result in additional
dilution to our current securityholders, could haights senior to those of our common stock, andéaid contain provisions that would rest
our operations. If we are unable to raise additicapital, if needed, we may be compelled to seftain assets, including intellectual property
assets. Even if we are able to commercialize ootlywts and raise additional capital if and wherdedewe may never become profitable, or if
we do attain profitable operations, we may notlie & sustain profitability and cash flows on ewging basis.

Because of the numerous risks and uncertaintiexiassd with the development of medical deviceshsas our bioresorbable scaffolds, we
are unable to estimate the exact amounts of, angimf, capital outlays and operating expendituresessary to complete development,
continue ongoing preclinical studies, conduct hurlarical trials, successfully deliver a commergabduct to market, and collect on our trade
receivables. Our future funding requirements wélpednd on many factors, including, but not limited t

» the time and effort it will take to successfullyngplete development and testing of our products;

» the scope, enrollment rate, and costs of our huthiaical trials;

« the time and effort it will take to identify, dewgl, and scale-up manufacturing processes;

» the cost of establishing clinical and commercigd®ies of our products;

» the scope of research and development for any rodther product opportunities;

» the cost of filing and prosecuting patentable tedbgies and defending and enforcing our patentathdr intellectual property rights;

» the terms and timing of any collaborative, licegsiar other arrangements that we may establish;

» the requirements, cost, and timing of regulatomrapals;

» the cost and timing of establishing sales, marketamd distribution capabilities; and,

» the effect of competing technological and marketettgpoments.
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Future capital requirements will also depend oretktent to which we acquire or invest in businesgexducts, and technologies; we
currently have no commitments or agreements regjdtirany of these types of transactions.

Contractual Obligations, Commitments, and Contingegies

The following table summarizes our outstanding m@ttal obligations as of December 31, 2014:

Payments Due by Perioc

Less than
1 Year 1-3 Years 3-5 Years Total
(in thousands)
Operating lease obligatiol $ 644 $ 1,401 $ 6C $ 2,10t
Purchase obligatior 90 18 — 10¢
Total contractual obligatior $ 734 $ 1,41¢  $ 6C $ 2,21%

Off-Balance Sheet Arrangements
We do not have any off-balance sheet arrangements.

Recent Accounting Pronouncements
None

ltem 7A. Quantitative and Qualitative Disclosures @éout Market Risk
Not applicable.

Item 8. Financial Statements and Supplementary Data

Our consolidated financial statements, and accogipgmotes, and the Reports of Grant Thornton Lh& Brnst & Young LLP, our
Independent Registered Public Accounting Firmsjraskided in this Annual Report on Form 10-K on @aé-1 through F-21.

Item 9. Changes in and Disagreements with Accountémon Accounting and Financial Disclosure

Not applicable.
Item 9A. Controls and Procedures
Management’s Report on Internal Control Over Finandal Reporting

Management is responsible for establishing and taiaiimg adequate internal control over financigaring. Internal control over financial
reporting is defined in Rule 13a-15(f) or 15d-1%(fider the Securities Exchange Act of 1934 as egsdesigned by, or under the supervisio
of, the Company’s principal executive and princifia@ncial officers and effected by the Companydsutdl of directors, management and other
personnel, to provide reasonable assurance regattaireliability of financial reporting and thegpiaration of financial statements for external

purposes in accordance with generally accepteduatiog principles and includes those policies aratedures that:

* pertain to the maintenance of records that, inaraisle detail, accurately and fairly reflect trensactions and dispositions of the
Company’s assets;

53




Table of Contents

* provide reasonable assurance that transactiome@aled as necessary to permit the preparatiinasfcial statements in accordance
with generally accepted accounting principles, #ad the receipts and expenditures of the Compesp@ing made only in accordance
with authorizations of management and directorthefCompany; and,

e provide reasonable assurance regarding preventitmely detection of unauthorized acquisition, usedisposition of the Company’s
assets that could have a material effect on ttanfial statements.

Because of its inherent limitations, internal cohtiver financial reporting may not prevent or detaisstatements. Projections of any
evaluation of effectiveness to future periods agject to the risk that controls may become inadegibecause of changes in conditions, or
the degree of compliance with the policies or pdoces may deteriorate.

Our management, including our Chief Executive @ifiand Chief Financial Officer, assessed the effesess of our internal control over
financial reporting as of the end of the fiscalyeavered by this Annual Report on Form 10-K. Irking this assessment, our management
used the criteria set forth in Internal Controlelgitated Framework issued by the Committee of Sporgs®rganizations of the Treadway
Commission (2013 Framework), or “COSO.” Based @irthssessment, management has concluded thdtDasember 31, 2014, our
Company’s internal control over financial reportisgffective based on the COSO criteria.

Evaluation of Disclosure Controls and Procedures

Our management, including our Chief Executive @ffiand Chief Financial Officer, have evaluatedefiectiveness of our “disclosure
controls and procedures” (as defined in Rules 13a)land 15d-15(e) under the Securities Exchang®t934) as of the end of the period
covered by this Annual Report on Form 10-K. Basedheir evaluation, they have concluded that oscldsure controls and procedures are
effective as of the end of the period covered gy ribport.

Changes in Internal Control Over Financial Reporting

There was no change in our internal control ovearfcial reporting (as defined in Rules 13a-15(f) afd-15(f) under the Securities
Exchange Act of 1934) that occurred during the tpirperiod ended December 31, 2014 that has raliyeaffected, or is reasonably likely
materially affect, our internal control over fingaareporting.

Item 9B. Other Information

None.

PART III
Item 10. Directors, Executive Officers, and Corporge Governance

The information required by this item related ta divectors is incorporated by reference to ourildéfe Proxy Statement for our 2015

Annual Meeting of Stockholders, to be filed witlet8ecurities and Exchange Commission within 12@ déyoecember 31, 2014 (the “2015

Proxy Statement”), under the heading “Election o€btors.”

Information concerning our executive officers it fegth under “Executive Officers” in Item 1 of Rarof this Annual Report on Form 10-K
and is incorporated herein by reference.

Code of Business Conduct and Ethics
We have adopted a Code of Business Conduct andsHtiat applies to all of our officers, directonsl@mployees. We have posted a cog.
our Code of Business Conduct and Ethics, and intepdst amendments to this code, or any waiveits oéquirements, in the Corporate

Governance section on our websitevatw.revamedical.com
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Australian Disclosure Requirements

Because we are listed on the ASX, we are requoe@diply with various disclosure requirements a®sein the ASX Listing Rules. The
following information is provided to comply witheéhASX Listing Rules and is not intended to fulBIEC information required by Part 11l of
this Annual Report on Form 10-K.
Substantial Holders at March 15, 201

The number of our equity securities held by ourstaifitial securityholders (i.e., those securityhddesho together with their affiliates, have

an interest in at least five percent of our votegurities), assuming the conversion of commorkstetd by those securityholders into CHESS
Depositary Interests, or “CDIs” (ten CDlIs are eglént to one share of common stock) as of Marcl2@%5 are as follows:

Number of % of Total Total Holdings
Common Common Number of % of Total Equivalent % of Total
Shares Shares CDIs CDIs Number of Securities

Security Holder Held Qutstanding Held Qutstanding CDIs Held Qutstanding
Brookside Capital and affiliate — — 29,650,22 15.8¢%  29,650,22 8.8%
Cerberus and affiliate — — 28,844,26 15.2%  28,844,26 8.€%
Citicorp Nominees Pty Limite — — 21,558,41 11.5%  21,558,41 6.4%
Domain Partners and affiliat 3,691,18! 24.9% — — 36,911,88 11.(%
Elliott Associates, L.F 3,227,03. 21.71% — — 32,270,31 9.6%
Group Outcome Investors/Robert B.

Stockmar 1,694,901 11.4% 870,50( 0.t% 17,819,56 5.2%
HSBC Custody Nominees (Austral

Limited — — 15,800,48 8.4%  15,800,48 4.7%
Kenneth Rainin Trust and affiliat — — 13,470,69 7.2%  13,470,69 4.C%
Medtronic, Inc. 379,65: 2.6% 22,558,28 12.(%  26,354,79 7.%
Gordon E. Nye 823,53: 5.5% 96,00( 0.1% 8,331,31! 2.5%
Saints Capital Everest, L. 3,223,51. 21.71% — — 32,235,13 9.€%
Total securities held b> 5% holders 13,039,82 87.&% 132,848,85 70.9% 263,247,05 78.4%
Total securities held by all other

holders 1,813,66! 12.2%  54,414,04 29.1%  72,550,72 21.6%

Distribution of Security Holdersas of March 15, 2015

As of March 15, 2015, we had a total of 33,579,3@8res of common stock issued and outstandingit@paf which were held as CDlIs
(ten CDls are equivalent to one share of commork}td he following table presents the number ofreb@f common stock (including
restricted stock) and CDIs held, as well as thelmmof shares underlying outstanding stock optamswarrants to purchase common stock,
convertible notes, and restricted stock units.

Common Stock Options Warrants Convertible Notes Restricted Stock
(includes Restricted Stock CDlIs (unlisted) (unlisted) (unlisted) Units (unlisted)
# of # of # of # of # of # of # of # of # of # of # of # of
Holders Shares Holders CDlIs Holders Shares Holders Shares Holders Shares Holders Shares
1-1,000 11 4,61¢ 95 40,50¢ 2 2,00 — — — — — —
1,001~ 5,000 10 37,00( 192 623,26! 3 7,00( — — — — — —
5,001- 10,000 4 28,96: 13¢€ 1,188,70 — — — — — — — —
10,001~ 100,00C 16 584,16¢ 35¢ 12,793,16 1€ 632,00( — — — — 8 278,00(
100,001 and ove 14 14,198,74 69 172,617,25 13 3,904,92! 2 8,750,001 2 11,506,15 4 546,20(
Total holders and

securities 55 14,853,48 854 187,262,90 34 4,545,92! 2 8,750,001 2 11,506,15 12 824,20(

The number of shareholders holding less than aetalnle parcel of CDIs (being a parcel of securitiesless than A$500) as of March 15,
2015 was 76.
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Top 20 CDI Holders as of March 15, 2015

Following are the top 20 holders of our CDIs adfafrch 15, 2015 (does not include holdings in comrstmick):

Number of % of CDIs
CDlIs Held Qutstanding

1. Citicorp Nominees Pty Limite 50,402,67 26.%
2. Brookside Capital Partners Fund 27,832,04 14.%
3. Merrill Lynch (Australia) Nominees Pty Limite 25,558,33 13.7%
4. HSBC Custody Nominees (Australia) Limit— GSCO ECA 15,800,48 8.4%
5. Robert B Stockman + Jennifer Rainin <Kenneth Rafkdmin A/C> 11,016,15 5.9%
6. Mr Timothy J Barbericl 4,600,933 2.5%
7. JP Morgan Nominees Australia Limit: 4,547,341 2.4%
8. Frederic H. Moll 3,345,611 1.8%
9. Trienos Group LLC 3,000,001 1.€%
10. UBS Nominees Pty Lt 2,618,18: 1.4%
11. Mr. Jon Benjamin Pla 2,000,001 1.1%
12. Moore Family Nominee Pty Ltd <Moore Family A/( 1,500,001 0.8%
13. Warman Investments Pty L 1,451,77. 0.8%
14. Asia Union Investments Pty L 1,350,001 0.7%
15. Viking Management Services Pty Ltd <VHK SuperaniarafFund A/C> 1,159,12 0.€%
16. Mrs Danielle Susan Borg: 1,006,001 0.5%
17. Lightstorm Pty Ltd <Hotspice A/C 962,00( 0.5%
18. Mr. Antony Richard Kerr + Mr. Peter Michael ClerlAR Kerr Family A/C> 900,00 0.5%
19. Little Blue Porsche Pty Ltd <G C Steele Super FARQ> 650,00( 0.2%
20. Mr. Robert Thomas + Mrs. Kyrenia Thomas <Rob Tho®ager Fund A/C: 650,00( 0.2%

Total CDIs held by top 20 CDI holde 160,350,63 85.6%

Total CDIs held by all other CDI holde 26,912,26 14.2%

Total CDIs outstandin 187,262,90 10C%

The table below provides a list of the top 20 hddef our securities as of March 15, 2015, takimg account securities held in the form of
both common stock and CDlIs and prepared on thergs#n that all CDIs are held as common stock. Reldut separate legal entities are no
aggregated for the purposes of the table below.

Shares of CDls Held Total Number % of
Common (common stock of Securities Outstanding

Security Holder Stock Held equivalent) Held Capital
1. Domain Partners V, L.F 3,606,00: — 3,606,00: 10.7%
2. Elliott Associates, L.F 3,227,03 — 3,227,03. 9.6%
3. Saints Capital Everest, L. 3,223,51. — 3,223,511 9.€%
4. Brookside Capital Partners Fund, — 2,783,20: 2,783,20 8.2%
5. Medtronic, Inc. 379,65: 2,255,82i 2,635,47 7.8%
6. Citicorp Nominees Pty Limite — 2,477,58 2,477,58 7.4%
7. HSBC Custody Nominees (Australia) Limited —

GSCO ECA — 1,580,04: 1,580,04: 4.7%
8. Group Outcome Investors I, LL 1,341,17! — 1,341,17! 4.C%
9. Robert B Stockman+Jennifer Rainin <Kenneth

Rainin Admin A/C> — 1,101,61! 1,101,61! 3.2%
10. Cerberus Series Four Holdings, LI — 1,046,48! 1,046,48 3.1%
11. Cerberus International, Li — 995,55! 995,55! 3.C%
12. Gordon E. Nye 823,53: 9,60( 833,13: 2.5%
13. Cerberus Partners, L. — 520,64: 520,64: 1.6%
14. Timothy J. Barbericl — 460,09: 460,09: 1.4%
15. JP Morgan Nominees Australia Limit: — 454,73« 454,73« 1.2%
16. C. Raymond Larkin Ji 351,74¢ — 351,74¢ 1.C%
17. Frederic H. Moll — 334,56: 334,56: 1.C%
18. Merrill Lynch (Australia) Nominees Pty Limite — 300,00t 300,00t 0.€%
19. Trienos Group LLC — 300,00( 300,00( 0.€%
20. UBS Nominees Pty Lt — 261,81t 261,81t 0.8%

Total securities held by top 20 holders (stated as
common stock 12,952,65 14,881,77. 27,834,42 82.¢%
Total securities held by all other holders (staed



common stock 1,900,83! 3,844,511 5,745,35; 17.1%
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Unlisted Options, Unlisted Warrants, Unlisted Contible Notes, and Unlisted Restricted Stock Units

As of March 15, 2015, we had 4,545,925 optionsuieipase shares of common stock on issue undeOtt®2quity Incentive Plan and the
2001 Stock Option/Stock Issuance Plan. These aptiom held by 34 individuals, with no single perbofding 20 percent or more.

As of March 15, 2015, we had 8,750,000 warranfsutchase shares of common stock on issue. Thesantaare held equally by two
entities, Goldman Sachs International and Senfigaster Fund.

As of March 15, 2015, we had issued 250 convertibles, each with a face value of $100,000, antd efwhich is convertible into
46,024.623 shares of common stock. The convenibles are held equally by two entities, GoldmarhSditernational and Senrigan Master
Fund.

As of March 15, 2015, we had issued 824,200 résttistock units; each restricted stock unit ertittee holder to one share of common s
upon vesting. These restricted stock units are gl individuals, with no single person holdir@@fercent or more.

Restricted Stocl

As of March 15, 2015, we had 72,125 shares ofioéstt stock on issue under our 2010 Equity Inceniilan, held by three individuals.
Voting Rights

Our amended and restated certificate of incorpamadind by-laws provide that each stockholder hasvote for every share of common
stock entitled to vote and held by such stockhotatea record date. In addition, although holdensesfricted stock are subject to restrictions o
transfer until vesting, holders of restricted stbelkve the same voting rights as holders of shdresmomon stock.

If holders of CDIs wish to attend our general negdij they will be able to do so. Under the ASXibigtRules, REVA Medical, Inc., as an
issuer of CDlIs, must allow CDI holders to attengl areeting of the holders of the underlying secesitinless relevant U.S. law at the time of

the meeting prevents CDI holders from attending¢hmeetings. In order to vote at such meetings,l@kiers have the following options:

e instructing CHESS Depositary Nominee or “CDN,” e tegal owner, to vote the shares of REVA Medicahmon stock underlying
their CDls in a particular manner. The instructiorm must be completed and returned to our shaistrg prior to the meeting;

« informing REVA Medical that they wish to nominateemselves or another person to be appointed as £piaky for the purposes of
attending and voting at the general meeting; and,

e converting their CDIs into a holding of shares &\R\ Medical common stock and voting these at theting (however, if thereafter ti
former CDI holder wishes to sell their investmentASX, it would be necessary to convert sharesofroon stock back to CDIs). This
must be done prior to the record date for the mgeti

Because holders of CDIs do not appear on REVA Mddishare register as the legal holders of thensomstock, they will not be entitled
to vote at our stockholder meetings unless ona@fbove steps is undertaken.

Proxy forms and details of these alternatives bélincluded in each notice of meeting sent to Gidiérs by REVA Medical.

Holders of options and warrants to purchase stomhyertible notes, and restricted stock units ateentitled to vote.
Required Statement

REVA Medical makes the following disclosures:

« There is no current on-market buy-back of the Camgjzasecurities.

* REVA Medical, Inc. is incorporated in the stateDeflaware in the United States of America.
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 REVA Medical, Inc. is not subject to Chapters 6, 68, or 6C of the Corporations Act dealing witle ticquisitions of shares (including
substantial shareholdings and takeovers).

e Under the Delaware General Corporation Law, sharegenerally freely transferable subject to rettms imposed by U.S. federal or
state securities laws, by our certificate of inaogtion or by-laws, or by an agreement signed hithholders of the shares at issue. Our
amended and restated certificate of incorporatiahley-laws do not impose any specific restrictiondransfer. Delaware General
Corporation Law prohibits a publicly held Delaw&erporation from engaging in a “business combimdtigith an “interested
shareholderfor a period of three years following the time ffexson became an interested shareholder, unlebsisireess combination
acquisition of shares that resulted in a sharehslthecoming an interested shareholder is appravadrescribed manner. A “business
combination” can include a merger, asset or shaleg er other transaction resulting in a finanbiahefit to an interested shareholder.
Generally, an interested shareholder is a persam telgether with its affiliates and associates, ®or within three years prior to the
determination of interested shareholder statuswdia) 15 percent or more of a corporation’s votihgres. The existence of this provision
would be expected to have an anti-takeover efféitt espect to transactions not approved in advagabe Board, including
discouraging attempts that might result in a premaver the market price for the shares of commocoksheld by shareholders.

* The securities of REVA Medical, Inc. are not quotedany other exchange.
General Information
The name of the Company Secretary is Katrina Thomps

The address of our registered office in Australia/o Buchan Pty Ltd, Suite 4, Level 14, 6 O’'CohB#¢ieet, Sydney NSW 2000, telephone
+61 2 9237 2800.

The address of our office in the United Statesgchvlis our principal administrative office, is REWedical, Inc., 5751 Copley Dr., San
Diego, California 92111, telephone +1 (858) 966400

Registers of CDI securities are held at Computeeshevestor Services Pty Limited, Level 3, 60 Gagton Street, Sydney NSW 2000,
Australia, Investor Enquiries 1300 855 080. Regsstd common stock securities are held at CompludeesTrust Company, N.A., 250 Royall
Street, Canton, MA 02021, USA, Investor Inquiri88() 962-4284.

Quotation has been granted for CDIs (and the uyidershares of common stock) on the ASX Limited.
Australian Corporate Governance Statement

Our Board of Directors (the “Board”) is committedgromoting and strengthening good corporate g@rera practices and a culture of gooc
corporate governance and ethical conduct througiheuCompany. The Board has evaluated the Companyf®rate governance policies and
practices in light of the ASX Corporate Governa@oeincil's Corporate Governance Principles and Rewendations 2¢  Edition (“ASX
Recommendations”) in force for the Company’s firiahgear ended December 31, 2014 and is pleaseatirm that the Compang’corporat
governance framework is generally consistent withASX Recommendations, other than as set forthwbdtollowing is a summary of the
approach adopted and used by the Company duringetdreended December 31, 2014, using the same minglsequence as contained in the
ASX Recommendations.

Principle 1— Lay solid foundations for management and oversigh

Recommendation 1— Establish the functions reserved to the boardthnde delegated to senior executives and disthase functions
The Board’s responsibilities are defined by the @any’s Corporate Governance Guidelines, a copyhitiwis available in the Corporate

Governance section on the Company’s websitevat.revamedical.comand there is a clear delineation between the®saesponsibility for

the Company’s strategy and activities and the dagaly management of operations conferred upon gmep@ny’s senior executives.
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Recommendation 1— Disclose the process for evaluating the perforreant senior executives

In accordance with its charter, the Compensatiomi@iitee reviews and approves corporate and pergantdrmance goals and objectives
relevant to the compensation of all executive effig evaluates the performance of each executfi@oin light of those goals and objectives,
and sets each executive officer's compensatiotydireg but not limited to salary, bonus, incento@mpensation, and equity awards based on
such an evaluation. In addition, the CompensatiomRittee is responsible for regularly reviewing @empany’s compensation, recruitment,
retention, and termination policies for senior exaes.

In setting the compensation for our executive effi; our Board places significant emphasis onébhemmendation of our Chief Executive
Officer (other than with respect to determining &wen compensation), considering our overall perfamoe during the prior fiscal year, the
executive’s individual contributions during theqrfiscal year, the individual’'s annual performamneeiews based on achievement of annual
goals, and relevant market data, including benckimgito equivalent positions in peer group compsnWith respect to new hires, our Board
considers an executive’'s background and histociealpensation in lieu of prior year performance. theryear ended December 31, 2014, our
Board evaluated the performance of senior exectitivaccordance with the process set for such atiatuand disclosed to the relevant
executive. We retain an independent compensatinsuttant to assist us with our benchmarking pradesgher information regarding
executive compensation for the year ended DeceBhe2014, as required by Item 11 of this Annual ®epn Form 10-K, is incorporated by
reference to the applicable information in our Digfve Proxy Statement for our 2015 Annual Meetirigtockholders, to be filed pursuant to
Registration 14A with the Securities and Exchangen@ission (the “SEC”) and the ASX within 120 dayecember 31, 2014 (the “2015
Proxy Statement”). Such information is incorporatedein by reference.

Recommendation 1— Provide the information required to be discloseder Principle 1
Reporting Requireme!

The Company fully complied with ASX Recommendatidnk through 1.3 during the year ended Decembe2@®14.
Principle 2— Structure the board to add value
Recommendation 2— A majority of the board should be independereaors

During the fiscal year ended December 31, 2014Cmpany’s Board comprised six director seatsttierperiod from July 23, 2014
through December 31 2014, one vacancy existedren@ompany had five directors during that periaat. ASX purposes, during the period
January 1, 2014 through July 22, 2014, the direatomprised four independent nerecutive directors, one executive director (béhegChie
Executive Officer & Chairman) and one non-indepengdeon-executive director. On July 23, 2014, ohthe non-executive directors, James

Schiro, resigned from the Board for personal hemd#sons.

The Board held nine meetings during the year efitimember 31, 2014. Three Board members attendethalineetings, two members
attended eight meetings, and the member who rasigmduly 23, 2014 attended three meetings pribigeesignation.

The composition of the Board as of December 314201 length of tenure of each member was as fellow

Committees

Nominating

and Corp.
Director Director Position Year Appointed Independent Audit Compensation Governance
Robert B. Stockma Chairman & CEC 1999 No — — —
Brian H. Dovey* Non-Executive 2001 * X X —
Anne Keatinc Non-Executive 2010 Yes X — Chair
Gordon E. Nye Non-Executive 1999 Yes — Chair X
Robert Thoma Non-Executive 2010 Yes Chair X —

* Independent Director under the rules of NASDAG @he SEC, but not considered independent unéeA8X
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Effective January 28, 2015, Dr. Ross Breckenridgs appointed to the Board to fill the vacant sadtlitionally, on March 25, 2015, the
Board expanded the number of director seats toansewe appointed Scott Huennekens as a Board member.

The Company considers that a director to be inddganwhen that director is free from any interest any business or other relationship
that could, or could reasonably be perceived taer@ly interfere with the director’s decisiondating to the Company or with the director’s
ability to act in the best interests of the Compaitye Company also assesses the independencealokittors regarding the requirements for
independence set out under ASX Recommendation 2.2.

In January 2015, the Board approved a one-time gagment to Gordon Nye in the amount of $87,500caspensation for consulting
services provided to the Company during the pefiodust 2014 through January 2015. Although the amsption Mr. Nye received was in
excess of his director fees for 2014, the Boarddme believe the compensation was material in anoucreated a material relationship with
the Company, and as such, the Board continueditvbdhat Mr. Nye qualifies as an independentaloe

At the Company'’s expense, the Board collectiveltherdirectors acting as individuals are entitedeek advice from independent external
advisors in relation to any matter that is consgdarecessary to fulfill their relevant duties aesponsibilities. Individual directors seeking s
advice must obtain approval of the Chairman (whiay not be unreasonably withheld). Any advice smiolked will be made available to all
Board members.

Recommendation 2— The chair should be an independent director
Recommendation 2— The roles of chair and chief executive officandt not be exercised by the same individual

While the Company has complied with ASX Recommeioda.1, it is not compliant with ASX Recommendas®.2 and 2.3. While the
majority of the Board is comprised of independdrgators for ASX purposes, the Chairman is notratependent director and he also serve
the Company’s Chief Executive Officer, contraryA8X Recommendations.

The Board believes that Mr. Stockman is not ablextrt undue influence on the decision-making psa# the governance functions of the
Board, despite Mr. Stockman’s not being independearaddition, while the Chairman and Chief ExeeaitOfficer roles have not been
separated, the Company has also appointed Dr. 3asiPresident and Chief Operating Officer wigpamnsibility for the Company’s day-to-
day operations and Ms. Thompson as Chief Fina@ffader and Corporate Secretary with responsibfiitythe Company’s day-to-day
financial and corporate administrative functions. Schultz and Ms. Thompson attend board meetiggsJitation but not as Directors. The
Board believes that this creates a collaborativeagament style approach between the Chairman andgement with appropriate checks anc
balances.

Recommendation 2— The board should establish a nomination committee

The Board has established a Nominating and Comp@aternance Committee to oversee the selectiomgpointment practices of the
Company. The members of the Committee are AnneilkgeéChair) and Gordon Nye. All members of the Cadttew are non-executives and
are considered independent directors for both AGKSEC purposes. The Committee held one formahantkerous informal meetings during
the year ended December 31, 2014, all of which bembers attended. A copy of the Nominating angp@aite Governance Committee
Charter is available in the Corporate Governancé@eon the Company’s websitevavw.revamedical.com

Recommendation 2— Disclose the process for evaluating the perforreanf the board, its committees, and individua¢diors

The Company’s Corporate Governance Guidelines geofor annual assessments of the performance &dhed and each committee of the
Board, to be provided to the Nominating and Corfgo@overnance Committee. The performance assessinehide evaluations of numerous
items, including each Board and committee membedspendence and skills levels, process and effsatiss in addressing Company, Board,
and committee matters, interactions with managemedtoutside service providers, meeting attendarggovernance items, including
annual charter reviews. The assessments are tonygleted by individual Board members, aggregatethbyNominating and Corporate
Governance Committee, and evaluated and discugstn Board and the individual committees of the8lo Such Board and committee
assessments were not performed and evaluatedefgetir ended December 31, 2014, but are plannge ¢ompleted as soon as reasonably
practicable in 2015.
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The Company’s Corporate Governance Guidelines dlealbfor evaluation of each individual directdihe size of the Board and each
committee is relatively small, Board and committeeetings are held frequently throughout the yead,the process to assess the Board and
each committee considers the involvement and éffsugss of the individual directors. These factdiew for continuous self-assessment, as
well as Board level assessments and feedbackdfdiual performance and contribution.

Recommendation 2— Provide the information required to be discloseder Principle 2

The Company believes that the backgrounds andfipadilibns of its directors, considered as a grapuld provide a significant mix of
experience, knowledge, and abilities that allowBlard to fulfill its responsibilities. As set fbrtn the Company’s Corporate Governance
Guidelines, these criteria generally include, amotigr things, an individual's business experiesmug skills (including skills in core areas
such as operations, management, technology, adoguartd finance, strategic planning, and intermationarkets), as well as independence,
judgment, knowledge of REV's business and industry, professional reputateadership, integrity, and the ability to represtet best
interests of the Company’s shareholders.

The skills, experience, expertise, diversity, inelggence, and related information for each of orgatibrs holding office as of March 30,
2015 are set forth below:

Ross Breckenridge, MD, MRCP, PhPage 45, was appointed as a director in Janudry.20r. Breckenridge is a senior clinical lectuaed
Programme Director for the Masters Programme ini€i and Experimental Medicine at University Cgkeondon, a Fellow of the Royal
College of Physicians (London), and a Consultarysiefan at University College London Hospital. ésearch focuses on the heargspons
to low levels of oxygen, with an overall aim to diéy novel therapeutic targets for cardiac dise&@se Breckenridge provides consultation
services to investors in the biotech and healthsactor. He is a board member of Senrigan Cafitapower India, and the Cornelia de Lange
Society of Great Britain. He obtained his medicaggte from Oxford University, followed by his PhibDevelopmental Biology at the
University of Cambridge. He then completed hisnirag in Clinical Pharmacology at University Collegendon. Dr. Breckenridge is qualified
to sit on our Board due to his extensive medicakeound, particularly as it relates to researchastliac disease, his experience serving on
multiple other boards of directors, and his genbkuainess proficiency.

Brian H. Dovey, age 73, has served as a director since June 30t 1988, Mr. Dovey has been a partner of DorAaBociates, LLC, a
private venture capital management firm focusetifersciences, where he has led innovative investmand has established and directed ney
initiatives such as the collaboration between Danaaid Rusnano. Since joining Domain, he has sevadtle board of directors of over 35
private and public companies and has been Chaiohfive. He currently sits on the board of thredimicompanies: REVA, Otonomy, and
Orexigen Therapeutics. Prior to joining Domain, Mavey spent six years at Rorer Group, Inc. (now ggSanofi-Aventis), a pharmaceutical
and medical device company listed on the NYSE. rdsigdent of Rorer from 1986 to 1988, he was thmary architect of the company’s
strategic shift to pharmaceuticals. Previous to, thewas President of Survival Technology, Inataat-up medical products company. He alst
held management positions with Howmedica, Inc., hi@vCorporation, and New York Telephone Company.Divey has served as both
President and Chairman of the National Venture @@hpissociation. He is former Chair and currentyv&s on the Board of Trustees of the
Wistar Institute, a non-profit preclinical biomedicesearch company. Mr. Dovey serves on the bofaddrectors and is also Chairman at the
Center for Venture Education (Kauffman Fellows Pang) and on the La Jolla Playhouse Board of Trgstde was also a former board
member of the industry association representingrtédical device industry, as well as the associatpresenting consumer pharmaceuticals.
His is a trustee emeritus of Germantown Academyisiadormer trustee of the University of PennsgigaSchool of Nursing and the Burnham
Institute for Medical Research. Mr. Dovey receivisiB.A. in mathematics from Colgate University drisl MBA from the Harvard Business
School. We believe Mr. Dovey is qualified to sitamr Board due to his strong financial expertise gxperience in corporate governance and
risk management, his service as a director on 8vqrivate and public companies, his broad exeewikperience with medical device
companies, and his extensive experience at a heskhventure capital firm.

Scott Huennekens age 50, was appointed as a director on MarcR@B5. From April 2002 to February 2015, Mr. Huergrek was
President and Chief Executive Officer of Volcana@wation, a manufacturer of intravascular imagiggipment for coronary and peripheral
applications. He previously was President and Chiefcutive Officer of Digirad Corporation, a diagtio imaging solutions provider, and also
held senior positions at Baxter International, indhe Edwards Cardiovascular Division and the &bmr division. Mr. Huennekens currently
serves on the boards of EndoChoice, Sonendo, Scfigmslational Science Institute, and the Medimlice Manufacturers Association
(“MDMA"). He received his B.S. in Business Adminiation from the University of Southern Californiadaan MBA from Harvard Business
School. We believe Mr. Huennekens is qualifiedit@s our Board due to his vast experience in etteeypositions with medical equipment
manufacturers, his broad business background, isrekperience serving on multiple other boardsiwefators.
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Anne Keating, age 61, has served as a director since Octoli€xr. B0s. Keating is currently a director of a numbBASX-listed companies
in a range of different industries, including Gliynics, Inc., a U.S.-based medical device compamy Goodman Group Limited, a global
property development and management company. Metirgis also a Director for the Garvan Institutéviedical Research and an Inaugural
Governor for the Cerebral Palsy Foundation. Fro®31® 2001, Ms. Keating held the position of Gehbtanager, Australia for United
Airlines. She was also a Delegate to the Austréliarerican Leadership Dialogue for 14 years. Ms.tikeppreviously served on the board of
ClearviewWealth Ltd., a fully diversified life ineance and wealth management company listed on 8¢ fom December 2010 until
December 2012, was an inaugural board member d&fitier Chang Cardiac Research Institute for temrgend also previously served on the
board of NRMA/Insurance/IAG Ltd. for nine years.eStas also held former directorships with SpenteresStation Redevelopment Holdings
Limited, Easy FM China Pty Ltd, Radio 2CH Pty L&ahd Workcover Authority of New South Wales. We &edi Ms. Keating is qualified to ¢
on our Board due to her extensive business, maragersnd governance experience, including heripasion a number of boards of ASX-
listed companies. Ms. Keating also brings Australizedical research and cardiac experience fronydeas of service with the Garvan Instit
of Medical Research and the Victor Chang CardiageRech Institute.

Gordon E. Nye age 60, has served as a director since 199% Elatiently Chief Executive Officer of R2 Dermatgyo a development stage
medical device company. He served as Chief Exee@ifficer of ZELTIQ Aesthetics, Inc., a medical dm/company, from September 200!
April 2012. From August 2003 to July 2009, Mr. Nserved as general partner of Prism Venture Partaemsnture capital firm, where he we
member of the life sciences investment team. Roithat time, he served as our Chief Executived@fffrom 2001 to 2003 and President and
Chief Executive Officer of two former Johnson & dsbn divisions (“A” Company Orthodontics, Inc. a@dtikon Company, LLC) after they
were acquired in management buyouts. He has aldahariety of marketing, sales, and general mameant roles for L.A. Gear, Inc., Olin
Ski Company, Inc., Reebok, Ltd., and The Gilletm®any. Mr. Nye received his MBA from the Amos Tu&hool of Business at Dartmouth
College where he also received his undergraduageedeWe believe Mr. Nye’'s qualifications to sitaur Board include his knowledge of the
medical device business, his broad operating expegi as a senior executive of R2 Dermatology, ZELAésthetics, Inc. and two former
Johnson & Johnson divisions, his extensive consumaketing background, and his other board service.

Robert B. Stockman age 61, our co-founder, has served as Chairmtired@oard since 1999 and Chief Executive Officece
August 2010. He is a director of HeartWare LimitéglartWare International, Inc., an ASX and NASDAS&dd medical device company, since
December 2006. Mr. Stockman also serves as a oanmber for MuseAmi, Inc., a privately held advanoagsic software company that he co
founded. He previously served on the board of ZEL Nesthetics, Inc., a medical technology compastgd on NASDAQ, from July 2010
until April 2012. Since 1999, Mr. Stockman has bdenPresident and Chief Executive Officer of Gr@ucome LLC, a U.S.-based merchant
banking firm that deploys its capital and thatteffinancial partners in private equity and venteapital investments in medical technology
companies. Mr. Stockman also co-founded Centririred, an internet-based software company, thataggsired by the Global Healthcare
Exchange, LLC, and led the buyouts of loptex, draocular lens manufacturer, and two Johnson & Johivestitures, “A” Company
Orthodontics, Inc. and Critikon Company, LLC, eathwhich was subsequently acquired. Prior to eihinlg Group Outcome LLC,
Mr. Stockman spent 18 years with Johnston Assagifite. and Narragansett Capital Corporation, wheréocused on venture capital
investments and merger advisory work in health.ddre Stockman holds a Bachelor's Degree from Hatv@ollege and an MBA from The
Tuck School at Dartmouth College, where he serveduxk’s Board of Overseers. We believe Mr. Stocknsaqualified to sit on our Board
due to his extensive experience as an entreprehigimg the growth of five medical products compesihis experience as an executive of
medical device companies, and his experience agegutive in the investment banking industry. MoncRmans qualifications also include t
strong financial background, including his worklgan his career at Price Waterhouse and his ghiitprovide financial expertise to the
Board.
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Robert Thomas age 69, has served as a director since July 2040as also been a director and non-executiver@haiof the Board of
HeartWare Limited/HeartWare International, Incl).&. medical device company listed on ASX and NASDAince November 2004. He is
currently a director of a number of Australian palsompanies, including Virgin Australia Limitedjdron Limited, and Starpharma Limited.
Between October 2004 and September 2008, Mr. Thevaasa consultant to Citigroup Corporate and Imaest Bank. Between March 2003
and September 2004, he was Chairman of Global Catgrand Investment Bank, Citigroup Global Markéusstralia and New Zealand. Prior
to that time, Mr. Thomas was Chief Executive OffioéCitigroup’s Corporate and Investment Bank ifierly known as Salomon Smith
Barney), Australia and New Zealand from Octoberal@6til February 2003. Mr. Thomas is Chairman ofAio Limited, a director of
O’Connell Street Associates and Grahger Capitalif#es. He also is a member of the advisory badidteq Limited. Mr. Thomas holds a
Bachelor of Economics from Monash University, Aastr. He is a member of the Stockbrokers AssogiadioAustralia and is a Master
Stockbroker. Mr. Thomas is also a Fellow of theaitial Services Institute of Australia and the Aal&in Institute of Company Directors. He
is on the board of the NSW State Library Foundatind serves on NSW State Library’s Audit and Riskntittee. We believe Mr. Thomas is
qualified to sit on our Board due to his extensimestment banking experience, including his leskligrof finance and strategic transactions,
his involvement with medical device companies, hisdexperience in governance and risk managemeossea wide range of industries.

Mr. Thomas also brings capital market and econoexpertise to the Board from his years of servica aecurities analyst and experience as
director of ASX-listed companies.

Reporting Requiremel
Except as discussed above, the Company fully cemplith ASX Recommendations 2.1 to 2.6 during tbaryended December 31, 2014.
Principle 3— Promote ethical and responsible decision-making

Recommendation 3— Establish a code of conduct and disclose the codesommary of the code as to (a) the practicegssary to mainta
confidence in the company’s integrity, (b) the pies necessary to take into account their legdigaltions and the reasonable expectations o
their stakeholders, and (c) the responsibility @edountability of individuals for reporting and iestigating reports of unethical practices

The Company has adopted a Code of Business CoadddEthics, an Insider Trading Policy, and a Rdl&arty Transaction Policy. A copy
of each policy is available in the Corporate Goaege section on the Company’s websitenatv.revamedical.com

Recommendation 3— Establish a policy concerning diversity and disel the policy or a summary of that policy. Thegyahould include
requirements for the board to establish measurabljectives for achieving gender diversity for tloaid to assess annually both the objective
and progress in achieving them

The Company has adopted a Diversity Policy, whiaiuides measurable objectives for achieving gedidersity and provisions for the
Board to annually assess both the objectives am@tmpany’s progress in achieving them. A copyhefDiversity Policy is available in the
Corporate Governance section on the Company’s weeasiww.revamedical.com

Recommendation 3— Disclose in each annual report the measurableatbjes for achieving gender diversity set by thar8 in accordance
with the diversity policy and progress towards a&efig them

The Board continued to evaluate the gender diyeo$ithe Company’s employees, its senior managenagwitits Board during 2014 and
determined that the gender diversity continue@atls generally consistent with the prior year enithe with expectations. The Board
endorsed the Company’s objective for diversityeimain at the same relative proportions, if not aiglf females in each category measured.
The base level expectations for females are a nimirh5 percent of board members, 30 percent of semomagement, and 40 percent of
employees.

Recommendation 3— Disclose in each annual report the proportiomaimen employees in the whole organization, womeernior
executive positions and women on the board

As of December 31, 2014, a total of 39 percenhef@Gompanys employees was female, 33 percent of its senioagement was female, ¢
20 percent of its Board members was female.
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Recommendation 3— Provide the information required to be disclos@der Principle 3
Reporting Requiremel
The Company fully complied with ASX Recommendati@nk through 3.5 for the year ended December 31420
Principle 4— Safeguard integrity in financial reporting
Recommendation 4— The board should establish an audit committee
The Board has established an Audit Committee toseesthe management of the Company’s financialraedhal risks and reporting.

Recommendation 4— The audit committee should be structured soitl{aj consists only of non-executive directorg,dbnsists of a
majority of independent directors, (c) is chairgddn independent chair, who is not chair of therdpand (d) has at least three members

Members of the Audit Committee are Robert Thomdsa(€), Brian Dovey, and Anne Keating who are alh+executive directors. Robert
Thomas and Anne Keating are both considered indigrdrdirectors for ASX purposes; however, Brian &pis not considered to be
independent for ASX purposes but is considerecetmiependent under SEC rules. The Committee beldmeetings during 2014; two of the
Committee members attended all four meetings aedbthe Committee members attended one of theimgset

All three members of the Audit Committee are coesgd to be financially literate and familiar withdncial and accounting matters and
qualified to adequately understand the financia arcounting matters that relate to the CompanignBDovey is considered to be a financial
professional with appropriate financial and accmgexpertise.

Recommendation 4— The audit committee should have a formal charter

The Audit Committee has adopted and is governea foymal charter, a copy of which is availablehia Corporate Governance section on
the Company’s website atww.revamedical.comThe Audit Committee regularly reports to the Rbabout committee activities, issues, and
related recommendations.

Recommendation 4— Provide the information required to be discloseder Principle 4

In its Audit Committee charter, the Company hasldsed its procedures for the selection and appant of the independent auditor and
provides for the rotation of independent audit eyggaent partners.

Reporting Requiremel

Except as disclosed above, the Company fully caedpliith ASX Recommendations 4.1 through 4.4 dutiegyear ended December 31,
2014.

Principle 5— Make timely and balanced disclosure

Recommendation 5— Establish written policies designed to ensurem@nce with ASX Listing Rule disclosure requiretseand to ensure
accountability at a senior executive level for thampliance and disclose those policies or a surgrofthose policies

The Company is committed to providing timely antbaed disclosure to the market in accordance itgtbontinuous disclosure
obligations. In accordance with its commitmentuldyf comply with these obligations and to ensurecamtability at a senior management leve
for that compliance, the Company has adopted aianis Disclosure Policy, together with other inedBrmechanisms and reporting
requirements. A copy of the Company’s Continuouscldisure Policy is available in the Corporate Goaace section on its website at
www.revamedical.comin addition, a copy of all the Company’s ASX aanoements, financial reports, and related pubfizrination are also
available on the Company’s website.

64




Table of Contents
Recommendation 5— Provide the information required to be disclos@der Principle 5
Reporting Requiremel
The Company fully complied with ASX Recommendatiénk and 5.2 during the year ended December 34.201
Principle 6— Respect the rights of shareholders

Recommendation 6— Design a communications policy for promotingaff®e communication with shareholders and encourggheir
participation at general meetings and disclosettpelicy or a summary of that polic

The Company has adopted a Shareholder Communid@gilicy that supports effective two-way communicatwith its shareholders. The
Shareholder Communication Policy is included in@wmpany’s Corporate Governance Guidelines, a edpgh is available in the Corporate
Governance section on the Company’s websitevat.revamedical.comThe Company seeks to utilize numerous modesrafroanication,
including electronic communication, to ensure ftatommunication with Shareholders is frequergagland accessible. Additionally, the
Company announces briefing calls in advance of sadlk, provides relevant information on its websénd maintains internal records of
matters discussed with shareholders.

All shareholders are invited to attend the Compsaiayinual meeting either in person or by proxy. Bbard regards the annual meeting as a
excellent forum in which to discuss issues relevanhe Company and accordingly encourages futigpation by shareholders. Shareholders
have an opportunity to submit questions to the B@aud auditors. The meeting may also be audiocarabr webcast to provide access to tt
shareholders who are unable to attend the annnatglemeeting in person.

Recommendation 6— Provide the information required to be discloseder Principle 6
Reporting Requiremel
The Company has fully complied with ASX Recommeiatet 6.1 and 6.2 during the year ended Decembe2(BU.
Principle 7— Recognize and manage risk
Recommendation 7—Establish policies for the oversight and managenoématerial business risks and disclose a sumroatijose policie

The Company has adopted a Risk Management Polidyséts forth the process to identify, assesspanthge risk in the Company’s
business operations. A copy of the Risk ManagerRelity is available in the Corporate Governancé¢iee®n the Company’s website at
www.revamedical.com

Recommendation 7— The board should require management to desigrirapttment the risk management and internal corgystem to
manage the company’s material business risk andrtép it on whether those risks are being manag#ekctively. The board should disclose
that management has reported to it as to the éffmwess of the company’s management of its mataugihess risks

The Board’s role in risk oversight includes rece@/reports from members of management on a rebakis regarding material risks faced
by the Company and applicable mitigation strategies activities, at least on a quarterly basis. rEperts cover the critical areas of operati
research and development, regulatory and qualiyraf intellectual property, clinical developmerdasd legal and financial affairs, as well as
management’s assessment of risks facing the CompéeyBoard and its committees consider these tgpdiscuss matters with management
and identify and evaluate any potential strategioperational risks and appropriate activity toradd those risks, thereby ensuring the
effectiveness of REVA’'s management in identifyingtarial business risks.

During the year ended December 31, 2014, the Beanelved and considered reports from manageme@ftr Board meeting held, with
such reports addressing the Company’s activitiegerial risks, and mitigation strategies.

Recommendation 7— The board should disclose whether it has receassdirance from the chief executive officer (orvajant) and the
chief financial officer (or equivalent) that thedligration provided in accordance with section 29%Ahe Corporations Act is founded on a
sound system of risk management and internal cbatrd that the system is operating effectivelylimeterial respects in relation to financial
reporting risks
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As the Company prepares and files its financiakst@nts under United States accounting practiceé$aavs, management is required to
provide representations to the Board on a widegarigssues, including the effectiveness of the Gamy’s disclosure controls and procedures
as well as the design or operation of internal mdmver financial reporting. However, as the Compas incorporated in the United States and
is not bound by the financial reporting provisiamler the Australian Corporations Act 2001 (Ctto) declaration is required under section
295A of the Corporations Act. To this end, shardbod’ attention is drawn to Item 9A of this Ann&aport on Form 10-K and the
certifications provided by the Chief Executive ©#i and the Chief Financial Officer at the endhef Form 10-K. As stated above, Iltem 9A
discloses information regarding the Company’s adstand procedures and managensavaluation of the effectiveness of our interrmaitool
over financial reporting.

Recommendation 7— Provide the information required to be disclos@der Principle 7
Reporting Requiremel

Except as disclosed above, the Company fully caedpliith ASX Recommendations 7.1 through 7.4 dutiegyear ended December 31,
2014.

Principle 8— Remunerate fairly and responsibly
Recommendation 8— The board should establish a remuneration coremitt

The Board has established a Compensation Committeiew and assess executive and director comafiens The Compensation
Committee has adopted and is governed by a forh@ater, a copy of which is available in the Corper@overnance section on the Company

website atvww.revamedical.comThe Compensation Committee regularly reportfiéoBoard about committee activities, issues, aladee
recommendations.

Recommendation 8— The remuneration committee should be structuoettiat it (a) consists of a majority of independeinéctors, (b) is
chaired by an independent chair, and (c) has astiélaree members

The members of the Compensation Committee are Gdxge (Chair), Brian Dovey, and Robert Thomas. ®@arblye and Robert Thomas
are both considered to be independent for ASX megohowever, Brian Dovey is not considered tmbdependent for ASX purposes but is
considered to be independent under the SEC rulesCbmpensation Committee, therefore, consistawdjarity of independent directors and
is also chaired by an independent director. The i@it@e held one formal and numerous informal megstishuring 2014, which all Committee
members attended.

Recommendation 8— Clearly distinguish the structure of non-exeautirectors’ remuneration from that of executiveedtors and senior
executives

In accordance with its charter, the Compensatiomi@ittee is responsible for ensuring that the stmgcbf non-executive and executive
directors’ compensation is clearly distinguishede TTompany has adopted a non-executive directopensation policy pursuant to which
non-executive directors are compensated for tleeiices to the Board. Non-executive director conspéion comprises a base salary as well &
the ability to receive annual grants of optionthatBoard’s discretion (subject to shareholdergrapal being obtained as required under the
ASX Listing Rules). The Company has adopted a s¢paxecutive compensation program that consisiasd salary, equityased incentive:
performance-based cash bonuses, severance beaefitsther customary benefits such as health insaran the same basis as provided to all
other employees. The Company’s Chairman, who & @lsrently serving as our Chief Executive Offidereligible to receive a cash bonus at
the discretion of the Board of up to 60 percerttiefsalary each year. None of the Company’s nowtdie directors will be entitled to any
retirement benefits.
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While the Compensation Committee reviews and repminpensation items to the Board for both non+&tkee directors and executive
management, including each individsagkills, knowledge, and contributions to the Compahe Committee does not provide a separate tr
of compensation by gender. The Company’s Insidadifig Policy, a copy of which is available in ther@orate Governance section on the
Company’s website atww.revamedical.comsets out the Company’s policy that prohibits Biogs, certain officers, and key management
personnel from entering into hedging transactionsliving REVA'’s securities.

Recommendation 8— Provide the information required to be discloseder Principle 8

Except as disclosed above, the Company fully caedpliith ASX Recommendations 8.1 through 8.4 dutiregyear ended December 31,
2014.

Further information regarding the Compensation Cdtter as required by Item 10 of this Annual Report~orm 10-K, will be contained in
our 2015 Proxy Statement. Such information is ipoocaited herein by reference.

Item 11. Executive Compensation

The in formation required by this item is incorpadhby reference to our 2015 Proxy Statement uthdeheadings “Non-Employee Director
Compensation” and “Executive Compensation.”

Item 12. Security Ownership of Certain Beneficial @vners and Management and Related Stockholder Matter

The In formation required by this item is incorpecby reference to our 2015 Proxy Statement utideheading “Security Ownership of
Certain Beneficial Owners and Management.”

The following table sets forth information regamglioutstanding options and shares reserved fordlissuance as of December 31, 2014
under equity compensation plans approved by ogkbktidders. We do not have any equity compensatamsghat have not been approved by
stockholders.

Number of Shares Weighted
to be Issued Average
upon Exercise Exercise Number of Shares
or Vesting Price Remaining
of Outstanding of Outstanding Available for
Plan Category Awards Options Future Issuance (1)
Equity compensation plans approved by stockhol(@r 4,315,551 $ 7.01 3,012,83!

(1) Our 2010 Equity Incentive Plan, as amended, cosiaiprovision for an automatic increase each Jgriuérof the number of
shares available for grant. The automatic increhsdl be the lessor of (i) 3% of the number of ekaf our common stock issued
and outstanding on January'l , or (ii) a numbeshafes set by our Board.

(2) Consists of grants and awards from our 2001 Stquio@/Stock Issuance Plan and our 2010 Equity IticerPlan, as amended,
including 4,243,425 outstanding options to purchasamon stock and 72,125 shares of restricted sobject to future vesting.

Item 13. Certain Relationships and Related Transa@ns, and Director Independence

The in formation required by this item is incorpadhby reference to our 2015 Proxy Statement uthdeheading “Related Party
Transactions.”

Item 14. Principal Accounting Fees and Services

The in formation required by this item is incorpedby reference to our 2015 Proxy Statement utihdeheading “Audit and Non-Audit
Fees.”
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PART IV
Item 15. Exhibits and Financial Statement Schedules
The following documents are filed as part of thisnal Report on Form 10-K:

1. Financial Statements — The following financial staents are included in this report:
Report of Independent Registered Public Accourfiingn (current and predecessor)
Consolidated Balance Sheets
Consolidated Statements of Operations and Compsehehoss
Consolidated Statements of Cash Flows
Consolidated Statements of Stockholders’ Equityfi(itg
Notes to Consolidated Financial Statements

2. List of Financial Statement Schedules — All schedwdre omitted because they are not applicableaeguired information is shown in
the financial statements or notes thereto.

Exhibits —The exhibits listed in the accompanying Index thiBits are filed or incorporated by reference as phthis Annual Report o
Form 10-K.
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&{the Securities Exchange Act of 1934, the Regyisthas duly caused this Annual Repor
on Form 10-K to be signed on its behalf by the usigeed, thereunto duly authorized.

REVA Medical, Inc.

Dated: March 30, 2015 By: /s/ Robert B. Stockma
Name: Robert B. Stockma
Title:  Chairman of the Board ar
Chief Executive Office

Pursuant to the requirements of the Securities &xgé Act of 1934, this report has been signed bélptihe following persons in the
capacities and on the dates indicated.

Signature Title Date
/s/ Robert B. Stockma Chairman of the Board and March 30, 2015
Robert B. Stockman Chief Executive Officer
(Principal Executive Officer
/s/ Katrina L. Thompso Chief Financial Officer March 30, 2015
Katrina L. Thompson (Principal Financial Officer and

Principal Accounting Officer

/sl Ross Breckenridg Director March 30, 2015
Ross Breckenridg

/s/ Brian H. Dovey Director March 30, 2015
Brian H. Dovey

/sl Scott Huenneker Director March 30, 2015
Scott Huenneker

/s/ Anne Keatin¢ Director March 30, 2015
Anne Keating

/sl Gordon E. Nyi Director March 30, 2015
Gordon E. Nye

/s/ Robert Thoma Director March 30, 2015
Robert Thoma
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

Board of Directors and Stockholders
REVA Medical, Inc.

We have audited the accompanying consolidated balsineet of REVA Medical, Inc., a Delaware corgorat(the “Company”) as of
December 31, 2014, and the related consolidatéenséats of operations and comprehensive loss,flmagh, and changes in stockholders’
equity (deficit) for the year ended December 31,20 hese financial statements are the resporgibilithe Company’s management. Our
responsibility is to express an opinion on thesarftial statements based on our audit.

We conducted our audit in accordance with the stedsdof the Public Company Accounting Oversighti8d&/nited States). Those standards
require that we plan and perform the audit to abtaasonable assurance about whether the finataieiments are free of material
misstatement. We were not engaged to perform a @fuithe Company’s internal control over finanaiaporting. Our audit included
consideration of internal control over financigbogting as a basis for designing audit procedurasdre appropriate in the circumstances, but
not for the purpose of expressing an opinion oreffectiveness of the Company’s internal contrarofinancial reporting. Accordingly, we
express no such opinion. An audit also includesnéxiag, on a test basis, evidence supporting theusms and disclosures in the financial
statements, assessing the accounting principlebarsd significant estimates made by managememtebss evaluating the overall financial
statement presentation. We believe that our auditiges a reasonable basis for our opinion.

In our opinion, the consolidated financial statetegrferred to above present fairly, in all matenégpects, the financial position of REVA
Medical, Inc. as of December 31, 2014, and theltestiits operations and its cash flows for tharyended December 31, 2014, in conformity
with accounting principles generally accepted m thited States of America.

As discussed in Note 3 to the consolidated findrst&ements, the Company adopted new accountiigigugee in 2014 related to the
elimination of certain financial reporting requirents for development stage entities.

/sl GRANT THORNTON LLF

San Diego, California
March 30, 2015
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

The Board of Directors and Stockholders of
REVA Medical, Inc.

We have audited the accompanying consolidated balsineet of REVA Medical, Inc. (a development siagapany) (the Company) as of
December 31, 2013 and the related consolidategnséatts of operations and comprehensive loss, tagh &nd stockholders’ equity (deficit)
for each of the two years in the period ended Déezril, 2013. These consolidated financial statésreme the responsibility of the
Company’s management. Our responsibility is to egpran opinion on these consolidated financiatistants based on our audits.

We conducted our audits in accordance with stasdafrthe Public Company Accounting Oversight Bo@tdited States). Those standards
require that we plan and perform the audit to abtaasonable assurance about whether the finataieiments are free of material
misstatement. An audit includes examining, on tldasis, evidence supporting the amounts and diss in the financial statements. An a
also includes assessing the accounting princiged and significant estimates made by managenenelhas evaluating the overall financial
statement presentation. We believe that our apditgide a reasonable basis for our opinion.

In our opinion, the consolidated financial statetegrferred to above present fairly, in all matenégpects, the consolidated financial position
of REVA Medical, Inc. at December 31, 2013 anddbesolidated results of its operations and its dlasts for each of the two years in the
period ended December 31, 2013, in conformity wit8. generally accepted accounting principles.

The accompanying consolidated financial statemieave been prepared assuming that the Companyamilintie as a going concern. The
Company has recurring losses and negative casls flmm operations that raise substantial doubt git®ability to continue as a going
concern. The consolidated financial statementsaddnelude any adjustments to reflect the posdiltiere effects on the recoverability and
classification of assets or the amounts and claasidn of liabilities that may result from the oatne of this uncertainty.

/sl Ernst & Young LLF

San Diego, California
March 17, 2014
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REVA Medical, Inc.
Consolidated Balance Sheets
(in thousands, except share and per share amounts)

December 31

Assets

Current Assets:
Cash and cash equivalel $
Shor-term investment
Prepaid expenses and other current a:

Total current asse

Non-Current Assets:
Property and equipment, r
Other nor-current assei

Total nor-current assel

Total Assets $

Liabilities and Stockholders’ Equity (Deficit)

Current Liabilities:
Accounts payabl $
Accrued expenses and other current liabili

Total current liabilities

Long-Term Liabilities:
Convertible notes payab
Common stock warrant liabilit
Other lon¢-term liabilities

Total lon¢-term liabilities

Total Liabilities

Commitments and contingencies (Note

Stockholders Equity (Deficit):

Common stock — $0.0001 par value; 100,000,000 sheauthorized; 33,270,053 and 33,529,778
shares issued and outstanding at December 31,8211 3014, respective

Class B common stock — $0.0001 par value; 25,0@sb@res authorized; no shares issued or
outstanding

Undesignated preferred stock — $0.0001 par val@®B000 shares authorized; no shares issued or
outstanding

Additional paic-in capital

Accumulated defici

Total Stockholders' Equity (Deficit)

Total Liabilities and Stockholders’ Equity (Deficit) $

2013 2014
19,22¢ $ 25,81
1,49: 99t
41F 40€
21,13¢ 27,21
3,58¢ 2,92(
60 60
3,64¢ 2,98(
2478 $ 30,19¢
1,40 $ 651
2,08( 2,21:
3,48( 2,86¢
— 37,78
— 15,38¢
48¢ 611
48¢ 53,78(
3,96( 56,64
3 3
222,33 226,09
(201,50 (252,54()
20,82t (26,449
24,78 $ 30,19¢

The accompanying notes are an integral part oktfirancial statements.

F-4




Table of Contents

REVA Medical, Inc.
Consolidated Statements of Operations and Comprehsive Loss
(in thousands, except share and per share amounts)

Year Ended December 31

2012 2013 2014
Operating Expense:
Research and developm:e $ 15,82: $ 19,21: $ 14,31¢
General and administratiy 8,04: 8,731 7,64
Loss from operation (23,86%) (27,949 (21,96%)
Other Income (Expense):
Interest income 92 30 8
Interest expens — — (98€)
Loss on issuance of convertible notes payable aardants — — (15,627
Loss on change in fair value of convertible notaggble and warrant liabilit — — (12,547
Other income (expens (3) (9) 73
Other income (expens 89 21 (29,079
Net Loss and Comprehensive Los $ (23,776 $ (27,927 $ (51,037
Net Loss Per Common Shart:
Net loss per share, basic and dilu $ (0.72) $ (0.8 $ (1.53)
Shares used to compute net loss per share, bakitilated 33,072,05 33,124,65 33,382,38

The accompanying notes are an integral part oktfirancial statements.
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REVA Medical, Inc.

Consolidated Statements of Cash Flows

(in thousands)

Cash Flows from Operating Activities:
Net loss

Non-cash adjustments to reconcile net loss toast ased for operating

activities:

Depreciation and amortizatic

Loss on property and equipment dispc

Stocl-based compensati

Interest on convertible notes paya

Loss on issuance of convertible notes payable aardants

Loss on change in fair value of convertible notagable and warrant liabilit

Other nor-cash expense

Changes in operating assets and liabilit
Prepaid expenses and other current a:
Accounts payabl
Accrued expenses and other current liabili
Other nor-current liabilities

Net cash used for operating activit
Cash Flows from Investing Activities:
Purchases of property and equipm
Purchases of investmer
Maturities of investment
Net cash provided by (used for) investing actigi
Cash Flows from Financing Activities:
Proceeds from issuances of common s
Proceeds from issuances of convertible notes payaid warrants, n

Net cash provided by financing activiti

Net increase (decrease) in cash and cash equis
Cash and cash equivalents at beginning of p¢

Cash and Cash Equivalents at End of Perio

Supplemental Nor-Cash Information:
Property and equipment in accounts pay:

The accompanying notes are an integral part oetfirancial statements.
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Year Ended December 31

2012 2013 2014
$ (23,770 $ (27,92 $ (51,03
677 892 1,027
1 1 —
3,497 4,09( 3,51¢
— — 08¢
— — 15,62’
— — 12,54:
80 18 19
49€ 2 9
(21¢) 54¢ (56€)
527 52t 64
60 (98) (117)
(18,66:) (21,949 (17,930
(1,949 (1,466) (541)
(1,989) (1,492) (995)
1,99. 5,22: 1,49.
(1,946) 2,26¢ (44)
327 31 247
— — 24,31
322 31 24,55¢
(20,28%) (19,647 6,58¢
59,16 38,87¢ 19,22¢
$ 38,87¢ $ 19,22¢ $ 25,81
$ 9% $ 198§ 12
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REVA Medical, Inc.
Consolidated Statements of Stockholders’ Equity (Cfeit)
(in thousands, except share and per share amounts)

Common Stock

Shares

Paid-In Capital

Total
Stockholder¢
Equity (Deficit)

Balance at December 31, 201

Net loss and comprehensive I«

Common stock issued January through
August upon exercise of stock options for cash
at $0.61 to $1.40 per she

Restricted common stock issued in July under
equity incentive plai

Stocl-based compensation expel

32,810,50 $

288,70(

33,00(

(149,81) $

64,58

(23,779

32z

Balance at December 31, 201

Net loss and comprehensive I«

Common stock issued May and November upc
exercise of stock options for cash at $0.61 p
share

Restricted common stock issued January and May
under equity incentive ple

Stocl-based compensation expel

33,132,20

50,35(

87,50(

(173,58) $

44,62¢

(27,92)
31

4,09(

Balance at December 31, 2013

Net loss and comprehensive I«

Common stock issued January through October
upon exercise of stock options for cash at $0.61
to $1.40 per shat

Stocl-based compensation expel

33,270,05

259,72!

20,82¢

(51,03)

247
3,51¢

Balance at December 31, 2014

33,529,77 $

(252,54) $

(26,449

The accompanying notes are an integral part oktfirancial statements.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

1. Description of Business

REVA Medical, Inc. ("REVA” or the “Company”) was @orporated in California in 1998 under the name MID8. In March 2002 we
changed our name to REVA Medical, Inc. In Octol@t@we reincorporated in Delaware. We establishednaoperating wholly owned
subsidiary, REVA Germany GmbH, in 2007. In thesteadhe terms “us,” “we,” or “ourfefer to REVA and our consolidated subsidiary us
context dictates otherwise.

We do not yet have a product available for sale;ppaduct(s) will become available following comjide of required clinical studies with
acceptable data and when, and if, we receive ragylapproval. We are currently developing andingsa bioresorbable stent to treat vascular
disease in humans. This stent, which we have nd&maptbm, was introduced in humans during December 2014irtéad to enroll up to 110
patients in a clinical trial witfrantom, obtain follow-up data at a six-month time poamd if this data has acceptable safety and efficacy
results, apply for a European CE Marking, the ratpul approval that would allow us to commerciakzsmtomin Europe.

In December 2010 we completed an initial publi@affg (the “IPO”) of our common stock in Austradiad registered with the U.S.
Securities and Exchange Commission (“SEC”) andsequently, became an SEC filer. Our stock is tradeke form of CHESS Depository
Interests (“CDIs") on the Australian Securities Bange (“ASX”); each share of our common stock isiegjent to ten CDIs. Our trading
symbol is “RVA.AX.”

2. Capital Resources and Basis of Presentation

Capital Resources We had cash and investments totaling $26,80%808#f December 31, 2014, which reflect the reasfi$25,000,000
cash proceeds from the issuance of convertiblesmgable and warrants to purchase common stoblowsamber 14, 2014. We believe these
resources are sufficient to meet our operatingcapital needs through at least 2015. We have esqpezd recurring losses and negative cash
flows from operating activities since our inceptenmd, as of December 31, 2014, we had an accurdulafeit of $252,546,000. Until we
generate revenue, and at a level to support otistegture, we expect to continue to incur sulithaperating losses and net cash outflows.
Even if we do attain revenue, we may never becomfgble and even if we do attain profitable opienas, we may not be able to sustain that
profitability or positive cash flows on a recurribgsis.

Basis of Presentation We have prepared the accompanying consolidatetidial statements in accordance with U.S. genyeaaliepted
accounting principles (“GAAP”) and the rules andukations of the SEC. The consolidated financialeshents include the accounts of REVA
and our wholly owned subsidiary, REVA Germany GmBH intercompany transactions and balances, if, &5@yve been eliminated in
consolidation.

Use of Estimates In order to prepare our financial statementsoimfarmity with accounting principles generally apted in the United
States, we are required to make estimates and psusithat affect the reported amounts in thenioia statements and accompanying notes
Our most significant estimates relate to the falue of our convertible notes payable, the faiugadf our warrant liability, our expense
accruals, including clinical study expenses, andsteck-based compensation expense. Actual resulisl differ from our estimates.

3. Significant Accounting Policies
Cash and Cash Equivalents All highly liquid investments with original matties of three months or less are classified ak egsiivalents
Investments Excess cash is invested in high-quality marketakkurities. Our investments are classified ageghort- or longerm base:
on their maturity dates. Investments with a maywftless than one year are classified as shami:tell others are classified as long-term. We
have categorized the investments as “held-to-ntgtuvased on our intent and ability to hold to mréttu Our investments are stated at cost;
their fair value is determined each reporting pgtlrough quoted market prices of similar instrutaen active markets. During the reporting
period there were no declines in fair value thatendeemed to be other than temporary.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

3. Significant Accounting Policieqcontinued)

Property and Equipment Property and equipment is stated at cost, lessnaglated depreciation and amortization. Depremiais
determined using the straight-line method overetstenated useful lives of the related assets, géipehree to five years. Amortization of
leasehold improvements is determined using thégstréine method over the lesser of the useful difehe asset or the term of the underlying
lease. Upon disposition or retirement of an astsetpost and related accumulated depreciation arémation are removed from the accounts
and any gain or loss is recognized in the conswdiatatement of operations.

Patents: Costs related to patent development, filing, sraintenance are expensed as incurred since thelyinggechnology associated
with these assets is purchased or incurred in atimmewith our research and development effortstaeduture realizable value cannot be
determined.

Impairment of Long-Lived Assets We review our long-lived assets for impairmenewaver events or changes in circumstances indicate
that the carrying amount of an asset may not baevezable and exceeds its undiscounted future dasis.fThe amount of impairment, if any
determined by comparing an asset’s estimated #irevto the asset’s respective carrying amountinguhe years ended December 31, 2012,
2013, and 2014 we determined there were no indiesitdf asset impairment.

Concentrations of Credit Risk Our financial instruments, which potentially sedijus to concentration of credit risk, comprisghczash
equivalents, and investments. We maintain our eashcash equivalents in bank accounts, the balarfeesich generally exceed limits that
are insured by the Federal Deposit Insurance Catjoor. Our investments are held in custody by gddinancial asset manager in the United
States. Management believes the Company is nosegpo significant credit risk due to the finangiakition of the depository institutions in
which the assets are held. Additionally, we mamtair cash and investments in accordance withronstment policy, which is designed to
maintain safety and liquidity. We have not realizey losses in our investments and believe we atrexposed to significant credit risk related
to our cash and cash equivalents.

Convertible Notes Payable Convertible notes payable are analyzed at isateetd determine balance sheet classificationeig&counts ¢
premiums, and embedded or derivative features. Bddzkor derivative features are evaluated in aegurel with accounting guidance for
derivative securities and, if the features give ts separate accounting, we make an electioncimuat for the notes at cost or at fair value. If
fair value accounting is elected, on the issue dateecord the difference between the issue pfitieeonotes and their fair value as a gain or
loss in the consolidated statement of operatioresr&vheasure the fair value at each reporting deteecord a gain (upon a decrease in fair
value) or loss (upon an increase in fair valuelti@rchange in fair value. Fair value is determinsithg a binomial valuation model with; i
nputs to the model include the market value ofuih@erlying stock, a life equal to the contractifal df the notes, incremental borrowing rates
that correspond to debt with similar credit wortgn, estimated volatility based on the historicilgs of our trading securities, and we make
assumptions as to our abilities to test and comialere our product(s), to obtain future financingisen and if needed, and to comply with the
terms and conditions of the notes. Following aryaisof their embedded and derivative featuresaptbjection of the volatility of their
effective interest rates under the cost methodeleeted to utilize fair value accounting for thenegertible notes payable we issued on
November 14, 2014. Management believes the fairevalethod of accounting provides a more approppigsentation of these liabilities th
would be provided under the cost method.

Common Stock Warrants In accordance with ASC 48Distinguishing Liabilities from Equity,"we record the fair value of warrants iss
for the purchase of common stock as a liabilitesithe warrants call for issuance of registeredeshapon exercise, a condition that we may
not be able to accommodate and which would thauntrgsa net settlement of the warrants. Until tinee the warrants are exercised or expire,
the fair value is assessed at each reporting dititeng a binomial valuation model and any chatgealue is recorded as a gain or loss
component of other income (expense) in our conatditl statement of operations. Inputs to the valoatiodel are of the same nature as those
used for our convertible notes payable.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

3. Significant Accounting Policieqcontinued)

Research and Development Research and development costs are expenseduaeth These costs include salaries, employeditene
laboratory supplies, consulting services, manufamguproducts and services, preclinical and clihamsts, technology license fees, laboratory
equipment depreciation, facility costs, and certadhrect costs.

Segment Information.  We operate in one business segment, which idatielopment and commercialization of medical dexice

Foreign Currency: The functional currency of our subsidiary REVAr@any GmbH is the euro. Balance sheet accountarofubsidiary
are translated into United States dollars usingettthange rate in effect at the balance sheetlte expenses are translated using the aw
exchange rate in effect during the period. Gairtslasses arising from translation of our subsid&afinancial statements are recorded to other
comprehensive income (loss). These gains and lossthe aggregate, were insignificant through Deloer 31, 2014.

Income Taxes We account for income taxes using the assetiahility method, under which the current income éxypense or benefit is
the amount of income tax expected to be payabtefandable in the current year. Deferred tax asseddiabilities are recorded for the
estimated future tax consequences of temporargrdifices between the financial statement carryirguats of assets and liabilities and their
respective tax bases, and for operating loss ancréalit carryforwards. Deferred tax assets arulliiees are measured using enacted tax rates
expected to apply to taxable income in the yeavtiich the temporary differences are expected teebevered or settled.

We evaluate the realizability of our deferred tagedts and establish a valuation allowance whamitare likely than not that all or a portion
of our deferred tax assets will not be realizednaking such a determination, we consider all abéad positive and negative evidence,
including future reversals of existing taxable temgwy differences, projected future taxable incotar,planning strategies, and results of re
operations. If we determine that we would be ableetilize our deferred tax assets in the futuexaess of their net recorded amount, we
would make an adjustment to the deferred tax asdeation allowance, which would reduce the praxisior income taxes.

We account for the uncertainty in income tax congmis based on tax positions taken or expected takle® in a tax return. To recognize a
benefit, a tax position must be more likely thaih tadbe sustained upon examination by taxing attther We do not recognize tax benefits tha
have a less than 50 percent likelihood of beindgasmsd. Our policy is to recognize interest andgeralties related to unrecognized tax ber
in income tax expense; no interest or tax penattregncertain tax benefits have been recorded gir@ecember 31, 2014.

We are subject to taxation in U.S. and Califormigsdictions. As of December 31, 2014, our tax gdsginning December 1, 1999 remain
subject to examination by taxing authorities. We ot currently under Internal Revenue Service $'IRstate, or local tax examination.

Stock-Based Compensatian We account for stock-based compensation by miggsand recognizing expense for all stdzksed paymen
made to employees and directors based on estirgedatidate fair values. We use the straight-lin¢éhot to allocate compensation expense tc
reporting periods over each optionee’s requisiteise period, which is generally the vesting periadd estimate the fair value of stock-based
awards to employees and directors using the Blatlolgs option valuation model. The Black-Scholeslehoequires the input of assumptions,
including volatility, the expected term, and the falue of the underlying common stock on the ddtgrant, among other inputs. We record
the option value to compensation expense baseldedimiancial statement category for which an opt@a services are rendered and cash
compensation is recorded. We adjust stock-basegeonsation expense for estimated option forfeitbeessed on our five-year historical
average of actual forfeitures.

We account for stock options issued to consultastsxpense at their fair value over the relatedceperiod, as determined in accordance
with authoritative guidance. We revalue the coresul’ stock options as they vest.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

3. Significant Accounting Policieqcontinued)

Net Loss Per Common Shate Basic net loss per common share is calculatediviging the net loss attributable to common stadékrs
by the weighted average number of common sharasamaling for the period, without considerationdommon stock equivalents. Diluted net
loss per share is computed by dividing the net &sgutable to common stockholders by the weidlateerage number of common share
equivalents outstanding for the period determingdgithe treasury-stock method and the if-convemtethod, as applicable. For purpose of
this calculation, unvested restricted stock andkstptions are considered to be common stock ebpriteaand are included in the calculatior
diluted net loss per share only when their effediiutive.

During the years ended December 31, 2012, 20132@id we excluded options to purchase common sb8k300,039, 3,901,316, and
4,355,536 weighted average shares, respectivalyeariuded 17,648, 96,347, and 91,750 weightedageeshares, respectively, of restricted
common stock from the computation of diluted nstlper share because including them would have d&éfilutive. During the year ended
December 31, 2014, we additionally excluded weiglaeerage common share equivalents attributaliteetconvertible notes payable and
warrants issued on November 14, 2014, of 1,513at®81,150,685 shares, respectively, from the coatiput of diluted net loss per share as
they would have been antidilutive.

Fair Value Measurements We measure the fair value of our financial and financial assets and liabilities at each reportate. Fair
value is defined as the exchange price at whicksaet or liability would be transferred in the pijral or most advantageous market in an
orderly transaction between market participantsfasmeasurement date. Accounting guidance prowdesstablished hierarchy to be used in
measuring fair value that maximizes the use of nladde inputs and minimizes the use of unobservialplets; observable inputs are require
be used when available. Observable inputs are g by market participants to value an asséabitity and are developed based on marke
data obtained from sources independent of us. Lamelbkle inputs are those that reflect our assumgtatout factors that market participants
would use to value an asset or liability. Fair ealneasurements are classified and disclosed infathe following three categories:

Level 1 — Quoted market prices for identical assettabilities in active markets at the measurentzte;

Level 2 — Inputs other than Level 1 that are obable, either directly or indirectly, such as quapeides for similar assets or
liabilities in active or non-active markets, or etlinputs that can be corroborated by observabl&ehdata for
substantially the full term of an asset or lialgiliand,

Level 3 — Unobservable inputs that are supportetitthyy or no market activity and that are signéfitt to the fair value of an asset or
liability, including management’s best estimatetaf factors that market participants would usericipg an asset or
liability at the measurement date.

We carry our convertible notes payable and comnmacksvarrant liability at fair value. We carry oother financial instruments at amorti
cost; these items include cash, investments, ate@ayable, and accrued expenses. The carryingramotiour cash and cash equivalents,
accounts payable, and accrued expenses are catsiddre reasonable estimates of their respedivedlues due to their short-term nature
and, therefore, fair value information is not pawral in the following table.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

3. Significant Accounting Policieqcontinued)

Fair Value Measurements (continued) Utilizing the lowest level inputs available undeetmeasurement hierarchy, the fair values of our
measured financial instruments comprise the folhgafwe had no Level 1 financial instruments):

Level 2 Level 3
(in thousands)

Fair Value at December 31, 2013:
Certificates of deposit due in one year or $ 1,48t $ —

Fair Value at December 31, 201:

Assets:
Certificates of deposit due in one year or | $ 991 $ —
Liabilities:
Convertible notes payab $ — 3 37,78(
Common stock warrant liabilit — 15,38¢

$ — % 53,16¢

Our Level 2 financial assets consist of certifisadé deposit (“CDs"}that are held to maturity and carried at cost;rtfai value is determine
each reporting period through quoted market prafesmilar instruments in active markets. Unrealitesses on these CDs as of December 3.
2013 and 2014 were $4,000 each year.

Our Level 3 financial liabilities consist of contibie notes payable (the “Notes”) and warrantstii@ purchase of common stock, all of
which were issued on November 14, 2014. The fdirasaof these liabilities as of their issuance @daie the subsequent measurement date of
December 31, 2014 were determined utilizing a bilabraluation model, which requires use of unobable inputs. The inputs are determinec
by management, with the assistance of independgetis; they represent our best estimates, butiewaertain inherent uncertainties. We L
the market value of the underlying stock, a life@&do the contractual life of the financial instrent, incremental borrowing rates and bond
yields that correspond to instruments of similadirworthiness and the instrum’s remaining life, an estimate of volatility basewl the
historical prices of our trading securities, andmade assumptions as to our abilities to test antheercialize our product(s), to obtain future
financings when and if needed, and to comply withterms and conditions of our Notes. A summanhefassumptions used to value the
Notes and warrants at each valuation date in 2044 follows

November 14, December 31
2014 2014
Market price per share of common st $ 271 % 3.35
Risk-free interest rat 2.8% 2.3(%
Expected volatility of common stoc 88.1% 87.2%
Expected life— years 5.0C 4.87
Bond yield of equivalent securitit 29.9% 28.2%

A significant change in the market price per sharpected volatility, or bond yield of equivalertsrities, in isolation, would result in
significantly higher or lower fair value measurerngetn combination, changes in these inputs coegdilt in a significantly higher or lower fair
value measurement if the input changes were tdidgpeea, or could result in a minimally higher owler fair value measurement if the input
changes were of a compensating nature.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

3. Significant Accounting Policieqcontinued)

Fair Value Measurements (continued) The fair value activity of our Level 3 financiahbilities, which were issued and arose on
November 14, 2014, is as follow

Level 3
(in thousands)

Balance at December 31, 20: $ —

Fair Value on Issuance Datt:

Convertible notes payab 29,68¢
Warrants to purchase common st 10,93¢
Balance at November 14, 20: 40,62
Change in Fair Value:
Convertible notes payab 8,091
Warrants to purchase common st 4,451
Balance at December 31, 20: $ 53,16¢

Recent Accounting Pronouncements Effective January 1, 2014, we adopted AccounBitapndards Update No. 2013-11 (*“ASU 2013-11")
Presentation of an Unrecognized Tax Benefit WhietaOperating Loss Carryforward, a Similar Tax Lossa Tax Credit Carryforwart
Exists. ASU 201311 provides explicit guidance on the financial etaént presentation of an unrecognized tax benégtwva net operating lo
carryforward, a similar tax loss, or a tax creditrgforward exists. The adoption of ASU 2013-11 nid have an effect on our financial
position, results of operations, or related finahstatement disclosures.

In April 2014, ASU 2014-08Reporting Discontinued Operations and DisclosureBisposals of Components of an Entityas issued. ASI
2014-08 raises the threshold for a disposal toifyuad a discontinued operation and requires neglosures for certain other disposals that dc
not meet the definition of a discontinued operatibinis ASU is effective for REVA beginning Janudry2015; we do not expect the
implementation to have an effect on our financ@dipon or results of operations.

In June 2014, ASU 2014-1Development Stage Entities: Elimination of Certainancial Reporting Requirementsas issued. ASU 2014-
10 removes financial reporting distinction betwéenelopment stage entities and other reportindiestiAlthough ASU 2014-10 is effective
beginning January 1, 2015, we elected early adoftiothe year ended December 31, 2014. The adopfidSU 2014-10 did not have an
effect on our financial position or results of autgans. Upon adoption, we conformed our finandialesnent presentation and disclosures and
accordingly, eliminated all references to “devel@ninstage” and discontinued presentation of “inoapio date” information.

In August 2014, ASU 2014-1Bisclosure of Uncertainties about an Entity’s Afyilto Continue as a Going Concerwas issued. ASU
2014-15 requires management to assess an entifjity £o continue as a going concern and to previelated footnote disclosure in certain
circumstances. This ASU is effective for annual amdrim periods ending after December 15, 2016.aéecurrently evaluating the provisions
of ASU 2014-15 and assessing the impact, if anyaiy have on our financial disclosures.
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REVA Medical, Inc.
Notes to Consolidated Financial Statements

4. Convertible Notes Payable and Warrants to Purciise Common Stock

On November 14, 2014, we issued 250 convertiblenpayable (the “Notes”), each with a face valuldf0,000, for total cash proceeds of
$25,000,000. The Notes are convertible into 11,886 shares of common stock, which is a conversiteaf $2.17275 per share. The Notes
are convertible at any time at the holdeigction, except the Notes will automatically comwe the case where the Company has received
Mark approval for it$~antomproduct and has sustained a market trading priéeb6f60 per CDI for 20 consecutive trading dayse Notes
mature on November 14, 2019, if not converted deeened earlier. Interest accrues on the Notegatth of 7.54 percent per annum,
compounded annually, and is payable upon redemptiomaturity; accrued interest is not payable anwertible upon conversion of the Notes.
Interest expense of $248,000 for the year ende@mber 31, 2014 was recorded in the consolidatéesent of operations. The Notes prov
the holders a one-time option for cash redemptiaienuary 2017, if not previously converted or ezded, for the face value plus accrued
interest.

On the issue date, we evaluated the embedded ciowdeature of the Notes and certain other rightsided to the noteholders and
determined that they qualified as embedded devieatihat required bifurcation from the Notes aruhsate accounting. Following this
evaluation, we made an irrevocable election to acttor the Notes at fair value. The fair valuelté Notes on the date of issue was calculate
to be $29,689,000. This fair value exceeded thtedtealue of the Notes by $4,689,000; we recortlecekcess as a loss on issuance. The fair
value of the Notes as of December 31, 2014 wasiledérl to be $37,780,000, which was $12,780,00@rti@n the unpaid principal balance
the Notes. The change in fair value of the Noteéw&en November 14, 2014 and December 31, 2014,60%$800 was recorded as a loss in
the consolidated statement of operations. As oebDdxer 31, 2014, the fair value of the 11,506,1%8eshinto which the Notes are convertible
was calculated to be $38,200,000.

In connection with issuing the Notes, we issuedrargs to the noteholders to purchase up to 8,78%s8@res of common stock at $2.17275
per share. The warrants are exercisable immediatelyexpire in November 2019. The exercise pridh®fvarrants will increase to $2.6073
per share if, and when, we achieve full enrollmerdur clinical trial ofFantomwith the required number of patients that wouldvite data fo
a CE Mark application. The fair value of the watsaon the date of issue of $10,938,000 was recaadexloss on issuance since we elected
fair value accounting for the Notes. The fair vatdi¢he warrants as of December 31, 2014 was ledito be $15,389,000; the change in fai
value of the warrant liability between November 2@14 and December 31, 2014 of $4,451,000 wasdedas a loss in the consolidated
statement of operations.

5. Balance Sheet Details

December 31
2013 2014
(in thousands)

Property and equipment

Furniture, office equipment, and softw: $ 65€ $ 64¢
Laboratory equipmer 4,89¢ 5,18
Leasehold improvemen 2,30¢ 2,361
7,851 8,19¢

Accumulated depreciation and amortizat (4,26%) (5,276
$ 3,58¢ $ 2,92(

Accrued expenses and other current liabilitie

Accrued salaries and other employee ¢ $ 1,371 $ 1,31¢
Accrued operating expens 56C 76¢
Accrued use taxes and ott 14¢ 12¢
$ 2,08 $ 2,218
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6. Income Taxes

We have reported net losses for all periods thrddgbember 31, 2014; therefore, no provision fooime taxes has been recorded. The
following table provides the reconciliation betwaaocome taxes computed at the federal statutoeyaatl our provision for income taxes:

Year Ended December 31

2012 2013 2014
(in thousands)

Federal income taxes at 3¢ $ (8,08) $ (9,499 $ (17,35
State income taxes, net of federal ber (1,369 (1,559 (1,249
Research and development cre (240) (1,42 (660)
Fair value adjustments on convertible notes payaite

common stock warrant liabilit — — 9,571
Interest on convertible notes paya — — 152
Stocl-based compensation expel 131 191 35¢
Increase in valuation allowan 59,18t 11,62: 8,71¢
Reinstatement of deferred tax assets for net dpgritss and

tax credit carryover deferred tax ass (50,31) — —
Expiration of state net operating los: 673 677 45(C
Other 8 (19) 2
Provision for income taxe $ — § — § —

Our deferred income taxes reflect the net tax &ffe€temporary differences between the carryinguam of assets and liabilities for
financial reporting purposes and the amounts usethfome tax purposes. Significant componentsuofdeferred tax assets and liabilities are

as follows:

December 31

2013 2014
(in thousands)

Deferred Tax Assets
Net operating loss carryforwar $ 61,62¢ $ 62,73¢
Research and development cre 6,271 6,891
Amortization 2 5,73
Stocl-based compensation expel 4,18 5,08t
Depreciatior 23C 36¢€
Accrued operating expens 12 64
Other 291 45¢
72,62! 81,34(
Valuation Allowance (72,629) (81,340
Net Deferred Income Taxe $ — $ —

As of December 31, 2014 we had aggregate fededaCalifornia state net operating loss carryforwastlapproximately $162,797,000 and
$128,411,000, respectively, which may be availableffset future taxable income for income tax msgs. The federal net operating loss
carryforwards begin to expire in 2019 and the ©atifa carryforwards begin to expire in 2015, wittl 869,000 expiring in 2015.
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As of December 31, 2014, we also had federal arifo@aa state research tax credit carryforwardspfroximately $5,797,000 and
$5,137,000, respectively. The federal carryforwdrelgin to expire in 2020 and the California carryfards have no expiration.

6. Income Taxegcontinued)

A total of $267,000 of the federal and Californit nperating loss relates to excess tax benefitsrgéed from stock compensation that will
be recorded as an increase to additional paidpitataf, and when, realized.

Under Internal Revenue Code (“IRC") Sections 38@ 383, annual use of our net operating loss arehreh tax credit carryforwards to
offset taxable income may be limited based on catiud changes in ownership. An analysis of the ichpéthis provision from December 1,
1999 through December 31, 2014 has been performe:d was determined that, although ownership charad occurred, the carryovers
should be available for utilization by the Compdmfore they expire, provided we generate sufficietire taxable income. Based on the
results of this analysis in 2012, we reinstateddéierred tax assets arising from the net operadisgjand tax credit carryforwards, with a
corresponding increase to the valuation allowancéhie year ended December 31, 2012. Future owipethanges could result in further
limitations and may impact the realizability of #edloss and credit carryforwards in future periods.

As of December 31, 2014, we had deferred tax as$&81,340,000 primarily comprising net operatiogs and research tax credit
carryforwards. We have established a valuatiomaltfece against our deferred tax assets due to tetamty surrounding the Company’s
ability to generate future taxable income to reattzose assets. The change in the valuation alloavéom the years ended December 31, 2013
and 2014 was $11,622,000 and $8,717,000, resphctive

We recognize a tax benefit from an uncertain tasitimm when it is more likely than not that the pios will be sustained upon examination,
including resolutions of any related appeals agdiion processes, based on the technical marmitenie tax positions must meet a more-likely-
thannot recognition at the effective date to be recogthi As of December 31, 2014, the unrecognizethéaefits recorded were approxima
$2,734,000. We do not anticipate a significant geain the unrecognized tax benefits within the dgxmonths.

A reconciliation of the beginning and ending amoofngross unrecognized tax benefits for 2013 arfidi2@xcluding interest and penalties
as follows:

December 31
2013 2014
(in thousands)

Balance at Beginning of Yea $ 1,95/ $ 2,49(
Additions (reductions) for prior year tax positic 167 (15)
Additions for current year tax positio 36¢ 25¢

Balance at End of Yea $ 2,49C $ 2,73¢

Due to our valuation allowance position, none @f timrecognized tax benefits, if recognized, wilpant the Company’s effective tax rate.
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7. Stock-Based Compensation

Our 2010 Equity Incentive Award Plan was a followto our 2001 Stock Option/Stock Issuance Planthaedwo plans are collectively
referred to as the “Plan.” The Plan provides fatrieted stock awards as well as for grants ofnitige and non-qualified stock options to
purchase our common stock at a price per shard exjtree closing market price of our stock on tlaedof option grant. All stock issuances
under the plan are made with new shares. The nuailsrares reserved under the Plan may be increasedhlly by up to three percent of the
outstanding stock of the Company. On January 14 2éx additional 998,101 shares were added, regutftia total of 7,256,260 shares
reserved under the Plan as of December 31, 20E&4teFm of the options granted under the Plan magxceed ten years. Vesting periods of
stock awards and option grants are determinedd{Ztmpany’s board of directors and are generaily-for five-year periods. All options are
immediately exercisable upon grant and are sulbgecpurchase by us at the exercise price in thatean optionee terminates service prior to
being fully vested.

Option activity under the Plan is as follows:

Weighted
Weighted Average
Average Remaining Aggregate
Options Exercise Contractual Intrinsic
Qutstanding Price Term (years) Value

Balance at December 31, 20: 3,304,000 $ 6.9¢

Granted 544,000 $ 5.9t

Cancellec (9,300 $ 12.6¢

Exercisec (288,700 $ 1.11
Balance at December 31, 20: 3,550,000 $ 7.3C

Granted 589,50( $ 5.3¢

Cancellec (42,500 $ 2.0C

Exercisec (50,350) $ 0.61
Balance at December 31, 20: 4,046,65/ $ 7.1k

Granted 637,00 $ 3.5¢

Cancellec (180,500 $ 6.61

Exercisec (259,725 $ 0.9t
Balance at December 31, 20: 4,24342" $ 7.01 6.4 $  1,659,00
Vested at December 31, 20 3,164,74 $ 7.7¢€ 5.4¢ $  1,604,00
Vested and Expected to Vest at December 31, : 421813 g 7.02 6.1¢ $  1,657,00

The unvested portion of outstanding options asexfdinber 31, 2014 has vesting dates scheduled th&i3. Following is the vesting
activity under the Plan for the year ended Decerthie2014:

Weighted

Average

Options Grant Date

Outstanding Fair Value
Unvested Options at December 31, 2( 1,308,14' $ 4.2C
Grantec 637,000 $ 1.8¢
Vested (795,709 $ 4.4¢
Forfeited (70,76) $ 2.82
Unvested Options at December 31, 2( __ 107867 g 2.64

F-17




Table of Content

REVA Medical, Inc.
Notes to Consolidated Financial Statements

7. Stock-Based Compensatiofcontinued)

We awarded 33,000 and 87,500 shares of restritbe#d during the years ended December 31, 2012 @h8, 2espectively, all of which vest
at the rate of 25 percent annually on each awanivarsary date. No restricted stock was awardethguhe year ended December 31, 2014.

No tax benefits arising from stock-based compeosdiave been recognized in the consolidated staitsmoé operations through
December 31, 2014.

Stock Options and Restricted Stock to Employeéd/e account for option grants and restricted staehrds to employees based on the
estimated fair values on the date of grant or aywaitth the resulting stock-based compensation gaxbiover the vesting period on a straight-
line basis. We include non-employee directors agleyees for this purpose.

Expense recorded for employee options and awardisrihe Plan is as follows:

Year Ended December 31
2012 2013 2014
(in thousands)

Research and developm $ 83z $ 1,06¢ $ 1,142
General and administrati 2,64 2,96¢ 2,28¢
Total stocl-based compensatic $ 347¢ $ 4,03 § 3,42¢

As of December 31, 2014, we had approximately $2(R) of total unrecognized compensation costseglm unvested employee options
that are expected to be recognized over a weightethge period of 1.63 years.

The fair value of options granted was estimatedgiiie following weighted-average assumptions:

Year Ended December 31

2012 2013 2014
Risk-free interest rat 1.05% 1.3¢% 2.1&%
Expected volatility of common stoc 62.1% 60.1% 59.2%
Expected life in year 6.2tF 6.2 6.14
Dividend yield 0% 0% 0%

The assumed risk-free interest rate was basedeoimilied yield on a U.S. Treasury zero-couponéssith a remaining term equal to the
expected life of the option. The assumed volatiigs calculated from the historical market pricka selected group of publicly traded
companies considered to be our peers. We usedypmgr data due to the fact that we have limitetbhisal trading data. The expected option
life was calculated using the simplified method emnthe accounting standard for stock compensatidregen-year option expiration. The
simplified method is used since we believe ourreitption activity as a public company will diffeom that of our own historical experience.
The expected dividend yield of zero reflects thathave not paid cash dividends since inceptiondanabot intend to pay cash dividends in the
foreseeable future.
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7. Stock-Based Compensatio(continued)

A summary of grant date fair value and intrinsitueafor options granted to employees is as follows:

Year Ended December 31
2012 2013 2014
(in thousands, except per share date

Weighted average grant date fair value per s $ 3.4: % 298 % 1.9¢
Intrinsic value of options exercisi $ 1,392 $ 231 $ 552
Total fair value of options vested during per $ 3,80z $ 3,80¢ $ 3,54¢

Stock Options to Consultants We account for stock options granted to consultahtkeir fair value. Under this method, the fatue is
estimated at each reporting date during the vegiimgpd using the Black-Scholes option-pricing modlee resulting stock-based
compensation is recorded over the consultant’'sceperiod. No options were issued to consultantghg 2012; options to purchase 100,000
and 110,000 shares of common stock were grantedrnsultants during the years ended December 3B &0d 2014, respectively. The fair
value of these awards was determined with theviailg assumptions: Assumed risk-free interest oéte 7 to 2.8 percent; assumed volatility
of 57 to 59 percent; expected option life of 5.A@0 years; and, expected dividend yield of zene@nt. The total fair value of consultant
options vested during 2012, 2013 and 2014 was $82$0,000, and $116,000, respectively. The wetatrerage fair value of unvested
consultant options at December 31, 2012, 20132814 was estimated to be $4.37, $2.84, and $1.98hgee, respectively, based on the
following assumptions:

Year Ended December 31

2012 2013 2014
Risk-free interest rat 1.18% 2.9¢% 2.1%
Expected volatility of common stoc 62.1% 59.2% 57.2%
Expected life— years 6.71 9.4t 8.94
Dividend yield 0.C% 0.C% 0.C%

Consultant stock-based compensation expense, amiid the fair value declined in a reporting pdrits recorded to the financial statement
line item for which the optionee’s services aredemed. Expense recorded for consultant stock optimider the Plan is as follows:

Year Ended December 31
2012 2013 2014
(in thousands)

Research and developm $ 18 % 9 ¢ 69
General and administrati — 47 21
Total stoclbased compensatic $ 18 § 56 $ 9c

8. Retirement Plan

In 2003 we adopted a qualified 401(k) profit shgnotan (the “401(k) Plan”) for the benefit of oumployees. Employees are eligible to
participate in the 401(k) Plan the month followimige and may defer up to the maximum allowed un@& regulations, on an annual basis.
match 25 percent of an employee’s deferral amaymtp a maximum of four percent of qualified comgsgtion. We may, at our discretion,
make additional contributions. Employees are im@edly vested in the employer matching contributi@dgr contributions to the 401(k) Plan
were $46,000, $52,000, and $46,000 for the yeatsceDecember 31, 2012, 2013, and 2014, respectively
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9. Commitments and Contingencies

We have licensed certain patents and other intaliéproperty rights related to the composition aodting of our bioresorbable stent and
our other biomaterial products. Terms of thesenkes include provisions for royalty payments on fayre sales of products, if any, utilizing
this technology, with provisions for minimum royial once product sales begin. The amount of r@galtaries depending upon type of
product, use of product, stage of product, locatibsale, and ultimate sales volume, and ranges &eninimum of approximately $25 per unit
to a maximum of approximately $100 per unit solithvicense provisions for escalating minimum raiga that could be as high as $2,200,
per year. Additionally, in the event we sublicettse technology and receive certain milestone paysnéme licenses require that up to 40
percent of the milestone amount be paid to thedioes. Additional terms of the technology licenisetude annual licensing payments of
$175,000 until the underlying technology has beanroercialized. Terms of the licenses also inclutheropayments to occur during
commercialization that could total $950,000, payhwdi$350,000 upon a change in control of ownergbigyments of up to $300,000 annually
to extend filing periods related to certain teclogyl, and payment of patent filing, maintenance, defénse fees. The license terms remain in
effect until the last patent expires.

In connection with our development activities, vegipdically enter into contracts with consultantsl endors. These contracts are gene
cancelable with 30 days’ written notice. As of Dexter 31, 2014, the minimum future payments on ticeséracts totaled approximately
$108,000.

We currently lease our office and lab facilitieslana non-cancelable operating lease that expiréariuary 2018. The lease contains fixed
annual escalations, an option for a five-year esitem leasehold improvement allowances and crefli$623,000, and rent abatements of
$136,000. We record rent expense on a straightises over the life of the lease; the differenemvieen average rent expense and cash
payments for rent is recorded as a deferred ltgibifis of December 31, 2014, our deferred reni¢dt&480,000, of which $117,000 was
classified as a current liability. We recorded rexpense of $636,000, $666,000, and $683,000 éoy¢hrs ended December 31, 2012, 2013,
and 2014, respectively.

Future minimum payments under the lease as of DieeeB1, 2014 are as follows:

Minimum

Payment
(in thousands)

2015 $ 644
2016 69C
2017 711
2018 6C
Total minimum lease paymer $ 2,10¢

10. Related Parties

Our related parties include the members of ourdofdirectors and investors with five percent arenof our outstanding securities. We
no related party transactions during the yearseéiiEember 31, 2012, 2013, or 2014.
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11. Selected Quarterly Financial Information (unawlited)

The following table presents selected quarterlgriial information that has been derived from auaudited quarterly consolidated financ
statements, which, in the opinion of managementude all adjustments (consisting only of normalureing items) necessary for a fair
presentation. The quarterly per share data pred&eiew was calculated separately and may not sufmetannual figures presented in the
consolidated financial statements. These operatisgits are also not necessarily indicative ofltedar any future period.

Quarter Ended Year Ended
March 31, June 30, September 30 December 31 December 31
(in thousands, except per share amount:
2013:
Loss from operation $ (6,349 $ (6,666 $ (7,189 $ (7,752 $ (27,949
Net loss (6,33)) (6,647) (7,19 (7,753 (27,927)
Net loss per common share, basic and dil $ 0.19 $ 0.20) $ (0.22) $ 0.25) $ (0.89)
2014:
Loss from operation $ (7,272 $ (4,837 $ (4,44¢) $ (5,419 $ (21,96
Net loss (7,27¢) (4,837) (4,397) (34,53) (51,03)
Net loss per common share, basic and dili $ (0.29) $ 0.19 $ (0.19 $ (.09 $ (2.59)
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Exhibit 23.1
CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

We have issued our report dated March 30, 2015, regpect to the consolidated financial statemiectaded in the Annual Report of REVA
Medical, Inc. on from 10-K for the year ended Debem31, 2014. We hereby consent to the incorpardtjoreference of said report in the
Registration Statements of REVA Medical, Inc. omr® S-8 (File Nos. 333-173371, 333-179845, 333-i868nd 333-194619).

/s/ GRANT THORNTON LLF

San Diego, Californi
March 30, 201!




Exhibit 23.2

Consent of Independent Registered Public Accountingirm

We consent to the incorporation by reference inRbgistration Statements (Form S-8 Nos. 333-173333;179845, 333-186966, and 333-
194619) pertaining to the 2010 Equity IncentivenRPdad 2001 Stock Option/Stock Issuance Plan of REA&ical, Inc. of our report dated

March 17, 2014, with respect to the consolidatedritial statements of REVA Medical, Inc., for theayended December 31, 2013, include
this Annual Report (Form 10-K) for the year endest&mber 31, 2014.

/sl Ernst & Young LLF

San Diego, Californi
March 30, 201!




Exhibit 31.1

CERTIFICATION

I, Robert B. Stockman, certify that:
1. | have reviewed this Annual Report on Form 10-KR&VA Medical, Inc.;

2. Based on my knowledge, this report does not comtaynuntrue statement of a material fact or ométéde a material fact necessar
make the statements made, in light of the circuntets.under which such statements were made, nigadisg with respect to the
period covered by this report;

3. Based on my knowledge, the financial statementsodimer financial information included in this repdairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amdtife periods presented in this report;

4. The registrant’s other certifying officer and | aesponsible for establishing and maintaining disgte controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&))%nd internal control over financial reportirag defined in Exchange Act
Rules 13a-15(f) and 15d-15(f)) for the registramd &ave:

(a) Designed such disclosure controls and proceduresused such disclosure controls and procedures tiesigned under our
supervision, to ensure that material informatidatheg to the registrant, including its consolidhtubsidiaries, is made known to
us by others within those entities, particularlyidg the period in which this report is being preszh

(b) Designed such internal control over financial réipor, or caused such internal control over finaheporting to be designed
under our supervision, to provide reasonable assareegarding the reliability of financial repodiand the preparation of
financial statements for external purposes in ataace with generally accepted accounting principles

(c) Evaluated the effectiveness of the registrant’sldsire controls and procedures and presentedsimgport our conclusions
about the effectiveness of the disclosure contints procedures, as of the end of the period coueydhis report based on such
evaluation; and,

(d) Disclosed in this report any change in the regigtsanternal control over financial reporting thatcurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repo#) tlas materially affected, or is
reasonably likely to materially affect, the regasit's internal control over financial reporting;dan

5. The registrant’s other certifying officer and | leadlisclosed, based on our most recent evaluatiorterhal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrastboard of directors (or persons performing theweden!
functions):

(a) All significant deficiencies and material weaknessethe design or operation of internal contra¢iofinancial reporting which
are reasonably likely to adversely affect the regig’s ability to record, process, summarize aqbrt financial information; and,

(b) Any fraud, whether or not material, that involvearmagement or other employees who have a significémin the registrant’s
internal control over financial reporting.

Date: March 30, 2015

/s/ Robert B. Stockma

Robert B. Stockma

Chairman and Chief Executive Offic
(principal executive officer




Exhibit 31.2

CERTIFICATION

I, Katrina L. Thompson, certify that:
1. | have reviewed this Annual Report on Form 10-KR&VA Medical, Inc.;

2. Based on my knowledge, this report does not comtaynuntrue statement of a material fact or ométéde a material fact necessar
make the statements made, in light of the circuntets.under which such statements were made, nigadisg with respect to the
period covered by this report;

3. Based on my knowledge, the financial statementsodimer financial information included in this repdairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amdtife periods presented in this report;

4. The registrant’s other certifying officer and | aesponsible for establishing and maintaining disgte controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&))%nd internal control over financial reportirag defined in Exchange Act
Rules 13a-15(f) and 15d-15(f)) for the registramd &ave:

(a) Designed such disclosure controls and proceduresgused such disclosure controls and procedures tiesigned under our
supervision, to ensure that material informatidatheg to the registrant, including its consolidhtubsidiaries, is made known to
us by others within those entities, particularlyidg the period in which this report is being preszh

(b) Designed such internal control over financial réipor, or caused such internal control over finaheporting to be designed
under our supervision, to provide reasonable assareegarding the reliability of financial repodiand the preparation of
financial statements for external purposes in ataace with generally accepted accounting principles

(c) Evaluated the effectiveness of the registrant’sldsire controls and procedures and presentedsimgport our conclusions
about the effectiveness of the disclosure contints procedures, as of the end of the period coueydhis report based on such
evaluation; and,

(d) Disclosed in this report any change in the regigtsanternal control over financial reporting thatcurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repo#) tlas materially affected, or is
reasonably likely to materially affect, the regasit's internal control over financial reporting;dan

5. The registrant’s other certifying officer and | leadlisclosed, based on our most recent evaluatiorterhal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrastboard of directors (or persons performing theweden!
functions):

(a) All significant deficiencies and material weaknessethe design or operation of internal contra¢iofinancial reporting which
are reasonably likely to adversely affect the regig’s ability to record, process, summarize aqbrt financial information; and,

(b) Any fraud, whether or not material, that involvearmagement or other employees who have a significémin the registrant’s
internal control over financial reporting.

Date: March 30, 2015

/sl Katrina L. Thompso

Katrina L. Thompsol
Chief Financial Office
(principal financial officer’




Exhibit 32.1

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Annual Report on Form 10fR&VA Medical, Inc. (the “Company”) for the yeanded December 31, 2014, as filed
with the Securities and Exchange Commission (theptit”), Robert B. Stockman, Chairman and Chiefdtixige Officer of the Company, and
Katrina L. Thompson, Chief Financial Officer of t@empany, do hereby certify, pursuant to 18 U.S€xtion 1350, as adopted pursuant to
Section 906 of the Sarbanes-Oxley Act of 2002; that

e The Report fully complies with the requirementsSefction 13(a) or 15(d) of the Securities Exchangeof 1934; and

«  The information in the Report fairly presents, imaaterial respects, the financial condition aadults of operations of the
Company.

Date: March 30, 2015

/s/ Robert B. Stockma

Robert B. Stockma

Chairman and Chief Executive Offic
(principal executive officer

/sl Katrina L. Thompso
Katrina L. Thompsol
Chief Financial Office
(principal financial officer’




