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I
Market Cap: $177.6M

Shares Outstanding: 78.2M
10-Day Daily Volume | 643,325

Fiscal Year End September
Balance Sheet Highlights (03/31/2009):
Cash $30.5M

Total Assets: $34.0M

Debt: $0.0M

Total Liabilities: $14.3M

Total Equity: $19.7M

Data as of July 30, 2009

Upcoming Event Summary:

the impairment of mobility and speech).

are associated with serious adverse effects.

Special Event Report

Company Summary:

Avanir Pharmaceuticals, Inc. (AVNR), a
biopharmaceutical company, engages in
developing, acquiring and commercializing
therapeutic products for the treatment of the egntr
nervous system (the brain and the spinal cord)
disorders and inflammatory diseases.

Event Highlights:

Event: Phase Il STAR trial data &fenvia
Expectation: Positive
Timing : August 2009

Est. Peak Sales/Mkt Cap168.92%

In August 2009, we expect Avanir Pharmaceuticals, (AVNR) to release the top-line data from the
Phase Il STAR (Safety, Tolerability and Efficacgstilts of AVP-923 in PBA) trial afenvia

(formerly referred to alleurodey for the treatment of pseudobulbar affect (PBRBA (also called as
involuntary emotional expression disorder/IEED mogional lability) is a neurological (nervous
system) disorder that causes a person to loseot@vier his/her emotions and laugh and cry suddenly
and inappropriately at situations. Usually, theadition occurs in patients suffering from certain
neurological disorders like multiple sclerosis l@\s progressive disease of the brain and the kpina
cord that is characterized by visual problems, \weak, depression, difficulties with coordination an
speech, impaired mobility and disability) and amgphic lateral sclerosis/ALS (a rare, fatal and
progressive neurological disease affecting theeneelis in the brain and the spinal cord, whiclil$et

Till date, no approved drug exists for the treathwPBA, which is a condition that affects over 1
million people in the U.S. Currently, antidepregsaand antipsychotics are used off-label for the
treatment of PBA. However, the available antidepa@ts and antipsychotics have limited efficacy and
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Off-label: a physical practice of prescribing aiglor medical device for indication beyond
those approved by the FDA.

Zenvia, the only pipeline candidate of AVNR, represeng@mising new therapeutic option for PBA.

In previous clinical trials, the drug has shownrapressive safety and efficacy profile. If sucdetg
developed and approved for PBA, we estinZaaviato generate peak revenues of approximately $300
million or 168.92% of the company’s current margapitalization.

Potential Impact:

AVNR, a small-cap biopharmaceutical company, fosusethe development, acquisition and
commercialization of therapeutic drugs for the timeznt of central nervous system/CNS (consistsef th
brain and the spinal cord) disorders, inflammatumg infectious disease#breva for cold sores

(small blisters on the lip and around mouth) isdhgy Food and Drug Administration (FDA) approved
product of AVNR. Partner GlaxoSmithKline Plc (GSkKarkets the drug in the U.S and Canada, with
AVNR receiving royalty revenues of $951,000 for thiee-month period that ended on June 30, 2009.
Zenvia, the sole pipeline candidate of the company, isgbdeveloped for the treatment of PBA and
pain associated with diabetic peripheral neurogBtAi (a complication of diabetes/high blood sugar
that damages the nerves of the body, resultinguiim, oss of sensation and tingling in the feelegs).

In January 2006, AVNR submitted the New Drug Apgticn (NDA) ofZenviato the U.S. FDA for the
PBA indication. However, in October 2006, the FI38ued an Approvable Letter fdenvia, which
reflected the agency’s view that the drug was ebtrgady for approval. In the Approvable Lettbg t
FDA stated that it did not consider the availald¢éadorZenviato be sufficient for granting an approval
to the drug and requested the company to submitiadal safety and efficacy data. As a consequence
AVNR is currently conducting an additional PhadeSITAR trial to further validate the safety and
efficacy of the drug (please refer to the Expeoctetisection for more details regardifenvia’s clinical
trials). An important near-term event for AVNR bk the release of the top-line data from this
additional Phase Il STAR trial afenvia, which is expected in August 2009.

NDA: an application submitted by the drug manufeet to the U.S. FDA for approval for the
marketing of a new drug.

Prior to August 11, 2008, the FDA used to issuédpprovable Letter when it felt that the drug
was not yet ready to be approved and marketed anted some additional information on the
drug prior to granting approval.

PBA, a complex neurological disorder, afflicts mtiian 1 million people in the U.S. The therapeutic
market for PBA in the U.S. is estimated to be apjpnately $500 million. Currently, there is no
approved drug in the market for this indication amtidepressants likerozacby Eli Lilly and

Company (LLY),Celexaby Forest Laboratories, Inc. (FRX) and H. Lundba¢R (HLUKF), Zoloft by
Pfizer, Inc. (PFE) as well as antipsychotics ikgrexaby LLY andGeodonby PFE, are prescribed
off-label by physicians for the treatment of PBHowever, both antidepressants and antipsychotics
yield limited efficacy and are associated with sffiects. While antidepressants are associatdd wit
serious side effects such as diarrhea, musclatsigfdver, psychosis (loss of contact with reaéityd

see or hear things that are not present), sexsélinigtion, dizziness and weight gain, antipsyctsotic
cause constipation, blurred vision, drowsinesssamibus side effects like tardive dyskinesia
(uncontrolled bodily movement) and agranulocytdaisudden drop in the disease-fighting white blood
cells, which increases the body’s susceptibilitinfections). A lack of an approved medication for
PBA alongside the adverse effects of the off-latvabs has resulted in an urgent need for therapies
specifically indicated for PBA.
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Zenvia, a novel investigational drug, has demonstratednming efficacy along with encouraging
safety profile in the previous clinical trials. dficcessfully developed and approvgenviawill be the
first drug to receive U.S. approval for PBA and giate projected peak revenues of approximately
$300 million for the indication or 168.92% of thengpany’s current market capitalization. As of June
30, 2009, AVNR declared that it has a cash balahepproximately $26.60 million, which is
considered to be sufficient enough to sustain texational activity of the company including the
clinical development and the anticipated FDA apptaecision (expected by the second half of 2010)
of Zenviafor PBA.

Expectations:

We expect positive top-line data from the Phas&TIAR trial ofZenvia based on the data from the
clinical trials conducted till date.

Zenviais a combination of two drugdextromethorphana widely used cough syrup ingredient and
quinidine, a drug used for the regulation of abnormal heattb Previously, AVNR conducted two
Phase Il trials using a high dosage formulatioZ@fivia (which contained 30mdextromethorphan

and 30mgquinidine). In November 2002, the company reported data fitee first Phase 11l trial of
Zenvia, which evaluated the efficacy and safety of thegdn 140 ALS patients with PBA. In this
double-blinded trial, patients were randomizedetreive eitheZenviatwice-daily or
dextromethorpharalone orquinidine alone for four weeks. The primary endpoint of titiel was a
reduction in the episodes of laughing and/or cryiogn baseline (before treatment), demonstrated by
change in the Center for Neurologic Study-LabiSigale (CNS-LS) score. The data demonstrated that
Zenviapatients experienced statistically significantugibn in the episodes of laughing and/or crying,
as compared tdextromethorpharpatients oquinidine patients.Zenviapatients demonstrated a
reduction of 3.3 points in the CNS-LS score, asparad todextromethorpharpatients (p-
value=0.001)and a reduction of 3.7 points versusnidine patients (p-value<0.001).

Double-blinded trial: a trial design in which bqghrticipants and investigators are unaware of
the treatment (the drug or placebo) that the ppéeits are receiving.

Randomized: participants in the trial are randopiced in different treatments or regimens.

CNS-LS is a seven-item questionnaire that givesamtitative measure of the frequency and
severity of PBA episodes. The total score of CN&Sranges from 0 to 35, with scores of 13
and above indicating PBA.

In the first Phase lll trialZenviapatients also experienced improvements in quefitife and quality

of relationships, which were the secondary endpaifithe trial. Zenvia patients demonstrated a mean
improvement of 2.2-fold and 2.0-fold in their oviéguality of life scores thadextromethorphan
patients (p-value=0.0015) andinidine patients (p-value=0.0013), respectively. Patiestgiving
Zenviaexperienced an improvement of 3.4-fold and 2.6-folquality of relationship scores, as
compared talextromethorpharmpatients andjuinidine patients (p-value<0.01), respectively.

Four serious adverse events (including one dedtithwoccurred due to the progression of ALS) were
reported in the trial. Additionally, 24% @&kenviapatients, 6% oflextromethorphanpatients and 8%

of quinidine patients discontinued their treatment due to a#/ewvents. The most commonly observed
adverse events in the first Phase Ill trial weresea, dizziness, somnolence (sleepiness) and elgarrh

“Statistical data, such as data from human tesiscahdidate drug, are often accompanied by a peyalhich is 3
measure of probability. Usually, data with a lowglue (less than or equal to 0.05) is said totatssically
significant.
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In August 2004, AVNR reported positive data frora second Phase Il trial, which enrolled 150 MS
patients suffering from PBA. The double-blindethgebo-controlled Phase llI trial achieved the
primary endpoint by demonstrating a reduction egbverity of PBA episodes, as measured by CNS-
LS. Zenviapatients experienced a statistically significatuction in CNS-LS, as compared to placebo
patients (p-value<0.0001). The trial included feacondary endpoints: number of PBA episodes,
quality of life, quality of relationships and paiduction. The data demonstrated thervia
demonstrated statistically significant reductiortia number of PBA episodes (p-value=0.0003) and
showed an improvement in quality of life (p-value3@1) and quality of relationships (p-
value<0.0001) of patients and an improvement iir {hein reduction (p-value=0.026). Moreover,
Zenviawas well tolerated in the trial, with nausea, @iezss, somnolence and diarrhea being the most
commonly observed adverse events. In the triaG%%&enviapatients discontinued their treatment
due to adverse events, compared to 12.3% placeleniza

Placebo-controlled trial: a clinical trial in whit¢he efficacy of a test drug is compared to a
placebo.

AVNR also conducted an open-label, safety trialichtenrolled 506 PBA patients with MS and ALS.
The data demonstrated ttznviawas well tolerated in the trial, with no reporfareatment-related
serious adverse events. The adverse events thared were generally mild to moderate in nature.

Open-label trial: a trial in which both the paii@nts and the investigators know what drug
treatment the participants are receiving and at @wbsage levels.

Based on the data from the two Phase Il trialsthedopen-label, safety trial, AVNR submitted the
NDA of Zenviafor PBA in January 2006. However in October 2G86,FDA issued an Approvable
Letter to the company regardidgnvia, where it raised questions regarding the cardiaart-related)
safety and efficacy dfenvia

In order to address the cardiac safety issue réigede FDA, the company has developed a new low
dosage formulation of the drug, which comprise8@hgdextromethorphanand 10mgyuinidine. All

the previous Phase lll trials were conducted uaihigh dosage formulation denviathat comprised

of 30mgdextromethorpharand 30mgyuinidine. In February 2007, AVNR met the FDA and
submitted the pharmacokinetic data derived fromdhedosage formulation dfenvia After

analyzing this data, the FDA asked the companulonit additional clinical trial data to confirm the
efficacy and safety of the low dosage formulatidiie agency requested AVNR to conduct a placebo-
controlled trial to test the efficacy and safetytted low dosage formulation @envia

Pharmacokinetics: study of absorption, distribmtimetabolism and excretion of a drug.

As per the FDA's requirement, in December 2007, A/Nitiated a randomized, double-blinded,
placebo-controlled confirmatory Phase 11l STARItrighich is evaluating the efficacy and safety of
two dosages afenvia (30mgdextromethorphamplus 10mgyuinidine and 20mglextromethorphan
plus 10mgquinidine). The primary endpoint of the trial is a changeiying/laughing episode rates.

The STAR trial was initiated after successful coetiph of Special Protocol Assessment (SPA). The
trial is divided into two parts, with the first pidreing a three-month, double-blinded portion fatal

by a three-month open-label extension (OLE) triethe STAR trial enrolled 326 patients (129 MS
patients and 197 ALS patients) and the top-lina d@m the double-blinded part is expected in Aagus
20009.
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SPA: a process by which the FDA provides offiei@ghluation and guidance on the proposed
protocols for pivotal clinical trials. It providessurance that if the pre-specified primary
endpoint is achieved and no unexpected effectslagerved, the FDA will approve the
product for commercial sale.

Open-label extension (OLE) trial: a trial, whichdonducted as a follow-on trial after a Phase
1l trial, in order to further evaluate the long+tesafety and efficacy of an investigational
drug. In this category of clinical trials, nonetbé& participants receive any placebo product
and both the participants and the investigatorsskwbat drug treatment the participants are
receiving and at what dosage levels.

In April 2009, AVNR reported data from a preclinitaal called wedge study, which was conducted on
rabbits, to provide additional cardiac safety dataZenvia In this preclinical trial, the drug’s potential
to cause Torsade de Pointes (TdP) was tested dathedemonstrated that 10mpginidine, which is

used in the new low dosage formulatiorzehvia (30mgdextromethorpharmand 10mgyuinidine), had

an overall TdP risk score of zero. This score lwagr than the high dosage formulationZenvia

TdP: serious abnormalities in the heartbeat thatoause blackouts or even death.

In April 2009, AVNR also announced the data fromthier randomized, double-blinded Advanced
Cardiac Safety Study (ACSS), which evaluated tfecebf the new low dosage formulationZdnvia

on the prolongation of QT intervals (an indicatbfdP). The trial had enrolled 50 healthy volumgge
who randomly received eith&enviaor placebo omoxifloxacin (a widely used antibiotic that does not
induce TdP was selected as a comparator). In @®&SA the overall effect @enviaon prolongation of
QT intervals was less than thatrobxifloxacin. Additionally, the frequency and nature of adeers
events in th&Zenviagroup were comparable to those observed mitiifloxacin and placebo. The
most common adverse events were mild to moderatatime and there were no discontinuations of
treatments due to adverse events.

Comparator — A drug, which is used to comparekiedtigational drug in order to observe
whether the investigational drug is comparablesims of safety, and tolerability.

A prolonged QT interval is an outcome of a cardest called electrocardiogram (ECG). ECG
provides a graph of the heartbeat with portiorhefgraph labeled as P, Q, R, Sand T. An
outcome like prolonged QT interval from the testidmtes an increased risk of Torsade de
Pointes.

Even though, the two Phase Ill trials, wh&enviahas shown its efficacy profile, were using a sligh
higher dosage afuinidine in the composition aZenvia, we believe that the efficacy of the drug will
stay tuned even after using a lower dosagguafidine. Considering the positive data from the
preclinical trial and the ACSS trial, we feel thia¢ new low dosage formulation aénviawill show a
clean cardiac safety profile in the Phase Ill STIR. All in all, we are staying positive regandi the
top-line result oZenviain the Phase Il STAR trial.

Historical Timetable for Zenvia

Timeline Events

November 2002 Release of data from the first PHaggal
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Timeline Events
August 2004 Release of data f:ﬁ;r: the second Phase [l
January 2006 Submission of NDA
October 2006 Received Approvable letter
December 2007 Initiation of Phase Il STAR trial
April 2009 Releasecc:llgztls(\l;‘g)gn;e;tpurs(;llinical trial
e

The Product:

A particular region in the brain called cerebellplays an important role in the appropriate
coordination of emotional expressions like cryimgl #aughing. The cerebellum performs its
function with the help of nerve cells and certdiemicals called neurochemicals like glutamate.
Glutamate is released from the nerve cells in #retzellum and helps in the coordination of
emotional expressions.

Glutamate gets released from one nerve cell andseixe activity by binding to and activating the
N-methyl d-aspartate (NMDA) receptors that are tbon the adjacent nerve cell. The activation
of the NMDA receptors allows glutamate to coordintite emotional expressions.

Glutamate release also allows the entry of calégnttmthe same nerve cell, from where it has been
released. Calcium helps in normal nerve functignillowever, an excessive level of calcium
inside the cells can trigger nerve cell deathorlter to protect the nerve cells from receiving
excessive calcium, normal healthy individuals useegins called sigma-1 receptors, which are
present on the nerve cells in the cerebellum. &heseptors inhibit excessive glutamate release
from the nerve cells. As a result, the entry afessive calcium inside the nerve cells also gets
blocked. Thus, the sigma-1 receptors help to ptdtee nerve cells from the harmful effects of
excessive glutamate and calcium.

However, in neurological disorders like PBA, theugecells in the cerebellum become hyperactive
and begin to release very high amounts of glutamateexcessive amount of glutamate causes the
overactivation of the NMDA receptors, leading tomabmal glutamate activity, which in turn,

results in improper emaotional expressions and iddals experience uncontrollable and
inappropriate episodes of laughing and crying.

Hence, an inactivation of the NMDA receptors cascklthe excessive glutamate activity and
help to treat the uncontrolled emotional expressissociated with PBA.
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Additionally, PBA patients suffer from limited sigvl receptor activity. Because of this reason,
the control over excessive glutamate release is [bso much glutamate release allows the entry of
excessive amount of calcium into the nerve céllsis excessive level of calcium inside the nerve
cells triggers nerve cell death, causing abnormmt®nal expressions.

Thus, a stimulation of the activity of the sigmaeteptors in PBA patients can protect the
nerve cells from the harmful effects of excessikgagnate and calcium, thus helping them
improve their condition.

Zenvia, an investigational orally administered drug, oanbination of two substances,
dextromethorpharandquinidine. Dextromethorphan a widely used cough syrup component, has
been found to have the ability to bind to bothKMDA receptors and the sigma-1 receptors.

After binding, it inactivates the NMDA receptorshite stimulating the activity of the sigma-1
receptors. This helpextromethorpharto inhibit the excessive activity as well as thkease of
glutamate in PBA patients. Thus, it has the paétd address the PBA associated uncontrolled
emotional expressions.

However,dextromethorpharis rapidly eliminated out from the human body.n#urally
occurring enzyme called cytochrome P4501ID6, rapatinvertsdextromethorphan(once
administered) into a chemical substance calledrdgpttan, which is rapidly eliminated out of the
body through urine. The absence of sufficient am®ofdextromethorphaninside the human
body results in its limited efficacy against PBA.

To address the rapid elimination rate-associatetipm ofdextromethorphana substance called
quinidine is used along witdextromethorphan Quinidine, which is used for the regulation of
abnormal heartbeat, inhibits the function of theachirome P4501ID6 enzyme, thereby blocking
the degradation afextromethorphanwhich helps to maintain the required amount of
dextromethorphan(adequate to treat PBA) inside the body.

The entire mechanism @kenviais explained imAppendix 1Appendix 2Appendix 3andAppendix 4at
the end of the report.

The Market:

Pseudobulbar affect (PBA) also called involuntano#onal expression disorder (IEED) and emotional
lability is a neurological disorder. Itis chamgzed by sudden, uncontrollable and inappropriate
episodes of laughing and crying, thus causing erabament and limiting the social activities and
reducing the quality of life of patients.

This condition occurs when a disease or injury dggadhat part of the brain, which controls the redrm
expression of emotions. It affects patients withinelogical disorders such as ALS and MS.

DISEASE MARKET SIZE PATIENT POPULATION

PBA U.S.: Approximately $500 million U.S: Over 1lhdn
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The table below gives our estimated peak reventigsmvia (for PBA):

ESTIMATED PEAK SALES / CURRENT
PEAK SALES MARKET CAP
REVENUE ($
MM) $300 168.92%
AVNR Product Pipeline:
PATIENT
PRODUCTS INDICATION STATUS POPULATION
Pseudobulbar Affect Approvable Letter U.S: Over 1 million
(PBA)
Zenvia
Diabetic N_europathlc Phase Il U.S: Appr_o_X|mater
Pain 14 million
Previous Coverage:
OUR REPORT PRICE
el EVENT REFORT | Recomm- | RESULT | OUTCOME | DATE | AFTER
ENDATION PRICE RESULT
Results of Phase
1l trial of Zenvia
(formerly known .
Mid 2007 | as Neurodex) for WETE 20, Positive April 28, Positive $1.47 $3.37
2007 2007
the treatment of
diabetic
neuropathy
FDA approval of
Zenvia (formerly
known as
Neurodex) for the
October September ! October ’
30, 2006 treatment of 14, 2006 Positive 31, 2006 Negative $6.30 $4.28
involuntary
emotional
expression
disorder or IEED
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Financial Ratios:

Current price $2.27 Cash per Share $0.70
52 wk range $0.23 - $2.62 Historic Cash Burn /share $0.32
Market Cap ($MM) $177.60 Est. Cash Burn /share $0.76
EPS (FY08) -$0.30 Years to Continue 0.92
Chg in EPS (FY09E) N/A R&D ($MM) FY08 $14.11
Revenue ($MM) FY08 $7.00

Revenue ($MM) FYO9E N/A

Source: Revere Research Data as of July(®Iy 2
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Disclosures And Legal

New BioMedicine, LLC, is not a market maker and slaet perform underwriting or manager services.

The information contained in this research is poatliand copyrighted by New BioMedicine, LLC
(New BioMedicine), and any unauthorized use, dapién, redistribution or disclosure is prohibitegd b
law and can result in prosecution. New BioMedicisenot a registered broker dealer. The New
BioMedicine trademark, service mark, and logo aeeintellectual property of New BioMedicine. The
opinions and information contained herein have ba®ained or derived from sources believed to be
reliable, but New BioMedicine makes no represeotatias to their timeliness, accuracy, or
completeness. New BioMedicine shall accept nolitgtfor any loss arising from the use of this refpo
nor shall New BioMedicine treat all recipients bist report as customers simply by virtue of their
receipt of this material. Nothing in this reportnstitutes individual investment, tax, or legal advi
This report is not an offer to sell or a solicitettiof an offer to buy any security.

The research provided herein should not be cormidar complete analysis of every material fact
regarding the companies, industries, or securiteased above. New BioMedicine may issue or may
have issued other reports that are inconsistert wit may reach different conclusions than those
represented in this report, and all opinions aféectve of judgments made on the original date of
publication. New BioMedicine is under no obligatitm ensure that other reports are brought to the
attention of any recipient of this report. New Biedicine assumes no responsibility to update the
information contained in this report.

This report is intended for investment professispadthers should seek competent professional
investment advice in conjunction with this reporfdre making any investment decision. The
information and material presented in this repogtfar general information only and do not speaeific
address individual investment objectives, finanailiations, or the particular needs of any specifi
person or entity who may receive this report. Itimgsin any security or investment strategies
discussed may not be suitable for you and it isomenended that you consult an independent
investment advisor. Investments involve risk andirarestor may incur either profits or losses. Past
performance should not be taken as an indicatioguarantee of future performance. This report and
supporting materials do not constitute an offeset or a solicitation of an offer to buy the seties of

the companies mentioned in this report.

The analyst hereby certifies that the research lasioms, recommendations, and views contained
herein accurately reflect his personal views alibatindustry, company, and securities that are the
subject of this report and also hereby certifieg tio part of his research compensation was, igjlbr

be directly or indirectly related to the specifeommendations or views contained in this report.
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Specific disclosures for this report

Applicable

to this Potential Disclosure
Report

New BioMedicine, LLC (New BioMedicine) doddOT make markets in any securities
N and has not managed or co-managed a public offesfngecurities for the subject
company within the past 12 months.

New BioMedicine received compensation for investmbanking services from the
N subject company within the past 12 months.

New BioMedicine expects to receive or intends tekseompensation for investment
N banking services from the subject company witharibxt 3 months.

The research analyst or member of the researclystisahousehold has a financial
interest in the securities of the subject companghe form of a (i) long position, (ii
N short position, (iii) right, (iv) warrant, (v) futa or, (vi) call option in such securities.

New BioMedicine and or its officers or affiliateasa financial interest in the securities
N of the subject company in the form of a (i) longsition, (i) short position, (iii) right, (iv)
warrant, (v) future or, (vi) call option in suchcseities.

o

The research analyst principally responsible foreparing the report receive
N compensation based upon various factors, inclutiag BioMedicine total revenue, |a
portion of which was generated by New BioMedicine\gestment banking services.

N The research analyst or a member of the analystiséhold serves as an officer, director,
or advisory board member of the subject company.

N An affiliate of New BioMedicine may have a diffeteview from the views expressed
herein.

N New BioMedicine and/or its affiliates beneficialpwn 1% or more of the subject
company.

N The subject company is a client of New BioMedioimeone of its affiliates.
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