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NovaBay Pharmaceuticals (NBY - $ 1.25) 

Multiple Opportunities for Auriclosene in Various Indications 

We are initiating coverage of NovaBay Pharmaceuticals (NBY) with a Buy rating and 

a 12-month price target of $2.50.  With multiple shots on goal from auriclosene 

clinical studies, substantial unmet need, and robust prior Phase II clinical data, we 

believe the outlook of auriclosene as an effective anti-infective agent is encouraging.  

 Encouraging auriclosene in urinary catheter blockage and encrustation 

(UCBE) Phase II clinical results bode well for a positive Phase III outcome 

and potential approval. Robust auriclosene in UCBE Phase II results are 

encouraging and, in our opinion, bode well for a positive outlook of Phase III and 

potential approval. We anticipate commencement of next clinical study in 2014 

after the company’s discussions with the FDA.   

 Auriclosene in impetigo Phase IIb development with partner Galderma S.A. 

continues and the program might have been further de-risked despite recent 

disappointing results.  By identifying issues from the prior Phase IIb study, we 

believe risk of auriclosene in impetigo development could be further mitigated as 

partner, Galderma S.A. plans to commence another Phase IIb study in 2H14.  

 Auriclosene in viral conjunctivitis Phase IIb study is underway with 

potential data release in mid-2014. The report of auriclosene in viral 

conjunctivitis (EKC) Phase IIb study could be the most near-term data release by 

NBY and positive outcome could trigger significant NBY share appreciation.  

 Auriclosene is a novel anti-infective agent with efficacy, good safety profile 

and without eliciting drug resistance.  With unique attributes vs. conventional 

antibiotics, auriclosene affords a significant value proposition and contribution to 

NBY shareholders. 

 Commercialization of NeutroPhase in chronic non-healing wound therapy 

management in ex-U.S. territories is ongoing with sales growth in China and 

Asia expected going forward.  Supported by large market potential, we 

anticipate NeutroPhase could begin to make increasing revenue contribution 

starting late 2H14 should it received approval from SFDA in China. 

 Substantial upside remains at the current valuation. Our $2.50 12-month 

target price is supported by our peer comparable and risk-adjusted cash flow sum-

of-the-parts analyses.  
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY-14E  -0.10   -0.06   -0.09   -0.06   -0.34    NM  

FY-13E  -0.11A -0.11A -0.10A -0.03   -0.36    NM  

FY-12A  -0.09   -0.08   0.00   -0.07   -0.24    NM  

FY-11A  -0.08   0.02   0.00   -0.13   -0.20    NM  
         

Source: Laidlaw & Company estimates  
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Investment thesis    

 We are initiating coverage of NovaBay Pharmaceuticals (NBY) with a 

Buy rating and a 12-month price target of $2.50.  NovaBay 

Pharmaceuticals is a clinical-stage biopharmaceutical company focused on 

discovering, developing, and commercializing proprietary anti-infective, 

auriclosene (formerly aganocide or NVC-422) with a novel mechanism of 

action. Further, auriclosene has the potential not to elicit drug resistance 

from microbes – a shortcoming frequently seen in traditional antibiotics and 

antifungal agents.  Auriclosene is being tested clinically in multiple clinical 

trials in various areas such as urology (in urinary catheter blockage and 

encrustation or UCBE), dermatology (for impetigo in collaboration with 

Galderma S.A.), and ophthalmology (in viral conjunctivitis).   

 Encouraging auriclosene in urinary catheter blockage and encrustation 

(UCBE) Phase II clinical results bode well for a positive Phase III 

outcome and potential approval. NovaBay is developing auriclosene in a 

formulation as an irrigation solution for prevention of urinary catheter 

blockage and encrustation (UCBE) with the objective to 1) reduce the 

number of catheter changes required; 2) lower incidences of urinary tract 

infections and 3) improves the patient’s overall quality of life. The recently 

reported positive results from the third part of a Phase II trial demonstrating 

that auriclosene was effective and it has reduced the average encrustation at 

the time of catheter removal from 77% encrusted (saline arm) to 22% 

encrusted (auriclosene arm).  Further, catheters of 14% of auriclosene-

treated vs. 64% saline treated patient have to be removed early due to 

blockage (p=0.016).  Despite that the patient size of the study is relatively 

small (n=14), the robust results, in our opinion, bode well for a positive 

outlook for advancing this clinical program forward.  NovaBay is scheduled 

to conduct an end of Phase II meeting (EOP2M) potentially in 1Q14 with 

the FDA to determine the future clinical path to advance auriclosene in this 

indication; and we project either a Phase II or potential a pivotal Phase III 

trial could start in 2H14. 

 Auriclosene in impetigo Phase IIb development with partner Galderma 

S.A. continues and the program might have been further de-risked 

despite recent disappointing results.  Via collaboration with Galderma, 

one of major global dermatology pharmaceutical companies, NovaBay is 

developing auriclosene as a potential treatment for impetigo.  The 

companies conducted two Phase II studies (Phase IIa and IIb) and with 

robust results from the Phase IIa study (reported in 3Q10); but with a more 

disappointing Phase IIb trial results as they did not meet primary endpoint 

(reported in 4Q13).  After careful examination of the two studies and with 

information learned, Galderma reported recently to reinitiate an auriclosene 

in impetigo Phase IIb clinical trial in 2014 (we estimate mid-14).  NBY 

shares took a significant hit (46% reduction) from the failed Phase IIb trial 

results and they rebounded somewhat after recent Galderma announcement.  

Our $2.50 price target is based 

on a blended measurement of 

NPV driven sum-of-the-parts, 

and comparable analyses 

Robust auriclosene in UCBE 

Phase II results could lead to 

commencement of a Phase II 

or Phase II/IIII study in 2H14 

Auriclosene in impetigo Phase IIb 

development could have been further 

de-risked as partner Galderma S.A. 

plans to start another Phase IIb study 

in 2H14 with information learned from 

the two prior studies. 
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We believe risks of this program might have been further mitigated given 1) 

Galderma might have identified factors (although both companies did not 

reveal many details) that caused the failure of the Phase IIb study and will 

make correction for the upcoming Phase II study; and 2) auriclosene should 

be active based on very robust Phase IIa auriclosene in impetigo study 

results.  We believe the information, in total, could bode well for positive 

next clinical studies and potential approval.  As a reminder, the Phase IIa 

study demonstrated that at the end of the treatment, clinical response rates 

were 85%, 87% and 92%, and bacteriological response rates were 87%, 

89% and 95% for the ascending doses (0.1%, 0.5% and 1.5%), respectively.  

Such outcomes are similar to clinical results of Altabax – a currently-

marketed branded impetigo treatment, with the caveat of comparing two 

separated clinical studies.   

 Auriclosene in viral conjunctivitis Phase IIb study is underway with 

potential data release in mid-2014.  Based on mixed results from a Phase 

II trial results reported in 1Q11 indicating that the study did not meet 

primary endpoint, but a subset of patients (38%) with epidemic kerato-

conjunctivitis (EKC) demonstrated encouraging outcome in sustained 

microbiological success, clinical cure and blurred vision improvements, 

NovaBay is developing auriclosene in adenoviral conjunctivitis with 

emphasis on the EKC population after Alcon returned auriclosene rights 

back to the company.  A large Phase IIb trial (n=450) that evaluated 

auriclosene in viral EKC is underway.  The primary endpoint is sustained 

clinical cure at follow-up on day 18. Patients are required to partake in five 

visits for treatment.  We anticipate the top-line results of the Phase IIb study 

could be available in mid-2014.  Should the outcome be robust, the 

company could potentially commence a Phase III study in late 2014 with the 

possibility of seeking a partner. 

 Commercialization of NeutroPhase in chronic non-healing wound 

therapy management in ex-U.S. territories is ongoing with sales growth 

from China and Asia expected going forward.  In addition to auriclosene 

development, NovaBay also participated in commercialization of 

NeutroPhase as a skin and wound cleanser as a treatment of chronic non-

healing wounds.  NeutroPhase is a patented formulation of 0.01% pure 

hypochlorous acid solution which is cleared via the (510)k process by the 

FDA. In 1Q12, NovaBay established commercialization deal with Shanghai, 

China-based Pioneer Pharma for the China and Southeast Asian markets; 

while Pioneer Pharma became the largest shareholder of NovaBay (18.1%) 

after its equity investment.  We view NeutroPhase’s commercial potential in 

China and Southeast Asian markets could be significant based on large 

potential patient population and Pioneer Pharma’s strong marketing 

footprint in the region.  NovaBay has generated small amount of 

NeutroPhase revenue from China in 2013 and Pioneer Pharma expects a 

potential approval of NeutroPhase by SFDA of China in 2H14.  Should the 

approval scenario be realized, we anticipate NeutroPhase revenue from 

China could grow much more significantly going forward. 

 Substantial upside remains at the current valuation.  Based on multiple 

clinical developments and potential market potential of auriclosene if 

clinically successful and approved, we believe the current NBY shares are 

undervalued.  With several material catalyst events in 2014 and beyond, we 

believe NBY shares potentially could materially appreciate should outcome 

of these events be positive.  Accordingly, our $2.50 price target is supported 

The release of auriclosene in 

viral conjunctivitis (EKC) Phase 

IIb study results possibly in mid-

2014 could be the most near-

term data release catalyst for 

NBY shares 

Commercialization of NeutroPhase 

in chronic non-healing wound 

therapy management in China and 

Southeast Asia could provide NBY 

material revenue going forward.  

Partner, Pioneer Pharma anticipate 

potential approval by SFDA of 

China in 2H14   
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by a peer comparable and risk-adjusted cash flow sum-of-the-part analyses.  

We are recommending NBY shares to long-term oriented investors with 

high risk tolerance.   
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Company Description 

NovaBay is a clinical-stage biopharmaceutical company focused on discovering, 

developing, and commercializing proprietary anti-infective, auriclosene 

(formerly NVC-422), with a novel mechanism of action, and the potential not to 

elicit drug resistance from microbe – a phenomena frequently seen in traditional 

antibiotics and antifungal agents.  Auriclosene is being tested clinically in 

multiple clinical trials in various areas such as urology (in urinary catheter 

blockage and encrustation or UCBE), dermatology (for impetigo in 

collaboration with Galderma S.A.), and ophthalmology (in viral conjunctivitis). 

In addition, the company is in collaboration ex-U.S. partners to commercialize 

its FDA approved NeutroPhase in chronic non-healing wound therapy 

management.  Pioneer Pharma is the current leading partner with reach on the 

China and Southeast Asian markets.  As several major in-development programs 

are maturing with material events to come over the next 12 months, the 

company also is heading into a period with multiple potential catalysts starting 

in 2014 and beyond. 
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Anticipated milestones in 2014 and beyond 

 

Source: Laidlaw & Company and company presentation  

  

Product Indication Partner Event Timing

Impetigo (0.33%) Galderma
Potential to commence a Phase IIb clincial 

trial 
Mid- '14

Viral conjunctivitis (0.1% - 1.5%)
Potential data release of the Phase IIb 

study
Mid- '14

Potential discussion with the FDA for 

pivotal studies
1Q14

Potential to commence a Phase III  study 2014

NeutroPhase Wound care cleaning Potential approval in China 2H14

Auriclosene (NVC-

422) 

Prevention of urinary catheter 

blockage and encrustation (UCBE) 

(0.2%)
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Multiple Shots on Goal by Auriclosene 

Auriclosene is a unique anti-infective product with propensity not 
to elicit drug resistance from microbes 

The core investment thesis of NBY shares is that investors could be rewarded by 

the potential positive outlook of auriclosene based on clinical success and 

possible approval in some or all indications currently under clinical studies. 

Realizing this scenario could significantly increase NBY share value from the 

current level.  Auriclosene is being tested clinically in several areas such as 

urology (in urinary catheter blockage and encrustation or UCBE), dermatology 

(in impetigo in collaboration with Galderma S.A.), and ophthalmology (in viral 

conjunctivitis).   

What is auriclosene?  

Auriclosene (formerly called Aganocide or NVC-422), is an N-Chlorotaurine 

(NCT)-based non-antibiotic compound that has exhibited significant benefits 

over existing antibiotics during pre-clinical and clinical studies.  Auriclosene is 

a modified and improved version of chlorine-based agents originally derived 

from animals to fend off infections.  

It is well recognized that chlorine-based agents are one of the most frequently used 

products for disinfection and other domestic and industrial daily chores.  Animals 

have adapted the use of chlorine-agents to fend off infection.  For instance, 

polymorphonuclear neutrophils (PMNs), a main component of the innate immune 

system, attack invaded microorganisms through a cellular process called 

phagocytosis.  During phagocytosis, activated PMNs generate highly reactive 

oxygen species (ROS), such as hydrogen peroxide (H2O2) and superoxide anion 

(O2-), and, after reacting with an enzyme called myeloperoxidase, and chloride ions 

to produce hypochlorous acid (HOCl) (Figure 1).   

Figure 1 Hypochlorous acid (HOCl) production during oxidative burst process 

  

Source: Wang, L., et. al., J. Burn and Wounds, 2007, 6:65 -79 
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HOCl, a well-known strong oxidant, is a potent microbicidal agent of neutrophils.  

In vitro experiments have established that an estimated 10
6
 activated neutrophils can 

produce 0.1 μM HOCl, which is capable of killing 1.5 × 10
7
 Escherichia coli in less 

than five minutes. 

In the body, hypochlorous acid can further react with nitrogen-containing 

compounds, such as taurine, a nonessential amino acid found within neutrophils 

in the body to generate N-chlorotaurine.  Many N-chlorotaurine (NCT) 

derivatives, have demonstrated a broad spectrum of antimicrobial activities but 

with poor stability.  NovaBay developed a novel derivative – N, N-dichloro-2, 

2-dimethyltaurine (auriclosene) – which is significantly more stable and can 

maintain its anti-infective activities (Figure 2). 

Figure 2 Auriclosene (left) and improved stability (right) 

   

Source: Company presentation 

By demonstrating capability in 1) attacking multiple types of microbes; 2) 

eliminating a broad spectrum of multi-drug resistant (MDR) bacteria; 3) 

potentially circumventing drug resistance problems and 4) eliminating biofilm; 

Auriclosene has the potential as a unique class of anti-infective.  Further, 

auriclosene is well tolerant in human use, with a satisfactory safety profile.  

Among its various attributes, auriclosene differentiates itself from other 

traditional antibiotics is the ability to circumvent drug resistance (Figure 3).   

Figure 3 Auriclosene does not give rise to resistance by bacteria 

   

Source: Company presentation 

Major attributes of auriclosene are: 1) 

attacking multiple types of microbes; 2) 

eliminating a broad spectrum of multi-drug 

resistant (MDR) bacteria; 3) potentially 

circumventing drug resistance problems 

and 4) eliminating biofilm 
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We believe that the difficulties facing microorganisms in developing resistance 

against a chlorine-based disinfectant are a result of the compound creating 

highly-reactive chemicals that disrupt many fundamental elements needed for 

the survival of microorganisms.  For instance, the chlorine compound can 

generate an oxidization capacity called “chlorine cover” that exerts an 

immediate destructive impact on the bacterial surface. Since such destruction is 

ominous and targets the fundamental survival for the microbes, it is difficult for 

the organisms to develop resistance. 

Auriclosene currently is in three clinical developments in three different disease 

areas: urinary catheter blockage and encrustation (UCBE) in urology; impetigo 

in collaboration with Galderma S.A in dermatology; and viral conjunctivitis in 

ophthalmology.  Potential clinical successes leading to approval in some or all 

indication could significantly increase BNY share value from the current level. 

 

Auriclosene in catheter blockage and encrustation (UCBE) clinical 
development  

The company is developing auriclosene in a formulation as an irrigation solution 

for prevention of urinary catheter blockage and encrustation (UCBE). The 

objective for the use of auriclosene irrigation solution is to reduce the number of 

catheter changes required in very ill patients, lower incidences of urinary tract 

infections and improve the patient’s overall quality of life. NovaBay recently 

reported positive results of a Phase II study that evaluated auriclosene for 

improvement of catheter usage in spinal cord injury (SCI) patients with chronic 

indwelling transurethral urinary catheters.   

Urinary catheterization is a procedure commonly used for the management of 

bladder or continence problems in patients (Figure 4).  However, for longer term 

indwelling urinary catheter uses, urinary tract infections and catheter blockage 

(encrustation) are the most significant and common complications.   

Figure 4 Urinary catheterization 

  

Source: Company presentation 

Encrustation is caused by deposition of mineral salts on the internal surface of 

the catheter, resulting in blockage of urine flow.  The formation of mineral 

deposition (struvite or magnesium ammonium phosphate and calcium 

phosphate) was caused by the normally sterile acidic urine becoming alkaline 
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catalyzed by the high levels of urease generated by bacteria, mainly Proteus 

mirabilis and Escherichia coli.  Further, Proteus mirabilis and other bacteria 

have the ability to form a polysaccharide matrix or biofilm, which further 

protect the bacteria from the body’s immune defenses and antibiotics.  

Major risk for patient with an obstructed urinary catheter is autonomic 

dysreflexia (AD).  Patient suffers from AD could experience remarkably high 

blood pressure (with systolic readings over 200 mm Hg), intense headaches, 

profuse sweating, and AD has been considered as a medical emergency 

requiring immediate attention.  The severe high blood pressure was caused by 

increased signals via the sensory autonomic nerve, which run outside of the 

spinal cord and was derived from a distended bladder.   

Prevention of urinary tract infections and catheter blockage could be managed 

by irrigation of urinary catheters (Figure 5, left) and regular change of catheters.  

Both solution are not perfect as frequent change of urinary catheters could be 

costly; and the effectiveness of current irrigation methods are subpar and not 

user friendly. For example, commonly used irrigation solutions, such as saline 

or renacidin [comprised by citric acid, glucono-delta-lactone and magnesium 

carbonate manufactured by United Guardian (UG – NR)] would require two to 

three applications per day, or up to 21 times per week.   

Figure 5 Urinary catheter irrigation (left), and mechanism of action of Auriclosene as irrigation solution (right) 

  

Source: Company presentation 

As a potential urinary catheter irrigation solution, auriclosene has the potential 

benefit to reduce some of the root causes of bladder stone formation by targeting 

P. mirabilis and biofilm (Figure 5, right), possibly resulting in reduction of 

catheter changes.  In addition, Auriclosene irrigation might only be administered 

just twice a week. 

The recently reported positive results were part (part three) of the larger UCBE 

Phase II trial.  In this portion of the study, patients (n=14) were first randomized 

to receive 25ml 0.2% auriclosene or saline (0.9% sodium chloride) for the first 

treatment regimen and, after a washout period (7 to 21 days), crossed over to 

receive the other solution for the second treatment regimen.  Each treatment 

consists of two sequential catheter irrigations – each was with 25 ml solution 

retained in the catheter for 25 minutes and then drained.  All patients received 

eight treatments administered over a 26-day period (or 2X/week).  Primary 

As a potential urinary catheter irrigation 

solution, auriclosene has the potential 

benefit to reduce some of the root causes 

of bladder stone formation by targeting P. 

mirabilis and biofilm 
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endpoint is catheter patency at day 26; patency assessed by cross-sectional area 

(percentage of open area that is not encrusted) measurements at pre-selected loci 

on the catheter.  

The company reported top-line results in 3Q13 and demonstrated that 

auriclosene was effective at reducing the degree of catheter encrustation and 

maintaining the catheter patency over the course of the study. Specifically, the 

auriclosene irrigation solution reduced the average encrustation at the time of 

catheter removal from 77% encrusted (saline arm) to 22% encrusted 

(auriclosene arm). (Figure 6).  

Figure 6 Auriclosene irrigation solution reduces maximium percent area of encrustation 

  

Source: Company presentation 

Further, the auriclosene arm demonstrated a statistically significant reduction (p 

< 0.001) in the degree of encrustation based on a within-subject comparison 

(Figure 7, left).  In addition, 14% of auriclosene-treated vs. 64% saline treated 

patients have to remove their catheters early because of laboratory-confirmed 

blockage (p=0.016).  Within patients whose catheters have to be removed, none 

of auriclosene treated and 64% of saline treated patients were with catheters 

100% encrusted (p=0.003) (Figure 7, right).  

Figure 7 Data of each individual patient (left), and complete blockage and catheter removal profile (right) 

  

Source: Company presentation 

From the safety perspective, the drug was well tolerated; there were no 

treatment-related serious adverse events and treatment-related adverse events 

were mild or moderate in severity, transient and manageable in both treatment 

arms. 

The recently reported positive 

results from part three of the larger 

UCBE Phase II trial illustrated that 

auriclosene irrigation solution 

reduced the average encrustation 

at the time of catheter removal 

from 77% encrusted (saline arm) to 

22% encrusted (auriclosene arm). 
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Overall, we are encouraged by the positive results from the third part of the 

UCBE Phase II study.  Despite that the patient size for the study is relatively 

small, we view the robust results afford a viable proof-of-concept to 

demonstrate the potency of auriclosene as a urinary catheter irrigation solution.  

The UCBE study was a double-blinded, cross-over design and multi-center 

Phase II trial with a total of 67 patients enrolled. Each patient received both 

treatment regimens – auriclosene and saline control.  In part one and two of the 

study, total treatment regimen consisted of 7 treatments over two weeks 

(3X/week); while the part 3 study consisted of 8 treatment over four weeks 

(2X/week).  An improved formulation (with the advantage of reducing the 

number of required catheter irrigations vs. the current standard of care) has been 

used for the part 2 and 3 studies.  The Majority of the patients (94%) were 

diagnosed with spinal cord injury.  Roughly equal portions of patients have used 

transurethral (via the urethra) and suprapubic (via the anterior abdominal wall) 

catheter.  

Next Step.  The company is scheduled to conduct an end of Phase II meeting 

(EOP2M) potentially in 1Q14 with the FDA to determine the future clinical path 

to advance auriclosene in this indication.  It is possible, in our estimate that the 

company could commence an additional Phase II or potential a pivotal Phase III 

UCBE trial in 2H14.   

Market potential for auriclosene in UCBE  

According to a report from the Centers for Disease Control and Prevention, 

indwelling urinary catheters are standard medical devices used in hospitals and 

nursing homes to relieve urinary retention and urinary incontinence. It was 

estimated near 100 million catheters that are sold annually worldwide with 25 

million sold in the U.S
1
.  The use of indwelling urinary catheters can be further 

categorized into short (<14 days) and long (>14 days) term.  For market analysis 

purposes, we conservatively assume that patients with a long term permanent 

indwelling urinary catheter usage would be more immediately eligible for 

auriclosene urinary catheter irrigation solution.   

Patients with severe neurologic lower urinary tract (LUT) dysfunction due to 

other disorders that require long term indwelling urinary catheters would be the 

candidates that could potentially benefit from the use of an effective urinary 

catheter irrigation solution.  Potential patients could be those suffering from 

paraplegia spinal cord injury, multiple sclerosis and other CNS disease, such as 

stroke.  

According to the National Spinal Cord Injury Statistical Center, it is estimated 

that the annual incidence of spinal cord injury (SCI) in the U.S. is approximately 

12,000. Prevalence of SCI in the U.S. is estimated to be approximately 270,000 

(between 236,000 and 327,000) in 2012.  Based on the discharge data, complete 

paraplegia (impairment in motor or sensory function of the lower extremities) 

and tetraplegia (impairment in motor or sensory function of all four extremities) 

accounted for ~40% of total.  

Multiple sclerosis (MS), a chronic inflammatory demyelinating disease of the 

central nervous system, affects approximately 400,000 people in the U.S.
2
 and 

2.5 million worldwide.  It is widely reported that many MS patients suffering 

                                                           
1
 Morb. Mortal. Wkly. Rep. 41:783–787 

2
 Tullman, M.J., Am J Manag Care. 2013;19(suppl ): S15-S20 

NBY is scheduled to conduct an end of 

Phase II meeting (EOP2M) with the FDA 

potentially in 1Q14 to determine the 

future clinical path to advance 

auriclosene in UCBE.  An additional 

Phase II or potential a pivotal Phase III 

UCBE trial could start in 2H14.  



 

January 7, 2014 

 

Laidlaw & Company 

Est. 1842 

 

NovaBay Pharmaceuticals Page 13 of 33 
Yale Jen, Ph.D. 

 yjen@laidlawltd.com 

 

from bladder dysfunction. There are two distinct types of bladder disorders in 

MS: over-activity and incomplete emptying. The etiology of bladder disorder in 

MS usually due to problems in spinal cord and the symptom usually gets worse 

as MS disease progresses and mobility deteriorates.  It is estimated that 

approximately 75% will develop urinary symptoms.  Indwelling urinary 

catheters could be considered as a best option if bladder symptom management 

has become increasingly troublesome for patients and/or care takers.  

Other CNS diseases that could lead to the longer term indwelling urinary 

catheter use include stroke.  Management of bladder dysfunction is one of the 

major tasks for post-stroke rehabilitation.  It is estimated that incontinence exists 

in 40-60% of survivors shortly after having their stroke; while the figure reduces 

to 15% in stroke survivors after one year.  The use of indwelling urinary 

catheters is recommended mainly in the case of intractable urinary retention, 

continuous wetness or the need for monitoring. Each year, there are 

approximately 795,000 people suffer a stroke. Among them, about 600,000 of 

these are first attacks, and 185,000 are recurrent attacks.   

Together, NovaBay estimates there are more than 300,000 patients with severe 

neurologic lower urinary tract (LUT) dysfunction could benefit from the use of 

indwelling urinary catheters with original CNS disorders, such stroke, multiple 

sclerosis or spinal cord injury.  Among them, it is estimated that approximately 

one-third could suffer from more frequent blockages and encrustations and 

could potentially benefit the use of auriclosene irrigation solution.  For ROW, 

approximately 500,000 cases of UCBEs. 

Figure 8 Auriclosene in catheter blockage and encrustation (UCBE) market model 

 

Source: Laidlaw & Company estimates 

Our auriclosene in catheter blockage and encrustation (UCBE) market model 

suggests product could reach market in 2017 assuming the company to 

commence a Phase IIb study in 2H14 and a pivotal study in 2H15 with 

completion by early 2016 and NDA filing shortly after.  We assume a monthly 

treatment cost of $320 or $3,840 per year.  We estimate that in the U.S., 

permanently indwelling urinary cathetered patient population of 300,000 

(mainly from patient with stroke, multiple sclerosis or spinal cord injury) with 

nearly one-third with frequent blockage problem and could be benefit from 

regular auriclosene irrigation.  We conservatively assume a 17% peak 

penetration with annual sales of $85MM and postulate that the company could 

market the product via a small sales force. 

 

 

Permanently indwelling urinary cathetered patient population 309,000 309,464 309,928 310,393 310,858 311,324 311,791 312,259 312,728 313,197 313,666 314,137 314,608 315,080

Indwelling urinary cathetered patient with frequent blockage population 101,970 102,123 102,276 102,430 102,583 102,737 102,891 103,046 103,200 103,355 103,510 103,665 103,821 103,976

% of penetration to be treated by Auriclosene 0% 3% 6% 9% 12% 14% 14% 15% 15% 16% 16% 16% 16% 17%

Est. # of patients treated with Auriclosene 0 3,064 6,137 9,219 12,310 13,870 14,405 15,457 15,893 16,227 16,458 16,690 17,027 17,260

Cost per each treatment ($) 320 325 331 337 342 348 354 360 366 372 379 385 392 398

Treatment cost/patient /year ($) 3,840 3,905 3,972 4,039 4,108 4,178 4,249 4,321 4,394 4,469 4,545 4,622 4,701 4,781

Total Auriclosene revenue ($MM) 0 12 24 37 51 58 61 67 70 73 75 77 80 83

203020292022 2023 2024 202820272025 2026Auriclosene in UCBE Revenue Model 2017 2018 2019 2020 2021

We estimate 100,000 patients in the 

U.S. with long-term indwelling urinary 

catheter use and frequent blockages / 

encrustations problem are eligible 

patients that could benefit from 

auriclosene irrigation solution. We 

conservatively assume a 17% peak 

penetration with annual sales of 

$85MM 
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Risk of auriclosene in impetigo clinical advancement might have 
been further mitigated after recent development 

Impetigo is a superficial skin infection most commonly found in children. 

Staphylococcus aureus and group A streptococci are the bacterial agents 

commonly related to impetigo; while the former being in the majority.  The 

current treatment for impetigo includes an anti-bacterial agent called gentian 

violet and a topical as well as oral antibiotic.  

The company formed collaboration with Galderma in 3Q09 for the development 

of auriclosene (Aganocide) in dermatological indications, including acne and 

impetigo. The anticipated total milestone payments would total up to $50MM 

with NovaBay also receive 10% to 30% tiered sales-based royalties should the 

drug receive approval.  The royalty structure assumes a 10% royalty rate for 

sales under $75MM and adds 5% for each additional $75MM sales, until a 

maximum rate of 30% once the sales reach $300MM or above. So far, the 

company has received $23MM milestone payments.    

Galderma is a privately owned global dermatological-focused company formed 

in 1981 as a joint venture between Nestlé and L'Oréal. The company’s products 

portfolio includes treatment for acne, pigmentary disorders, skin cancers, 

rosacea, psoriasis/SRD (Steroid-Responsive Dermatoses), onychomycosis and 

skin senescence. The company is headquartered in Lausanne, Switzerland, with 

global head counts over 5,000. The company generated 1.59 billion Euros (or 

approximately $2.14 B) sales in 2012, an increase of 13% over 2011 revenues. 

The companies have conducted two Phase II studies (Phase IIa and IIb) 

evaluating auriclosene in impetigo with robust results of the Phase IIa study 

(reported in 3Q10) but disappointing Phase IIb trial results without meeting 

primary endpoint (reported in 4Q13).  In fact, NBY shares took a significant hit 

(46% reduction) as the company reported the Phase IIb trial outcome.  Given 

Galderma is very familiar with value of a potentially effective treatment in 

impetigo and obvious contradiction between the results from the two studies; the 

company, after careful examination of the two studies, reported recently to 

reinitiate a Phase IIb clinical trial of auriclosene for impetigo in 2014 (we 

estimate mid-14).  Although both companies did not reveal many details, we 

believe one factor could be that the formulation of the completed Phase IIb 

study might not be optimal.  Given Galderma decided to advance auriclosene in 

impetigo forward as the company might have identified the causes that 

negatively impacted on the Phase IIb study coupled with and very robust Phase 

IIa trial outcome, we believe the outlook for auriclosene for impetigo 

development, in our opinion, could have been further de-risked. 

We believe it would be valuable to examine the positive Phase IIa auriclosene in 

impetigo study.  The Phase IIa study is a double-blind, randomized, dose-

ranging trial evaluating the safety and clinical efficacy of auriclosene for the 

topical treatment of patients with impetigo due to Staphylococci. The trial 

recruited 129 patients (of which 117 completed the study) from age 2 to 12 and 

Given Galderma decided to advance 

auriclosene in impetigo forward as the 

company might have identified the 

causes that negatively impacted on the 

Phase IIb study, coupled with robust 

outcome of the Phase IIa trial, we 

believe  the outlook for auriclosene for 

impetigo development, in our opinion, 

could have been further de-risked 
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was conducted at two clinical centers in the Dominican Republic. Patients were 

randomized roughly at equal portion to receive low, medium or high doses of 

auriclosene gel three times a day for seven days. The clinical response and 

bacteriological efficacy were primary endpoints. Evaluation was carried out 

after one week of treatment and during a follow-up visit one week later. The 

clinical response was evaluated using the Skin Infection Rating Scale (SIRS). 

Ninety percent of patients of this study suffered from single bacterial infections 

(80% from Staphylococcus and the remaining from Streptococcus), while 10% 

of patients suffered from mixed bacterial infections. The infectious bacteria 

involved also included MRSA (methicillin-resistant Staphylococcus aureus) and 

Streptococcus pyogenes. 

The study demonstrated that at the end of the treatment, clinical response rates 

were 85%, 87% and 92%, and bacteriological response rates were 87%, 89% 

and 95% for the ascending doses (0.1%, 0.5% and 1.5%), respectively (Figure 

9). Follow-up response rates measured seven days after the treatment were 

similar to that at the end of treatment. Further, it is encouraging that the 

response rate for 10 patients infected with MRSA who completed treatment was 

100%. 

Figure 9 Robust Auriclosene in impetigo Phase IIa results with dose correlated 

clinical and bacteriological reduction 

  

Source: Company presentation 

With the recognition that comparing clinical results from different studies is not 

perfect, we believe robust Phase IIa results should bode well for a potential 

positive outlook for auriclosene as its approvability in impetigo by comparing to 

clinical results to Altabax – a currently-marketed branded impetigo treatment.  

For example, on a per protocol basis at the end of treatment, the clinical 

response rate was 92% vs. 90% and the bacteriological response rate was 95% 

vs. 90% for auriclosene (high dose) compared with Altabax (retapamulin) 

(Figure 10).  One week post-treatment, the response rate and bacteriological 

response rate dropped to 82% (8%) and 84% (6%), respectively, for Altabax 

while both measurements for auriclosene remained relatively unchanged. 

 

Prior Phase IIa study demonstrated 

that at the end of the treatment, 

clinical response rates were 85%, 

87% and 92%, and bacteriological 

response rates were 87%, 89% and 

95% for the ascending doses (0.1%, 

0.5% and 1.5%), respectively 
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Figure 10 Altabax in impetigo pivotal clinical studies results 

  

Source: Altabax package insert 

Market potential for auriclosene in impetigo  

Impetigo market is modestly competitive with several marketed and in-

development products in place.  Three marketed products are Bactroban, which 

is a mupirocin ointment with generic product available; Altabax or Altargo, 

which is a retapamulin ointment produced by GlaxoSmithKline (GSK – NR); 

and Fucidin, a fusidic acid cream sold by Leo Pharma A/S outside of the U.S.  

Two products are in development include ozenoxacin cream from Spanish-

based Ferrer recently completed one Phase III study; and minocycline foam 

from Israel-based Foamix in Phase II study (Figure 11). 

Figure 11 Impetigo market product development 

 

Source: Laidlaw & Company and Company presentation 

According to NovaBay management, total prescriptions written for impetigo 

treatment in the U.S., Europe (five major countries), Brazil and Japan in 2009 

based on an analysis by IMS Healthcare, were 1.3MM, 2.5MM, 2.3MM and 

6.6MM, respectively.  Together, the global TRx’s for impetigo were 

approximately 13MM, and total market was approximately $650MM.   

Should the company commence a Phase IIb study in 2014 and be successful, we 

project the company could start pivotal studies in 2H15 with possible NDA 

filing in 2017 and possible approval in 2018.  We assume a 22% and 10% peak 

  

Product Product type Developer Status

Mupirocin ointment (Bactroban) Pseudomonic acid A (PA-A) GSK, generic Marketed

Retapamulin ointment (Altabax, Altargo) Pleuromutilin antibiotics GSK Marketed

Fusidic acid cream (Fucidin) Bacteriostatic antibiotics Leo Marketed, not in the U.S.

Ozenoxacin cream Non-fluorinated quinolone antibiotics Ferrer Phase III

Minocycline foam Tetracycline antibiotics Foamix Phase II

Based on our projected timeline, we 

estimate a possible NDA filing and 

possible approval in 2017 and 2018, 

respectively for auriclosene in impetigo.  

We assume a 22% and 10% peak 

penetration in the U.S. and ROW markets 

with total annual peak sales of ~ $200MM 
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penetration in the U.S. and ROW with annual peak sales of approximately 

$200MM (Figure 12). 

Figure 12 Auriclosene in impetigo market model 

 

Source: Laidlaw & Company estimates 

 

Auriclosene in adenoviral conjunctivitis clinical development 

Conjunctivitis or “pink eye” is an eye infection of conjuntiva frequently occurs 

in young children.  Primarily causes of conjunctivitis are viruses and bacteria, 

resulting in inflammation in the outermost layer of the eye and the inner surface 

of the eyelids. Bacterial conjunctivitis is treated by antibiotics while no 

approved treatment is available for viral conjunctivitis. It is estimated that nearly 

50% of conjunctivitis cases are of viral origin. The current worldwide market 

for bacterial conjunctivitis is approximately $1.2 billion (the U.S. accounted for 

~$770MM) with Novartis’ (NVS – NR) Vigamox as the market leader having 

over 25% TRx share in the U.S.  

NovaBay consummated a collaboration with Alcon (subsequently acquired by 

Novartis) in 3Q06 to out-license the exclusive rights of auriclosene (aganocide) 

to develop and commercialize clinical products as treatment of eye and other 

indications.  Alcon conducted a Phase II study evaluating auriclosene in viral 

conjunctivitis in 3Q09 and the company shortened the study in 4Q10 (from 

n=250 to 81 due to the difficulty recruiting highly contagious viral conjunctivitis 

patients in the U.S) and reported the results in 1Q11.  The primary endpoint of 

the study is microbiological success at any visit for the time frame at Days 

1,3,5,7,9,11 and 18.   

The auriclosene in adenoviral conjunctivitis Phase II trial results were mixed as 

the study did not meet primary endpoint of 20% improvement of 

microbiological success on day 5 or 7.  However, for a subset of patients (38%) 

with epidemic kerato-conjunctivitis (EKC), results of sustained microbiological 

success (15%), clinical cure (15%) and blurred vision improvements (42% on 

day 18) were very encouraging (Figure 13).  Putting things in perspective with 

the caveat of comparing separated clinical studies, another ophthalmic anti-

infective (Vigamox) was approved based on similar level of efficacy (12% and 

18.5%); while Vigamox is an anti-bacterial compound and NVC-422 mainly 

2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030

Impetigo TRXs (U.S) 1,441,763 1,466,849 1,492,372 1,518,340 1,544,759 1,571,638 1,598,984 1,626,806 1,655,113 1,683,912 1,713,212 1,743,022 1,773,350

% share 4.5% 9.7% 13.7% 15.1% 17.5% 18.7% 19.0% 20.5% 21.5% 21.7% 21.9% 22.0% 22.0%

Auriclosene TRxs 64,879 142,284 204,455 229,269 270,333 293,896 303,807 333,495 355,849 365,409 375,193 383,465 390,137

Price/Rx $99 $103 $106 $110 $114 $118 $122 $126 $130 $134 $139 $144 $149

Total Sales U.S. ($ MM) $6.5 $14.6 $21.7 $25.2 $30.7 $34.6 $36.9 $41.9 $46.3 $49.1 $52.2 $55.1 $58.0

Impetigo TRXs (ex-U.S) 10,767,449 10,900,965 11,036,137 11,172,985 11,311,530 11,451,793 11,593,796 11,737,559 11,883,104 12,030,455 12,179,632 12,330,660 12,483,560

% share 1.3% 2.4% 4.5% 7.4% 8.7% 9.4% 9.7% 9.9% 10.1% 10.2% 10.3% 10.3%

Auriclosene TRxs 141,713 264,867 502,784 837,053 996,306 1,089,817 1,137,369 1,176,427 1,215,076 1,242,323 1,263,893 1,285,807

Price/Rx $78 $80 $83 $86 $89 $92 $95 $98 $101 $105 $108 $112

Total Sales ex-U.S.  ($ MM) $11.0 $21.2 $41.7 $71.8 $88.3 $99.9 $107.8 $115.3 $123.2 $130.2 $137.0 $144.1

WW Sales (in thousands) $6 $26 $43 $67 $103 $123 $137 $150 $162 $172 $182 $192 $202

Royalty Rate 10.0% 10.0% 10.0% 10.0% 15.0% 15.0% 15.0% 20.0% 20.0% 20.0% 20.0% 20.0% 20.0%

Galderma Royalties to NBY $1 $3 $4 $7 $15 $18 $21 $30 $32 $34 $36 $38 $40

Auriclosene in Impetigo Revenue Model 

Despite that prior mixed auriclosene in 

adenoviral conjunctivitis Phase II trial 

results as the study did not meet 

primary endpoint, results from a subset 

of patients (38%) with epidemic kerato-

conjunctivitis (EKC), demonstrating 

sustained microbiological success 

(15%), clinical cure (15%) and blurred 

vision improvements (42% on day 18) 

were very encouraging 
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focused on anti-viral activities (Figure 14).  In addition, mean severity of 

subepithelial infiltrates (SEIs) by visit day also improved for treatment vs. 

placebo group (Figure 15). 

Figure 13 Summary of auriclosene (NVC-422) in viral conjunctivitis Phase II trial results 

 

Source: Company presentation and Laidlaw & Company 

Figure 14 Study C-07-40 for Moxifloxacin AF ophthalmic solution approval 

  

Source: FDA document and Laidlaw & Company 

Figure 15 Mean severity of SEIs by visit day has been improved for the auriclosene treated group  

  

Source: Company presentation 

EKC is one of the three types of adenoviral conjunctivitis.  In addition to EKC, 

the other two are 1) follicular conjunctivitis (FC) which is associated with 

serotypes 1-11 and could cause symptom of upper respiratory infection (URI); 

and 2) pharyngoconjunctival fever (PCF), which is associated with Serotypes 3, 

4, and 7 and occur most commonly in children.  EKC is commonly associated 

with adenovirus serotypes 8, 19 and 37 and could cause epidemics with major 

Safety and Tolerability

Sustained 

Microbiological 

Success

Sustained 

Clinical Cure

Severity of 

Subepithelial 

Infiltrates 

Eye irritation 

 Day 5  Day  7   Day 11  Day  18   Day  18   Day  18  Day 11 

Treatment 10 20 70% (19/27) 89% (24/27) 83% (35/42) 67% (26/39) 14.2%

Placebo 8 19 61% (14/23) 74% (17/23) 74% (29/39) 60% (22/37) 1.3%

Delta = 9% 15% 9% 7%

Treatment 3 5 85% (11/13) 92% (12/13) 77% (13/17) 69% (11/16) 0.5

Placebo 0 3 38% (3/8) 50% (4/8) 62% (8/13) 54% (7/13) 0.9

Delta = 47% 42% 15% 15%

Improved Blurred Vision 

Clearing Rate

All (n=81)

EKC (n=30)

Primary endpoint Secondary analyses

Microbiological 

success on

 
Clinical cure rate Microbiological success rate

Moxifloxacin AF (Vigamox) 62.5% (265/424) 74.5% (316/424)

Vehicle (control) 50.6% (214/423) 56.0% (237/423)

Delta 11.9% 18.5%

95% CI 5.07 -- 18.60 12.2 -- 24.8

p  value =0.0005 < 0.0001

Study C-07-40 for Moxifloxacin AF Ophthalmic Solution approval
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economic consequences.  EKC could cause impairment of the cornea with a 

potential consequence of subepithelial infiltrates (SEIs) – an immune response 

to viruses infecting the cornea – photophobia (glare), and blurred vision that 

may persist for months to years. 

After Alcon returned auriclosene rights back to NovaBay in 2Q11, the company 

decided to further develop auriclosene in adenoviral conjunctivitis with 

emphasis on the EKC population and hired Dr. David Stroman, who has 

overseen auriclosene in viral conjunctivitis development with Alcon.  NovaBay 

commenced enrollment for a Phase IIb trial in 2Q12; with trial design based on 

results from the aforementioned Phase II study that demonstrated significant 

improvement in symptoms of blurred vision and redness in patients suffering 

from EKC) when treated with auriclosene.  

The ongoing Phase II study is an international (US, Brazil and India), multiple-

center, randomized, placebo-controlled, 450-patient study that evaluates 0.33% 

auriclosene vs. vehicle control.  The primary endpoint is sustained clinical cure 

at follow-up on day 18. Patients are required to partake in five visits for 

treatment.  The study is managed by top-tier clinical research organizations: 

Symbio in the U.S.; Quintiles in India; and Chiltern in Brazil.  

Next Step.  We anticipate the top-line results of the Phase IIb study could be 

available in mid-‘14.  Should the outcome be robust, the company could 

potentially commence a Phase III study in late 2014 with the possibility for 

seeking a partner. Given sentiment for the study on the Street there was modest, 

a positive outcome, in our opinion, could generate substantial upside for NBY 

shares.  

Market potential for auriclosene in adenoviral conjunctivitis 

According to epidemiological data of viral and bacterial conjunctivitis, we 

estimate there could have approximately six million patients in the U.S. with a 

potential 15 million scripts for viral conjunctivitis.   

We believe the competition for viral conjunctivitis is rather mild since most 

clinical developments for viral conjunctivitis remained in early stages and 

Figure 16 illustrates several examples.  

Figure 16 Viral conjunctivitis product developments 

 

Source: Laidlaw & Company  

Should the Phase II results be positive, the company could commence a Phase 

III study in 2014 and if successful, we project the company could start pivotal 

studies in late 2014 with possible NDA filing in 2016 and possible approval in 

2017.  We assume a 24% peak penetration in the U.S. with annual peak sales of 

Product Product type Developer Status

Zirgan Ganciclovir ophthalmic gel (0.15%)
Laboratoires Thea (currently Bausch & Lomb 

or Valeant Pharmaceuticals )
Phase II (not successful)

Doxovir 2-methylmidazade Redox Pharmaceutical Phase I

FST-100 Dexamethasone (0.1%) & povidone-iodine (0.4%) Foresight Biotherapeutics Phase I

NBY is conducting a Phase IIb study 

evaluating auriclosene in adenoviral 

conjunctivitis with emphasis on the EKC 

population with top-line results expected 

in mid-2014.  Given sentiment for the 

study on the Street there was modest, a 

positive outcome, in our opinion, could 

generate substantial upside for NBY 

shares. 
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approximately $250+MM (Figure 17).  Given sales and marketing of 

ophthalmology product requires specialty pharma expertise, we believe 

NovaBay will seek partner to advance into commercialization if clinical studies 

are successful.  As such, we assume the company could receive milestone and 

royalty revenue from partner if business development effort is successful. 

Figure 17 Auriclosene in adenoviral conjunctivitis market model 

 

Source: Laidlaw & Company estimates 

 

Solid intellectual property and other protection for Auriclosene 

NovaBay has a broad intellectual property estate, which includes five issued and 

13 pending U.S. patent applications for NeutroPhase and the auriclosene 

compounds.  The company also has 21 issued and 35 pending ex-U.S. patent 

applications for NeutroPhase and the auriclosene compounds.  In addition, the 

company indicated that they continue to seek protection of its proprietary 

technologies aggressively. Key issued patents include: 

 U.S. Patent No. 6,424,066, which provides coverage for a method of 

treating burns or promoting wound healing, tissue repair or tissue 

regeneration using a specific range of formulations of hypochlorous 

acid. This patent was issued on July 30, 2002, and will expire on 

January 12, 2020; 

 U.S. Patent No. 7,462,361, which provides composition-of-matter 

coverage of our lead development candidate, auriclosene, and other 

Aganocide compounds. This patent was issued on December 9, 2008, 

and will expire on August17, 2024; 

 U.S. Patent No. 7,393,522 which provides coverage for a method of 

disinfecting open wounds and burns, promoting wound healing or 

providing ocular disinfection using a specific range of formulations of 

hypochlorous acid. This patent was issued on July 1, 2008, and will 

expire on October 27, 2020; 

 U.S. Patent No. 7,893,109 which is a continuation application of U.S. 

Patent No. 7,462,361 and provides composition-of-matter coverage of 

additional N, N-dichloroamine compounds related to auriclosene. This 

patent was issued on February 22, 2011, and will expire in 2024; and  

 U.S. Patent No. 7,846,971 which provides composition-of-matter 

coverage of additional Aganocide compounds. This patent was issued 

on December 7, 2010, and will expire on January 25, 2026. 

  

Total scripts for conjunctivitis 14,975,809 15,050,688 15,125,942 15,201,572 15,277,579 15,353,967 15,430,737 15,507,891 15,585,430 15,663,357 15,741,674 15,820,383 15,899,485 15,978,982

Patients receive medication 6,289,840 6,321,289 6,352,896 6,384,660 6,416,583 6,448,666 6,480,910 6,513,314 6,545,881 6,578,610 6,611,503 6,644,561 6,677,783 6,711,172

Penetration in total (%) 3% 7% 13% 17% 19% 21% 22% 23% 23% 24% 24% 24% 24% 24%

Patients receive Aganocide 440,289 1,053,548 1,966,372 2,584,267 2,902,740 3,224,333 3,465,744 3,566,815 3,654,783 3,743,542 3,778,002 3,796,892 3,799,977 3,787,019

Costs per scrip ($) $57 $58 $59 $61 $62 $63 $64 $66 $67 $68 $70 $71 $72 $74

Total revenue from non-specific conjunctivitis ($ MM) $25.1 $61.4 $116.9 $156.6 $179.5 $203.3 $222.9 $234.0 $244.6 $255.5 $263.1 $269.7 $275.3 $279.8

2029 2030Auriclosene in Adenoviral Conjunctivitis Revenue Model 2018 2024 2025 2026 2027 20282019 2020 2021 2022 20232017
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Continued NeutroPhase Commercialization Provides Modest 
Revenue and Upsides as Market Grows 

In addition to the development of auriclosene, NovaBay also participated in 

commercialization of NeutroPhase as a skin and wound cleanser as a treatment 

of chronic non-healing wounds, which include pressure, venous stasis and 

diabetic ulcers. NeutroPhase is a second value driver for NBY shareholders.  

NeutroPhase is a patented formulation of 0.01% pure hypochlorous acid 

solution which is cleared via the (510)k process by the FDA as a medical 

device.  Hypochlorous acid is well recognized for its effect in disinfection and 

potential treatment as illustrated in Figure 1. 

The company currently is conducting commercial launch of NeutroPhase in 

multiple markets worldwide in collaboration with various partners.  In 1Q12, the 

company established commercialization deal with Shanghai, China-based 

Pioneer Pharma (先锋医药) (HK.01345 – NR) for marketing rights in China 

and NovaBay has received $1.3MM payments.  The two companies 

subsequently in 3Q12 and 4Q13 amended the agreement to further expand the 

marketing partnership to include Southeast Asia, such as Hong Kong, Macau, 

Taiwan, Singapore, Malaysia, Indonesia, Myanmar, Philippines, Thailand, 

Vietnam, Brunei, Cambodia and Laos.  The 4Q13 agreement also added two 

new products, CelleRx and i-Lid Cleanser to be sold in China.  CelleRx is used 

in aesthetic dermatology; while i-Lid cleanser, is designed for ophthalmological 

applications.  With additional equity investment, by Pioneer Pharma company 

became the largest shareholder of NovaBay with 7.1 million shares or 18.1% of 

total shares outstanding based on recent the Bloomberg reporting.   

We view commercial potential for NeutroPhase in China and Southeast Asian 

markets could be significant.  NovaBay expects to receive revenue in the form 

of a transfer fee and anticipate it to increase as sales grow. Founded in 1996, 

Pioneer Pharma Holdings is one of the larger comprehensive marketing, 

promotion and channel management service providers dedicated to imported 

pharmaceutical products and medical devices in China.  The company has 

established a nationwide marketing, promotion and channel management service 

network with 1,000 sales reps covering over 20,000 hospitals and other medical 

institutions and 40,000 drugstores across 31 provinces, municipalities and 

autonomous regions in China.  For 2012, the company has generated sales of 

RMB 959MM (or $158MM); and a 33.5% annual growth over prior year.  For 

the first six month in 2013, the company generated sales of RMB 551MM (or 

$91MM).  

We view commercial potential for 

NeutroPhase in China and Southeast 

Asian markets could be significant. 

Partner Pioneer Pharma has broad 

market reach in the area. A potential 

approval of NeutroPhase by SFDA of 

China in 2H14 could help to boost 

revenue growth going forward. 
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NovaBay has generated small amount of NeutroPhase revenue from China in 

2013 and Pioneer Pharma expects a potential approval of NeutroPhase by SFDA 

of China in 2H14.  Should the scenario be realized, we anticipate NeutroPhase 

revenue from China could grow much more significantly going forward.   

In addition, NovaBay and Shin Poong Pharma in South Korea in April 2013 

signed an exclusive distribution agreement to commercialize NeutroPhase in 

South Korea.  
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Financial Projections and Valuation 

With the recent infusion of cash of ~$5.7MM from Pioneer Pharma, and the 

recently reported cash and cash equivalent of approximately $10.8MM by the 

end of 3Q13, we estimate the company could end the year with cash of 

~$11MM.  As such, we believe the company’s cash could support the operation 

for another 12 months. 

Summary of projected sales and probability-adjusted value 

  

Source: Laidlaw & Company estimates 

Our probability-adjusted-NPV-driven, sum-of-the-parts analysis illustrates a 

breakdown of value for each potential value driver, with auriclosene in 

impetigo, UCBE and viral conjunctivitis accounting for 29%, 33% and 21% of 

the total value, respectively, while NeutroPhase revenue in chronic non-healing 

wound accounts for 18%.   

NPV driven probability-adjusted sum-of-the-part analysis 

  

Source: Laidlaw & Company estimates 

Asset
Peak sales 

($MM)

Royalty 

estimate

NPV           

($ MM)

Prob. 

adjustment

rNPV          

($ MM)

Auriclosene in impetigo 200 10% - 30% 57.1 51% 29.1

Auriclosene in UCBE 85 NA 85.8 39% 33.5

Auriclosene in viral

conjunctivitis
260 25% 99.2 21% 20.8

NeutroPhase for wound 

care (Rev. to NBY)
20 NA 59.6 30% 17.9

Auriclosene Impetigo

Adjusted NVP =  $29.1

NVP per share =  $0.72 29%

Auriclosene UCBE

Adjusted NVP =  $33.5

NVP per share =  $0.83 33%

Auriclosene Viral conjunctivitis

Adjusted NVP =  $20.8

NVP per share =  $0.52 21%

NeutroPhase Wound healing

Adjusted NVP =  $17.9

NVP per share =  $0.44 18%

Total =  $2.51 100%
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For the peer comparable analysis, we have chosen a group of companies with 

anti-infective development or with catheter cleaning solutions.  From our 

analysis, we believe a fair one-year valuation target of the company is $2.79. 

Comparable analysis 

 

Source: Laidlaw & Company estimates 

 

Together with the projected one-year target prices of $2.51 and $2.79, we 

derived a blended and more conservative one-year price target of $2.50 for 

NBY. 

 

  

Tetraphase Pharmaceuticals TTPH NR NA 13.50 25 340 68 0 272 Phase III Infection - antibiotics

InSite Vision INSV NR NA 0.30 132 40 11 41 69 Phase III / Marketed Infection / Ophthalmology

United-Guardian UG NR NA 28.00 5 129 11 0 118  Marketed Infection / renacidin

CorMedix CRMD NR NA 1.19 14 17 1 0 16 Phase III Infection - catheter-related 

Oculus Innovative Sciences OCLS NR NA 3.50 7 23 3 1 21  Marketed Infection / Wound care 

Average 218 45 8 99

NovaBay Pharmaceuticals NBY Buy 2.50 1.22 39 48 11 0 37 Phase III Infection

NBY share fair value matching its Phase III peers = $2.79

Potential upside = 129%

Market Cap            

($ MM)

Cash       

($ MM)

Debt         

($ MM)

Tech Value        

($ MM)

Most Advanced 

Development Stage
Major     Indication Company Ticker Rating

Target 

Price ($)

Price ($) 

(12/27/13)

Shares 

Outstanding 

(MM)
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Major Risks 

Failures of current and upcoming clinical programs.  Although auriclosene 

demonstrated promising efficacy and a satisfactory safety profile from the Phase 

II studies in several indications, there is no assurance that the future clinical 

developments’ efficacy and safety profiles will be satisfactory enough to 

advance the program into later stage clinical development.  Given the clinical 

study successes are the most near-term hurdle to be overcome before 

auriclosene can be advanced into the next stage of development, clinical study 

failure could significantly impair the value of the company’s asset and 

shareholder value.  

Maintaining current and expanding future partnerships are not 

guaranteed.  One of major validations of NovaBay’s technologies and 

significant near-term revenue prospects derive from the company’s collaborative 

partners, such as Galderma.  Should partner decide to terminate collaboration 

with NovaBay, shareholder value could be substantially impacted, due to the 

potential loss of future revenue and concerns about the company’s technology 

for generating effective therapeutic products.  In addition, there is no assurance 

that the company can further forge additional collaborations for generating 

revenue. 

Product may not reach anticipated sales.  Although auriclosene and 

NeutroPhase have illustrated promising efficacy and safety profiles, and the 

latter has received FDA approval, the sales potential for either product could 

miss reach of our forecasts. It is difficult to project more accurately the sales 

potential of auriclosene in impetigo given the market is relatively mature despite 

that Galderma is very experienced in dermatology sales.  Further, it could be 

even more difficult to forecast potential future auriclosene sales in adenoviral 

conjunctivitis and catheter blockage and encrustation (UCBE) since no 

approved product or substantial generic products are already in the market.  

Despite the fact that NeutroPhase is approved to be used in wound care in the 

U.S., it is not guaranteed that the product could receive approval in China and 

can successfully launch in China and Southeast Asian markets.  In addition, 

NovaBay may not generate projected revenue from its own in-house pipeline. 

Additional financing could dilute shareholder value.  Regardless of whether 

or not the company forges additional collaborations with partners to generate 

non-dilutive revenue to support operation, it is likely that NovaBay may need to 

provide offerings to raise cash from investors to fund its operations.  As such, 

the share value for existing investors could be diluted.  Further, if the company 

cannot raise equity capital at more favorable terms, the share value of current 

shareholder could be further impaired. 

Limited trading liquidity limits shareholder options. Given daily trading 

volume and name recognition of NBY shares are relatively modest, some 

investor could be hesitate to own the shares as relatively illiquid trading volume 

could face constraints if they want to increase or reduce their positions in a 

volatile stock market. 
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Management 

Ron Najafi, Ph.D. – President & CEO. Dr. Najafi founded NovaBay, and 

assumed the role of President in 2002, and Chief Executive Officer in 2004. His 

tenure at NovaBay includes several management positions, including Chief 

Scientific Officer. Prior to founding the company, Dr. Najafi was President and 

CEO of California Pacific Laboratories, a chemical laboratory safety devices 

company. He has also held scientific roles at Rhone Poulenc Rorer (now Sanofi 

or SYN - NR), Applied Biosystems, and Aldrich Chemical. Dr. Najafi received 

B.S. and M.S. degrees in chemistry from the University of San Francisco, and a 

Ph.D. in organic chemistry from the University of California at Davis. 

Thomas Paulson – CFO. Mr. Paulson joined NovaBay in 2008 as Chief 

Financial Officer. Prior to joining NovaBay, he was a partner at Tatum LLC, an 

executive services and consulting firm. Mr. Paulson was also President and 

CEO of The Paulson Group, a management consulting company whose clients 

included high-technology and biotechnology companies. He also held senior 

management positions at Avigen, Neurogen Corporation, Ciba-Corning 

Diagnostics, Quidel Corporation, and Abbott Laboratories. Mr. Paulson received 

a Bachelor’s degree from Loyola University and an M.B.A from the University 

of Chicago. 

Keith R. Bley, Ph.D – Senior Vice President of Product Development. Dr. 

Bley joined NovaBay in 2013 as Senior Vice President of Product Development 

Before joining NovaBay, Dr. Bley worked as consultant to various 

pharmaceutical companies in the San Francisco Bay Area, assisting these 

companies with a wide range of drug development activities. Prior to his 

consulting work, Dr. Bley was the Senior Vice President for Nonclinical 

Research and Development at NeurogesX, Inc. for over ten years. Prior to his 

work at NeurogesX, Dr. Bley worked as Research Manager for Roche 

Pharmaceuticals and Syntex Corporation. Dr. Bley received his Ph.D. in 

Cellular and Molecular Physiology from Yale University.  

Russell Hoon – Senior Vice President, Advanced Wound Care.  Mr. Hoon 

joined NovaBay in 2011 with expertise in clinical development, regulatory 

approval process, manufacturing scale-up, and sales and marketing of various 

medical products and devices. Prior to joining NovaBay, Mr. Hoon served as 

President of Hoon Consulting. Before founding that consulting business, Mr. 

Hoon worked at Xylos Corporation for ten years, nine of which as President and 

Chief Operating Officer. He also served as Director of Marketing and Business 

Development at Tutogen Medical and marketing manager at Integra Life 

Sciences. 

Roy J. Wu – SVP Business Development. Mr. Wu joined NovaBay in 2009 in 

his present role. He has over 30 years of experience in the pharmaceutical 

industry having held management positions of increasing responsibility in the 

areas of global business development, licensing, international marketing, project 

management, clinical development, and Pacific sector regulatory and 
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pharmaceutical development. During his tenure at Genelabs Technologies, Mr. 

Wu completed numerous licensing agreements and research collaborations with 

companies including Novartis, Gilead Sciences, Tanabe Seiyaku, and 

Affymetrix. As a VP at Kissei Pharma USA, he was responsible for clinical 

development, regulatory affairs, and business development. Prior to these 

experiences, Dr. Wu worked as Director of Business Development at Quintiles-

BRI, and in various positions of escalating importance at Syntex Corporation, 

where he was ultimately the Director of Research & Development and Program 

Planning & Management, Japan. Mr. Wu received his MBA in international 

finance from the University of San Francisco. 

David Stroman, Ph.D. – Senior Vice President, Ophthalmology.  Dr. 

Stroman joined NovaBay in 2011 as Senior Vice President of Ophthalmic Drug 

Development. Dr. Stroman has a long track record of bringing ophthalmology 

and otic anti-infective products to markets in the U.S. and many other countries. 

Prior to joining NovaBay, Dr. Stroman served in various positions at Alcon for 

21 years, most recently as Therapeutic Unit Head for Anti-Infectives since 1990. 

Before joining Alcon he worked in the Infectious Disease Research Unit of The 

Upjohn Company, and in leading the Biotechnology Unit at Phillips Petroleum 

Company and its joint ventures with The Salk Institute, Bissendorf Peptide, 

GmbH, and Baylor College of Medicine. Dr. Stroman received his Ph.D. in 

Biochemistry and Molecular Biology from the University of Oklahoma Medical 

School. 
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Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

  

NovaBay – Income Statement
($'000)

1Q13 2Q13E 3Q13 4Q13E 1Q14E 2Q14E 3Q14E 4Q14E

Revenue
Product royalty revenue 63           17           (1)           400 479 440         453         499         548         1,940 3,841
Cost of goods sold 22 16 43 198 279 220 227 249 274 970 1,959
Gross profit 41 1 (44) 202 200 220 227 249 274 970 1,882

Revenue (upfront, milestone, etc.) 10,993 6,855 914 790 1,035 1,128 3,867 620         434         447         461         1,963 2,277

Others 26 92 43           41           65           30 179 52           45           40           35           172 196

Total non-product revenue 11,019 6,947 957         831         1,100      1,158 4,046 672         479         487         496         2,135 2,473

Research and development 9,911 9,275 2,925      2,937      2,513      2,563 10,938 2,486      2,387      2,411      2,435      9,719 10,885

General and administrative 5,429 5,981 1,560      2,045      1,525      1,504 6,634 1,489      1,503      1,473      1,488      5,954 6,490

Total Operating Expenses 15,340 15,256 4,485      4,982      4,038      4,067 17,572 3,975      3,890      3,884      3,923      15,673 17,375

Operating Incomes (losses) (4,321) (8,309) (3,487)     (4,150)     (2,982)     (2,707) (13,526) (3,082)     (3,184)     (3,148)     (3,153)     (13,538) (13,019)

Non-cash gain on decrease in fair value of warrants (732) 1,439 (520)        104         (866)        1,400 118 (800)        600         (400)        700         100 120

Total Other Income, net (30) (155) -             5            3            4 12 1            1            1            1            4 10

Income before tax (5,083) (7,025) (4,007) (4,041) (3,845) (1,303) (13,396) (3,881) (2,583) (3,547) (2,452) (13,434) (12,889)

Tax (2) (2) (2)           (7)           (3)           (6) (18) (3)           (3)           (3)           (3)           (15) (15)

Net Income (Loss) (5,085) (7,027) (4,009)     (4,048)     (3,848)     (1,309) (13,414) (3,884)     (2,586)     (3,550)     (2,455)     (13,449) (12,904)

Net Income (Loss) Applicable to Common Shareholders ($5,085) ($7,027) (4,007)     (4,056)     (3,842)     ($1,305) ($13,414) (3,880)     (2,582)     (3,546)     (2,451)     ($13,449) ($12,900)

Net Earnings (Losses) Per Share—Basic and Diluted ($0.20) ($0.24) ($0.11) ($0.11) ($0.10) ($0.03) ($0.36) ($0.10) ($0.06) ($0.09) ($0.06) ($0.34) ($0.26)

Shares outstanding—basic and diluted 25,773 29,448 36,756 37,266 37,467 39,397 37,722 39,647 39,897 40,147 40,397 40,022 50,397

25,773 29,448 36,756 37,266 37,467 39,397 37,722 39,647 39,897 40,147 40,397 40,022 50,397

Margin Analysis (% of Sales/Revenue)

R&D 90% 134% 293% 353% 238% 188% 258% 279% 338% 327% 316% 313% 250%

MG&A 49% 86% 156% 246% 144% 111% 156% 167% 213% 200% 193% 192% 149%

Operating Income (loss) -39% -120% -349% -499% -282% -199% -319% -345% -451% -427% -410% -436% -299%

Net Income -46% -101% -402% -488% -364% -96% -316% -435% -366% -481% -318% -433% -296%

Financial Indicator Growth Analysis (YoY%)

Revenue (upfront, milestone, etc.) 13% -38% -30% -8% -71% 6% -44% -32% -45% -57% -59% -49% 16%

Other revenue NA 254% 760% 173% 160% -36% 95% 21% 10% -38% 17% -4% 14%

Total Revenue 13% -37% -28% -5% -70% 4% -42% -30% -42% -56% -57% -47% 16%

R&D 15% -6% 29% 24% 0% 21% 18% -15% -19% -4% -5% -11% 12%

SG&A -4% 10% 1% 49% 24% -18% 11% -5% -26% -3% -1% -10% 9%

Operating Loss -4% 92% 40% 44% 2713% -5% 63% -12% -23% 6% 16% 0% -4%

Total Other Income, net -112% 417% -100% -81% -118% -103% -108% NA -80% -67% -75% -67% 150%

Net Income 18% 38% 58% 81% -3500% -44% 91% -3% -36% -8% 88% 0% -4%

EPS - Diluted 7% 21% 23% 39% -2719% -55% 49% -10% -41% -14% 83% -6% -24%

Yale Jen, Ph.D.  212-953-4978

Source: Roth Capital Partners Research and NovaBay's SEC filings

2015E2014E2013E2011 2012



 

 

Jan
u

ary
 7

, 2
0

1
4
 

L
aid

law
 &

 C
o

m
p
an

y
 

E
st. 1

8
4

2 

N
o

v
aB

ay
 P

h
arm

aceu
ticals  

P
ag

e 2
9

 o
f 3

3
 

Y
ale Jen

, P
h

.D
. 

 y
jen

@
laid

law
ltd

.co
m

 

Balance Sheet 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

  

NovaBay – Balance Sheet

1Q13 2Q13 3Q13 4Q13E 1Q14E 2Q14E 3Q14E 4Q14E

Assets

Cash and cash equivalents 8,428 12,735 8,387 6,594 6,934 10,397 10,397 7,148 4,646 3,160 695 695 16,649

Short term investments 5,710 4,135 4,805 4,811 3,885 3,085 3,085 3,085 3,085 2,389 2,389 2,389 2,389

Liqid assets 14,138 16,870 13,192 11,405 10,819 13,482 13,482 10,233 7,731 5,549 3,083 3,083 19,038

Account receivable  and other receivables 3 943 916        112          272            206            206 177        194          196            186            186 198

Inventory 61          48            63              100            100 135        200          320            508            508 1,006

Deferred tax asset

Prepaid expenses and other current assets 417 445 365 427 330 287 287 301 321 308 320 320 346

Total Current Assets 14,558 18,281 14,534 11,992 11,484 14,076 14,076 10,845 8,446 6,373 4,097 4,097 20,587

Other asset 135 63 63 74 74 61 61 68 85 84 96 96 97

Property and equipment, net 1,270 891 819 761 687 641            641 613        597          550            572            572 604

Total Assets 15,963 19,235 15,416 12,827 12,245 14,777 14,777 11,526 9,128 7,006 4,765 4,765 21,288

Liabilities and Stockholders’ Equity

Accounts payable 472 455 539 611 1,013 791 791 853 878 949 1,113 1,113 1,058

Accrued liabilities 1,061 1,497 1,178 1,708 1,842 1,669 1,669 1,689 1,645 1,661 1,567 1,567 1,603

Deferred revenue 1,305 1,221 757 470 207 0 0 0 0 0 0 0 0

Total Current Liabilities 2,838 3,173 2,474 2,789 3,062 2,460 2,460 2,542 2,523 2,610 2,680 2,680 2,660

Deferred rent 115 60 73          93            116            85              85 90          97            100            77              77 101

Deferred revenue—non-current 945 671 730 1,037 1,081 700 700 500 450 370 100 100 0

Warrant liability   2,721 1,282 1,802 1,698 2,564 824 824 1,521     1,694       2,500         2,300         2,300 2,419

Total Liabilities 6,619 5,186 5,079     5,617       6,823         4,069         4,069 4,653     4,764       5,580         5,157         5,157 5,180

Total convertible preferred stock

Common stock 286 369 369        374          387            390            390 397        405          410            414            414 485

Additional paid-in capital 42,386 54,004 54,299 55,223 57,264 63,864 63,864 63,894 63,964 64,564 65,194 65,194 94,524

Accumulated other comprehensive income (44) (13) (11)         (19)           (13)             (25)             (25) (17)         (21)           (18)             (19)             (19) (21)

Deficit accumulated during the development stage (33,284) (40,311) (44,320) (48,368) (52,216) (53,521) (53,521) (57,401) (59,984) (63,529) (65,980) (65,980) (78,881)

Total Stockholders’ Equity 9,344 14,049 10,337 7,210 5,422 10,708 10,708 6,873 4,364 1,427 (392) (392) 16,108

Total Liabilities and Stockholders’ Equity 15,963       19,235       15,416   12,827      12,245       14,777       14,777       11,526   9,128       7,006         4,765         4,765         21,288       

Yale Jen, Ph.D. 212-953-4978

Source: Roth Capital Partners Research and NovaBay's SEC filings

2014E2014E2013E2011 2012
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Cash flow Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimate 

  

NovaBay – Cash Flow Statement

Cash Flows From Operating Activities: 1Q13 2Q13 3Q13 4Q13E 1Q14E 2Q14E 3Q14E 4Q14E

Net loss (5.09) (7.03) (4.01) (4.05) (3.85) (1.31) (13.21) (3.88) (2.58) (3.55) (2.45) (12.46) (12.90)

Adjustments to reconcile net loss to net cash used in operating activities:

Depreciation and Amortization 0.43 0.34          0.08 0.08 0.08 0.05 0.29 0.06 0.07 0.06 0.05 0.23 0.27

Accretion of discount on short-term investments 0.00 -               0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Net realized (gain) loss on sales of short-term investments 0.03 0.09          0.01 0.01 0.01 0.01 0.03 0.01 0.01 0.01 0.01 0.04 0.05

Loss on disposal of property and equipment 0.18          0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Employee stock-based compensation 1.11 1.30          0.22 0.30 0.19 0.20 0.91 0.30 0.40 0.27 0.34 1.31 1.45

Compensation expense for warrants and stock issued for services 0.11 0.04          0.00 0.16 0.00 0.00 0.17 0.00 0.00 0.00 0.00 0.00 0.00

Non-employee stock-based compensation 0.74 0.24          0.05 0.02 0.03 0.02 0.12 0.03 0.02 0.04 0.02 0.11 0.14

Non-cash gain on change in fair value of warrants (1.44)         0.52 (0.10) 0.87 (1.40) (0.12) 0.80 (0.60) 0.40 (0.70) (0.10) (0.12)

Changes in operating assets and liabilities:

Purchase of inventory (0.02) (0.04) 0.01 (0.02) (0.04) (0.08) (0.04) (0.07) (0.12) (0.19) (0.41) (0.50)

Prepaid expenses and other 0.13 0.05          0.08 (0.07) 0.10 0.04 0.16 (0.01) (0.02) 0.01 (0.01) (0.03) (0.03)

Decrease in accounts receivable 0.50 (0.94)         0.03 0.80 (0.16) 0.07 0.74 0.03 (0.02) (0.00) 0.01 0.02 (0.01)

Accounts payable and accrued liabilities 0.35 0.67          (0.22) 0.62 0.56 (0.39) 0.56 0.08 (0.02) 0.09 0.07 0.22 (0.02)

Increase in deferred tax

Deferred revenue (1.44) (0.01)         (0.41) 0.02 (0.22) (0.59) (1.19) (0.20) (0.05) (0.08) (0.27) (0.60) (0.10)

Net Cash from Operating Activities (3.14) (6.53) (3.69) (2.20) (2.41) (3.34) (11.63) (2.82) (2.86) (2.87) (3.12) (11.67) (11.77)

Cash Flows From Investing Activities:

Purchase of property and equipment (0.12)        (0.14)         (0.01)         (0.02) (0.01) (0.01) (0.05) (0.01)         (0.02)         (0.01)         (0.02)         (0.06) (0.09)

Purchases of short-term investments (7.58)        (4.87)         (2.13)         (1.77) (0.43) (3.00)         (7.33)         (1.90)         (1.70)         (0.90)         (1.20)         (5.70) (6.60)         

Proceeds from maturities and sales of short-term investments 3.04         6.38          1.45          1.75 1.35 3.21          7.76 1.45          2.00          1.70          1.24          6.39 5.08

Net Cash from Investing Activities (4.67) 1.36 (0.69) (0.04) 0.91 0.20 0.39 (0.46) 0.29 0.79 0.03 0.64 (1.61)

Cash Flows From Financing Activities:

Proceeds from preferred stock issuances, net of offering costs -               -               -               

Proceeds from common stock issuances 2.80          0.02          0.40 0.01 5.70          6.13          0.02 0.01 0.20 0.30 0.53 28.50        

Proceeds from exercise of options and warrants 0.10         0.09          0.02          0.05 1.82 0.90 2.78          0.01 0.06 0.40 0.33 0.80 0.83          

Proceeds from shelf offering, net of costs 4.63         6.66          -               -               -               -               -               -               -               -               -               -               -               

Proceeds from borrowings under equipment loan 0.09         -               -               -               -               -               -               -               -               -               -               -               -               

Principal payments on equipment loan (0.11)        (0.07)         -               -               -               -               -               -               -               -               -               -               -               

Principal payments on capital lease (0.02) -               -               -               -               -               -               -               -               -               -               -               -               

Net Cash Provided by Financing Activities 4.70 9.47 0.03 0.45 1.83 6.60 8.91 0.03 0.07 0.60 0.63 1.33 29.33

Net increase (decrease) in cash (3.11) 4.31 (4.35) (1.79) 0.34 3.46 (2.34) (3.25) (2.50) (1.49) (2.47) (9.70) 15.95

Cash at beginning of period 11.53 8.43 12.74 8.39 6.59 6.93 12.74 10.40 7.15 4.65 3.16 10.40 0.69

Cash at end of period 8.43 12.74 8.39          6.59          6.93          10.40        10.40 7.15          4.65          3.16          0.69          0.69 16.65

Yale Jen, Ph.D.  212-953-4978

Source: Roth Capital Partners Research and NovaBay's SEC filings
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DISCLOSURES: 
ANALYST CERTIFICATION 
The analyst responsible for the content of this report hereby certifies that the views expressed regarding the company or companies and their securities accurately 

represent his personal views and that no direct or indirect compensation is to be received by the analyst for any specific recommendation or views contained in this 

report.  Neither the author of this report nor any member of his immediate family or household maintains a position in the securities mentioned in this report. 
 

EQUITY DISCLOSURES 
For the purpose of ratings distributions, regulatory rules require the firm to assign ratings to one of three rating categories (i.e. Strong Buy/Buy-Overweight, Hold, or 
Underweight/Sell) regardless of a firm's own rating categories.  Although the firm’s ratings of Buy/Overweight, Hold, or Underweight/Sell most closely correspond to 

Buy, Hold and Sell, respectively, the meanings are not the same because our ratings are determined on a relative basis against the analyst sector universe of stocks.  An 
analyst's coverage sector is comprised of companies that are engaged in similar business or share similar operating characteristics as the subject company.  The analysis 

sector universe is a sub-sector to the analyst's coverage sector, and is compiled to assist the analyst in determining relative valuations of subject companies.  The 

composition of an analyst's sector universe is subject to change over time as various factors, including changing market conditions occur.  Accordingly, the rating 
assigned to a particular stock represents solely the analyst's view of how that stock will perform over the next 12-months relative to the analyst's sector universe. 
 

Additional information available upon request. 
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Rating and Price Target Change History 

 

Source: Laidlaw & Company  Created by: Blue-Compass.net 
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Laidlaw & Company Rating System* 
% of Companies 

Under Coverage 

With This Rating 

% of Companies for which Laidlaw & Company 

has performed services for in the last 12 months 

Investment Banking Brokerage 

Strong Buy 

(SB) 

Expected to significantly outperform the sector over 12 
months. 

0.00% 0.00% 0.00% 

Buy (B) Expected to outperform the sector average over 12 months. 81.82% 36.36% 18.18% 

Hold (H) 
Expected returns to be in line with the sector average over 12 

months. 
18.18% 0.00% 0.00% 

Sell (S) 
Returns expected to significantly underperform the sector 

average over 12 months. 
0.00% 0.00% 0.00% 

 

ADDITIONAL COMPANIES MENTIONED 

Novartis (NVS: NR) 

Pioneer Pharma (HK.01345: NR) 

United Guardian (UG: NR) 

GlaxoSmithKline (GSK: NR) 

Tetraphase Pharmaceuticals (TTPH: NR) 

InSite Vision (INSV: NR) 

CorMedix (CRMD: NR) 

Oculus Innovative Sciences (OCLS: NR) 
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ADDITIONAL DISCLOSURES 
As of the date of this report, neither the author of this report nor any member of his immediate family or household maintains an ownership position in the securities of 
the company (ies) mentioned in this report. 

This report does not provide individually tailored investment advice and has been prepared without regard to the individual financial circumstances and objectives of 

persons who receive it. Laidlaw & Co (UK), Ltd. recommends that investors independently evaluate particular investments and strategies, and encourages investors to 
seek the advice of a financial adviser.  The appropriateness of a particular investment or strategy will depend on an investor's individual circumstances and objectives.  

The securities, instruments, or strategies discussed in this report may not be suitable for all investors, and certain investors may not be eligible to purchase or participate 

in some or all of them.  This report is not an offer to buy or sell or the solicitation of an offer to buy or sell any security/instrument or to participate in any particular 
trading strategy. 

Associated persons of Laidlaw & Co (UK), Ltd not involved in the preparation of this report may have investments in securities/instruments or derivatives of 

securities/instruments of companies mentioned herein and may trade them in ways different from those discussed in this report.  While Laidlaw & Co (UK), Ltd., 
prohibits analysts from receiving any compensation. Bonus or incentive based on specific recommendations for, or view of, a particular company, investors should be 

aware that any or all of the foregoing, among other things, may give rise to real or potential conflicts of interest. 

With the exception of information regarding Laidlaw & Co (UK), Ltd. this report is based on public information.  Laidlaw & Co (UK), Ltd makes every effort to use 
reliable, comprehensive information, but we make no representation that it is accurate or complete and it should not be relied upon as such.  Any opinions expressed are 

subject to change and Laidlaw & Co (UK), Ltd disclaims any obligation to advise you of changes in opinions or information or any discontinuation of coverage of a 

subject company.  Facts and views presented in this report have not been reviewed by, and may not reflect information known to, professionals in other Laidlaw & Co 
(UK), Ltd business areas.  Laidlaw & Co (UK), Ltd associated persons conduct site visits from time to time but are prohibited from accepting payment or 

reimbursement by the company of travel expenses for such visits.  The value of and income from your investments may vary because of changes in interest rates, 

foreign exchange rates, default rates, prepayment rates, securities/instruments prices. market indexes, operational or financial conditions of companies or other factors.  
There may be time limitations on the exercise of options or other rights in securities/instruments transactions.  Past performance is not necessarily a guide to future 

performance.  Estimates of future performance are based on assumptions that may not be realized.  If provided, and unless otherwise stated, the closing price on the 
cover page is that of the primary exchange for the subject company's securities/instruments. 

Any trademarks and service marks contained in this report are the property of their respective owners. Third-party data providers make no warranties or representations 

of any kind relating to the accuracy, completeness, or timeliness of the data they provide and shall not have liability for any damages of any kind relating to such data.  
This report or any portion thereof may not be reprinted, sold or redistributed without the written consent of Laidlaw & Co (UK), Ltd.  This report is disseminated and 

available primarily electronically, and, in some cases, in printed form. 

The information and opinions in this report were prepared by Laidlaw & Co (UK), Ltd.  For important disclosures, please see Laidlaw & Co (UK), Ltd.’s disclosure 
website at www.Laidlawltd.com, or contact your investment representative or Laidlaw & Co (UK), Ltd at 546 Fifth Ave, 5th Floor, New York, NY 10036 USA. 

        © 2013 Laidlaw & Co. (UK), Ltd. 
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