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 Durect Corporation (DRRX-NASDAQ) 

                                      

Current Recommendation Buy

 

Prior Recommendation Neutral

 

Date of Last Change 09/06/2012

   

Current Price (11/05/12) $0.92

 

Target Price $2.00

        
Update 

SUMMARY DATA  

Risk Level High

 

Type of Stock Small-Growth

 

Industry Med-Drugs

                       

On November 5, 2012, DURECT Corp. reported financial 
results for the third quarter ended September 30, 2012. The 
company reported total revenues in the quarter of $3.8 
million. Revenues consisted of $2.7 million in product sales 
from the ALZET Pumps and LACTLE polymer businesses 
and $1.1 million in collaborative payments. Collaborative 
payments consisted primarily of ratable recognition of 
upfront payments from Zogenix and collaborative payments 
from Pfizer on the Remoxy supply agreement. Revenues 
were down 53% from the third quarter in 2011 when the 
company booked significantly higher collaborative 
payments from now defunct partnerships with Hospira and 
Nycomed on POSIDUR. 

52-Week High $1.66

 

52-Week Low $0.69

 

One-Year Return (%) -41.94

 

Beta 1.23

 

Average Daily Volume (sh) 406,013

   

Shares Outstanding (mil) 88

 

Market Capitalization ($mil) $79

 

Short Interest Ratio (days) 0.79

 

Institutional Ownership (%) 37

 

Insider Ownership (%) 5

   

Annual Cash Dividend  $0.00

 

Dividend Yield (%)  0.00

   

5-Yr. Historical Growth Rates 

 

    Sales (%) 14.8

 

    Earnings Per Share (%) N/A

 

    Dividend (%)   N/A

   

P/E using TTM EPS N/A

 

P/E using 2012 Estimate N/A

 

P/E using 2013 Estimate N/A
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ZACKS ESTIMATES 

 

Revenue  
(In millions of $) 

 

Q1 Q2 Q3 Q4 Year 

 

(Mar) (Jun) (Sep) (Dec) (Dec) 
2011 8.6 A   7.8 A 8.1 A 8.9 E 33.5 E 
2012 41.2 A   4.8 A 3.8 A 3.3 E 53.1 E 
2013 

    

16.0 E 
2014 

    

   21.2 E 

 

Earnings per Share 
 (EPS is operating earnings before non-recurring items) 

 

Q1 Q2 Q3 Q4 Year 

 

(Mar) (Jun) (Sep) (Dec) (Dec) 
2011 -$0.07 A -$0.06 A -$0.05 A   -$0.03 A   -$0.21 A 
2012 $0.35 A -$0.05 A -$0.05 A 

 

-$0.07 E  

 

$0.18 E 
2013 

    

-$0.23 E 
2014 

  

      -$0.20 E 

 
DRRX: Pfizer s Tone On Remoxy Spooks 
Investors, But Little Has Really Changed
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     WHAT S NEW   

Recent Financial Results

  
On November 5, 2012, DURECT Corp. reported financial results for the third quarter ended September 30, 2012. 
The company reported total revenues in the quarter of $3.8 million. Revenues consisted of $2.7 million in product 
sales from the ALZET Pumps and LACTLE polymer businesses and $1.1 million in collaborative payments. 
Collaborative payments consisted primarily of ratable recognition of upfront payments from Zogenix and 
collaborative payments from Pfizer on the Remoxy supply agreement. Revenues were down 53% from the third 
quarter in 2011 when the company booked significantly higher collaborative payments from now defunct 
partnerships with Hospira and Nycomed on POSIDUR.   

Net loss for the third quarter 2012 was $4.8 million, or $0.05 per share. Loss was driven by $2.9 million in SG&A 
and $4.7 million R&D. Operating expenses were generally in-line with our model. DURECT exited the third quarter 
with $20.6 million in cash and investments. We find this level of cash to be sufficient to fund operations throughout 
2013. However, we suspect that DURECT will see to raise additional capital at some point in 2013. We believe that 
barring positive news out of Pfizer on Remoxy or a deal for POSIDUR or ELADUR, selling ALZET and LACTLE 
represents the best option for management to raise non-dilutive cash in 2013.   

Pfizer s Tone Spooks Investors, But Little Has Really Changed

  

On November 1, 2012, Pfizer held a conference call to discuss its third quarter earnings and financial outlook with 
investors. In the past, Pfizer s conference calls have provided the best source of information on the status of 
Remoxy for DURECT investors. Pfizer s tone before the call last Thursday had always been upbeat and optimistic 
on resolving the manufacturing issues that resulted in the two complete response letters on Remoxy. The tone last 
Thursday was a bit different. When asked about Remoxy during the Q&A session of the call, John Young, Pfizer s 
President & General Manager, Primary Care Business Unit, responded:  

Remoxy has been a challenging asset that our teams have been working on very diligently since the acquisition of 
King. As a result of that work and extensive insights that we ve gained around the formulation, we ve initiated 
confirmatory bioavailability studies to assess the pharmacokinetic or PK profile of modified Remoxy formulation 
compositions. And we expect those studies to read out early in 2013. We think that the results of those studies will 
provide us a much greater clarity on whether or not we ll be able to adequately address the questions raised in the 
complete response letter that we received from the FDA. So we re targeting a late March meeting with the FDA to 
discuss those outputs and agree on a net go or no-go decision. I think one last comment just to make is that I think 
it s important to remember that our commitment to this area is very strong, and as such we continue to invest in our 
compound ALO-02, which is an extended release oxycodone, which uses a naltrexone platform technology and it s 
currently in Phase 3.

  

John Young certainly didn t serve up doom and gloom on Remoxy, but the comments above are a decisively more 
cautious tone than in the past when we ve heard Pfizer say:  

We see it as when, not if  Ian Reed, CEO (August 2011) 
We are continuing to make progress  Ian Reed, CEO, (November 2011) 
We have a much better understanding of the formulation We anticipate meeting with the FDA during the third 

quarter this year (2012) to discuss next steps  Oliver Brandicourt, President & GM (January 2012) 
We remain cautiously optimistic  Hoping to meet with the FDA in the fourth quarter of 2012  John Young, 

President & GM (July 2012)  

We remind investors that Pfizer conducted two bioavailability (BE) / pharmacokinetic (PK) studies on Remoxy 
earlier in 2012. The first of these two studies was initiated in March 2012 and completed in June 2012 
(Clinialtrials.gov Identifier: NCT01552850). The second study also initiated in March 2012 and completed in August 
2012 (Clinialtrials.gov Identifier: NCT01552863). Based on John Young s comments above, it seems as though 
results of these two studies was not sufficient for Pfizer to schedule a meeting with the FDA before the end of the 
year. Instead, Pfizer plans to conduct some confirmatory BE / PK studies with a new modified formulation of 
Remoxy. Management expects read-outs from these studies in early 2013.  

http://www.zacks.com
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As a result, the timeframe for the FDA meeting, guided to take place in fourth quarter 2012 in July 2012 has now 
been pushed back to March 2013. We note that DURECT management mentioned on their third quarter call on 
November 5, 2012 that, You don t run confirmatory studies unless you are confirming something Which sounds 
like DURECT believes the data Pfizer generated was good and just needs to be replicated before they bring it to the 
FDA. In fact, DURECT said they have seen the data from the second BE / PK study that Pfizer completed in August 
2012 and were pleased with the outcome. This suggests that Pfizer is confirming progress rather than a failure.  

However, just as Pfizer s comments last week cannot be ignored, they should not be considered positive. There is 
no FDA meeting scheduled for March 2013, this is only the current goal. And there may never be a meeting 
between Pfizer and the FDA on Remoxy unless Pfizer feels comfortable that it generated the type of data it needs 
to move forward. As of today, regardless of what DURECT thinks is being confirmed or not confirmed, this has not 
happened. The facts are, this is the first time that Pfizer has raised concerns on whether or not they will be able to 
adequately address the questions raised in the complete response letter. The fact that Pfizer is now talking about a 
go / no-go decision, versus previous comments on when, not if certainly spooked investors.   

But what has really changed? In the past we ve written that Remoxy has a 50/50 chance at approval post re-file. We 
still believe that. Perhaps what we should have said is that Remoxy has a 50/50 chance at a re-file. If Pfizer meets 
with the FDA in March 2013 after running three or four BE / PK studies and then decides to re-file the NDA, the 
odds of approval are probably better than 50/50.  

Finally, Pfizer mentioning ALO-02 in the same breath as Remoxy also raised investor concerns. ALO-02 was 
acquired by Pfizer when they acquired King Pharmaceuticals in October 2012. ALO-02 was developed by 
Alpharma, which King acquired in December 2008. ALO-02 is an investigational oxycodone hydrochloride and 
naltrexone hydrochloride extended-release capsule. In October 2012, Pfizer announced that ALO-02 offered a long-
term safety profile comparable to competing formulations. However, the 395-patient study showed that about 60% 
of the patients discontinued taking the drug during a 12-month period, almost 20% due to the drugs side-effects. 
Pfizer is currently conducting a phase 3 efficacy trial on ALO-02 (Clinialtrials.gov Identifier: NCT01571362) with data 
expected in the third quarter 2013.  

At this point, we are not yet concerned that Pfizer will scrap Remoxy for ALO-02. ALO-02 has both potential safety 
and tolerability issues, and intellectual property issues. Based on the formulation, Remoxy looks like a superior 
option for Pfizer, even with potentially up to 30% royalty payments to DURECT and Pain Therapeutics. We note the 
manufacturing of ALO-02 is no slam dunk either, as Pfizer has had trouble with Embeda, a product with a similar 
drug delivery platform technology. Investors thinking ALO-02 is a competitive threat to Remoxy should temper their 
fears. As of now, it seems like more of a long-shot.   

Where Does That Leave Us With Remoxy?  

In September 2012, we initiated coverage of DURECT Corp. with a Buy rating and $2.50 price target. We 
encourage investors to read our 26-page report (downloaded copy: http://bit.ly/DRRX-Initiation-Sept2012).  

Back in September 2012, we believed the story was vastly undervalued. We stripped the company down into its 
individual product components through a sum-of-parts analysis and arrived at a $2.50 per share value. Today, 
despite the seemingly more cautious tone Pfizer has taken with Remoxy, we are reiterating our rating. However, 
pushing back the Remoxy timeframe reduces our target by $0.50 to $2.00. We note the vast majority of our 
valuation still comes from Remoxy. In September, we expected that Pfizer would be in position to re-file the new 
drug application on Remoxy during the first half of 2013. We have pushed back this expectation to the second half 
of 2013, and thus the reduction to our target.  

Nevertheless, we see Remoxy, a tamper-resistant extended release formulation of oxycodone, as a blockbuster 
drug. We think that Pfizer will be able to capture 30% of the OxyContin market from Purdue Pharma LP within five 
years of launch. Its shear marketing muscle, with the ability to co-detail Remoxy next to blockbuster pain 
medications like Lyrica and Celebrex, along with Purdue s less-than-stellar reputation should help drive uptake once 
approved. Abuse of OxyContin is a major healthcare concern, and recent FDA advisory panels and CDC workshops 
have the problem on the top of the get it fixed list. We think Remoxy is a meaningful step forward in the fight to 
reduce the OxyContin abuse epidemic.     

http://www.zacks.com
http://bit.ly/DRRX-Initiation-Sept2012
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DURECT is entitled to receive a tiered royalty on global sales of Remoxy at Pfizer. There are no expenses 
associated with the ongoing royalty stream. In fact, DURECT and Pfizer recently signed a long-term supply 
agreement whereby DURECT will supply some of the excipients included in the Remoxy formulation at a cost-plus 
transfer price. We see the royalties from Remoxy, heavily discounted, worth $1.50 per share.    

Pipeline Update

  
On the DURECT conference call on November 5, 2012, management provided a brief update on the rest of the 
pipeline outside of Remoxy. Generally, little has changed from our September 2012 initiation of coverage.  

Investors still may be questioning DURECT s strategy to file for approval of Posidur based on the failure of the 
phase 3 BESST trial earlier in the year. Back in September, management was guiding to filing the NDA before the 
end of the year. Now, the NDA has been pushed into the first quarter 2013. Management notes not wanting to rush 
the NDA around the holidays as the chief reason for the delay. We do not see this as a major concern.  

Our model assumes the company receives a complete response letter (CRL) and that the FDA requires DURECT to 
re-conduct another phase 3 program. We think BESST was outside the core capabilities of the product  surgical 
pain. We think odds favor success in a second phase 3 trial with a more narrow focus for Posidur, such as 
laparoscopic cholecystectomy (gallbladder removal). We see only a 20% chance of approval on the first NDA. 
Nevertheless, even with the expected CRL and the delay and costs necessary to conduct another phase 3 trial, we 
think Posidur, with peak sales around $250 million, is worth $0.35 per share if DURECT can eventually gain 
approval on a second attempt in say 2015.  

Management reports being in discussions with potential partners on both TRANSDUR-Sufentanil and ELADUR. We 
have minimal expectations for both factored into our valuation. Any potential deal for either of these products would 
be a pleasant surprise for investors. Finally, Zogenix continues enrollment in its phase 1 study with Relday, which 
we are expecting to be completed by the end of the year.  

Below is our sum-of-parts analysis. We include only modest contributions from the rest of the pipeline, including 
Eladur, TRANSDUR-sufentanil, Relday, and early-stage ORADUR candidates. We also include projected operating 
expenses over the next several years at around $30 to $35 million in combined R&D and SG&A, a net operating 
loss (NOL) carryforward of approximately $228 million at year end 2011, and a projected cash balance of $17.5 
million at year end 2012. We see cash sufficient to fund operations into 2014.   

Sum-Of-Parts Valuation Value / Share 

Royalties on Remoxy (Pfizer) $1.50 / Share 

Royalties on Posidur (Unpartnered) $0.35 / Share 

Royalties on Eladur (Unpartnered) $0.26 / Share 

Royalties on TRANSDUR-Sufentanil (Unpartnered) $0 

ORADUR-ADHD (Unpartnered) $0.12 / Share 

Relday (Unpartnered) $0.12 / Share 

ALZET Pumps & LACTLE Polymers $0.33 / Share 

Cash + NOL  Operating Expenses -$0.60 / Share 

NPV Sum-of-Parts for DURECT Corp. ~$2.00 / Share 

  

DURECT is a high-risk investment, tied closely to the future of Remoxy. However, at today s price we like the risk / 
reward. Our modeling shows the shares have over 100% upside to fair-value. Besides Remoxy, this upside could 
come from virtually any other product in the pipeline. We see several catalysts on the horizon, including the Posidur 
NDA filing and potential partnerships on TRANSDUR, ELADUR, and ORADUR-ADHD as bringing investor attention 
back to the name.        

http://www.zacks.com
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Source: DURECT Corp. Investor Presentation, August 7, 2012 
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       PROJECTED INCOME STATEMENT    

Durect Corporation - Income Statement 

                        
2010 A 2011 A Q1A Q2A Q3A Q4E 2012 A 2013 E 2014 E 2015 E 

Posidur (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

Remoxy (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0.0 $19.2 
YOY Growth - - - - - - - - - - 

Sufentanil-Patch (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

Eladur (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

Relday (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

ORADUR-Opioids (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

ORADUR-ADHD (Royalty) $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 
YOY Growth - - - - - - - - - - 

Alzet Pumps & Lactle Polymers $11.5 $11.1 $2.9 $2.6 $2.7 $2.8 $10.9 $11.0 $11.2 $11.4 
YOY Growth - - -7.6% -2.9% -7.1% 12.9% -1.8% 0.7% 1.8% 1.8% 

Collaborative Revenue $20.1 $22.4 $38.3 $2.2 $1.1 $0.5 $42.2 $5.0 $10.0 $15.0 
YOY Growth - 11.3% 595% -57% -78% -92% 89% -88.1% 100.0% 50.0% 

Total Revenues $31.6 $33.5 $41.2 $4.8 $3.8 $3.3 $53.1 $16.0 $21.2 $45.6 
YOY Growth - 6.0% 379% -39% -53% -63% 59% -69.9% 32.5% 115.0% 

Cost of Goods Sold $4.3 $4.7 $1.5 $1.1 $1.0 $1.2 $4.8 $4.6 $4.6 $4.6 
Product Gross Margin 62.8% 57.6% 48.9% 56.5% 61.6% 58.0% 56.1% 58.5% 59.0% 60.0% 

SG&A $14.9 $13.6 $3.3 $3.0 $2.9 $3.5 $12.7 $12.0 $12.5 $13.0 
% SG&A 47.3% 40.5% 8.0% 63.6% 74.6% 106.1% 23.9% 75.0% 59.0% 28.5% 

R&D $36.2 $34.1 $5.6 $5.0 $4.7 $5.0 $20.4 $20.0 $22.0 $24.0 
% R&D 114.6% 101.7% 13.7% 103.9% 124.0% 151.5% 38.3% 125.0% 103.8% 52.6% 

Operating Income ($23.8) ($18.9) $30.8  ($4.4) ($4.8) ($6.4) $15.3  ($20.6) ($17.9) $4.0  
Operating Margin - - 74.8% - - - 28.8% - -84.4% 8.8% 

Interest & Other Net $0.9  $0.1  $0.0  $0.0  $0.0  $0.0  $0.1  $0.1  $0.1  $0.1  

Pre-Tax Income ($22.9) ($18.8) $30.8  ($4.3) ($4.8) ($6.4) $15.3  ($20.5) ($17.8) $4.1  

Taxes $0  $0  $0  $0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  
Tax Rate 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 

Net Income ($22.9) ($18.8) $30.8  ($4.3) ($4.8) ($6.4) $15.3  ($20.5) ($17.8) $4.1  
YOY Growth - - - - - - - - - - 

Net Margin - - - - - - 28.9% - -83.9% 9.1% 

Reported EPS ($0.26) ($0.21) $0.35  ($0.05) ($0.05) ($0.07) $0.18  ($0.23) ($0.20) $0.05  
YOY Growth - -  - - - - - - - 

Shares Outstanding 86.9 87.4 87.6 87.6 87.7 87.8 87.7 88.0 89.0 90.0 
Source:  Zacks Investment Research, Inc.                                                           Jason Napodano, CFA 
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