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UNITED STATES  
SECURITIES AND EXCHANGE COMMISSION  

WASHINGTON, D.C. 20549  

FORM 8-K  

CURRENT REPORT  
Pursuant to Section 13 or 15(d) of the  

Securities Exchange Act of 1934  

Date of Report (Date of earliest event reported): April 22, 2009  

Impax Laboratories, Inc. 
(Exact name of registrant as specified in its charter)  

Registrant’s telephone number, including area code: (510) 476-2000  

Not Applicable 
(Former name or former address, if changed since last report)  

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of 
the following provisions (see General Instruction A.2. below):  

�     Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)  

�     Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)  

�     Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))  

�     Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))  

   

  

  

  

          
Delaware   000-27354   65-0403311 

  
  

  
  

  

(State or other jurisdiction  
of incorporation)   

(Commission  
File Number)   

(IRS Employer  
Identification No.) 

      
30831 Huntwood Avenue, Hayward, CA   94544 

  
  

  

(Address of principal executive offices)   (Zip Code) 

  

  

  



   

Item 7.01 Regulation FD Disclosure.  

Item 8.01 Other Events.  

     On April 22, 2009, the Company distributed a letter to its employees discussing the Company’s recent accomplishments, its current business 
strategies and the expected principal drivers of its future growth. The letter includes the Company’s estimate of the market potential for its two 
lead product candidates in its Branded Pharmaceutical Products division, which it has not previously disclosed publicly. A copy of this letter is 
attached hereto as Exhibit 99.1 and incorporated by reference herein.  

     Statements included in the attached letter that do not relate to present or historical conditions are “forward-looking statements.” Additional 
oral or written forward-looking statements may be made by the Company from time to time. Such forward-looking statements involve risks and 
uncertainties that could cause results or outcomes to differ materially from those expressed in the forward-looking statements. Forward-looking 
statements may include statements relating to the Company’s plans, strategies, objectives, expectations and intentions. Words such as 
“believes,” “forecasts,” “intends,” “possible,” “estimates,” “anticipates,” and “plans” and similar expressions are intended to identify forward-
looking statements. The Company’s ability to predict results or the effect of events on its operating results is inherently uncertain. Forward-
looking statements involve a number of risks, uncertainties and other factors that could cause actual results to differ materially from those 
discussed in this letter. Such risks and uncertainties include the effect of current economic conditions on the Company’s industry, business, 
financial position, results of operations and market value of its common stock, its ability to timely file periodic reports required by the 
Securities Exchange Act of 1934, its ability to maintain an effective system of internal control over financial reporting, its ability to sustain 
profitability and positive cash flows, its ability to maintain sufficient capital to fund operations, any delays or unanticipated expenses in 
connection with the construction of its Taiwan facility, its ability to successfully develop and commercialize pharmaceutical products, the 
uncertainty of patent litigation, consumer acceptance and demand for new pharmaceutical products, the impact of competitive products and 
pricing, the difficulty of predicting FDA filings and approvals, inexperience in conducting clinical trials and submitting new drug applications, 
reliance on key alliance agreements, the availability of raw materials, the regulatory environment, exposure to product liability claims, 
fluctuations in operating results and other risks described in the Company’s Annual Report on Form 10-K for the fiscal year ended 
December 31, 2008. You should not place undue reliance on forward-looking statements. Such statements speak only as to the date on which 
they are made, and the Company undertakes no obligation to update publicly or revise any forward-looking statement, regardless of future 
developments or availability of new information.  

     In addition, significant changes and volatility in the current economic environment and in the competitive landscape may make it 
increasingly difficult for the Company to predict its future revenues and earnings. As a result, any estimates or guidance with respect to future 
revenue, earnings, cash flow from operations, expenses or other financial metrics that the Company has provided, including statements made in 
the attached letter, may be overtaken by future market developments or may otherwise turn out to be inaccurate. Though the Company 
endeavors to give reasonable estimates of future results at the time it provides such estimates, there is a significant likelihood that such 
estimates, by their nature, will turn out to be incorrect.  

Item 9.01 Financial Statements and Exhibits.  

     (d) Exhibits.  

           The following exhibit is filed herewith.  
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Exhibit No.   Description 

99.1    Letter to Employees dated April 22, 2009. 



   

SIGNATURES  

     Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized.  

Dated: April 22, 2009  
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  IMPAX LABORATORIES, INC .  

    

  By:   /s/ Arthur A. Koch, Jr.     
    Name:   Arthur A. Koch, Jr.    

    
Title:   Senior Vice President, Finance, and  

Chief Financial Officer    



   

EXHIBIT INDEX  
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Exhibit No.   Description 

99.1    Letter to Employees dated April 22, 2009. 



Exhibit 99.1 

[Letterhead of Impax Laboratories, Inc.]  

April 22, 2009  

Dear Impax Colleague:  

As you know, on March 16 th we reached another significant milestone in Impax’s history as our shares were re-listed on the NASDAQ market. 
This achievement coincides with the beginning of the next phase of a planned five-year period of accelerated growth of the Company, and I 
want to take this opportunity to update you on where we are today and what our strategy is for future growth.  

Before doing that, however, I want to thank each of you for your dedication and hard work in getting us to where we are. Throughout the 
period of completing our audits and getting our shares re-listed, you remained committed and focused on our mission of becoming a leader in 
our industry. I look forward to your ongoing contribution to our continued success.  

Our recent achievements  

Today, Impax is stronger and better positioned than ever. We have continued to successfully grow our business by investing in research and 
development, production, sales and marketing, and in a world-class team of employees to support our growth. The results are evident in some 
of our recent accomplishments:  
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•   By the end of 2008, our full year revenues had increased more than five-fold from their 2003 level and, over the same period, our 
profitability improved to a pre-tax profit from a pre-tax loss in 2003. In addition, 2008 was our second consecutive year of positive cash 
flow from operations. We are currently forecasting that 2009 will continue this positive trend. 

•   We grew our cash balance, net of debt, to $99 million from $6 million at the end of 2003. In this challenging economic environment, we are 
fortunate to have a strong balance sheet with the necessary capital to continue to invest in products and companies that we believe will help 
to accelerate our growth. 

•   We have expanded our R&D efforts, nearly doubling the number of R&D experts across our generic and brand businesses and significantly 
expanding our product portfolio. Impax today has 184 experts, up from 95 at the end of 2003. In addition, we now have a total of 53 ANDA 
approvals and two brand products in clinical phase, a significant increase from the nine approvals and no brand R&D program at the end of 
2003. 

•   Under the leadership of Richard Ting and May Chu, our generic R&D investments led to positive results in 2008. Last year, we filed nine 
new ANDAs, within our goal of eight to ten. And of these nine, we are proud to report that we believe we are sole first-to-file on generic 
versions of Doryx® 150 mg and Renvela® 800 mg and share first-to-file status on generic versions of Cymbalta® 20, 30 and 60 mg and 
Doryx® 75 and 100 mg—exceeding our 



   

Both Michael and Suneel bring world-class leadership to our brand product development. These two seasoned and proven leaders have 
helped to attract additional critical talent in the R&D group, and we now have the direct collective experience of 17 approved NDAs on 
the brand division R&D team including several multi-billion-dollar products. This list of approved NDAs includes many well-known 
products such as Concerta®, Xanax XR, Invega and Duragesic, to name a few.  

For IPX066, we have successfully developed a formulation with a superior pharmacokinetic profile, and at the end of last year we 
initiated the Phase II study in Parkinson’s Disease patients. While this Phase II study is still on-going, the interim data show significant 
improvement in patients’ on/off time as well as tapping and walking  
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    internal goal of being the first-to-file or first-to-market on between 25% and 35% of our filings. 
  

•   The 2008 ANDA filing achievements were a result of the strong formulation and development expertise we have been enhancing since the 
beginning of this decade. In addition to our 53 approved ANDAs, we now have 25 ANDAs pending at the FDA and 42 additional products 
in various stages of development. We are particularly proud of our technology and expertise in development of modified-release products, 
where we have historically excelled. For example, since 2001 we have received approval for 13 ER products, exceeded only by four other 
companies with annual sales in the multi-billion dollar range. Considering our size, we have an impressive list of approvals, including 
generic versions of OxyContin®, Solodyn®, Ditropan XL®, Wellbutrin XL® and Wellbutrin SR®. Our pipeline is also promising, with 
approvals pending on products such as generic versions of Concerta®, Detrol LA®, Depakote ER®, Amrix CR®, Opana ER®, Ultram ER® 
and Doryx® 

•   Earlier this year, the generic leadership team was further strengthened with the addition of Chris Mengler as Global Divisional President to 
run our generics division. As some of you know, Chris brings to Impax significant experience in key management positions at Barr 
Laboratories, including strategic planning and development of Barr’s generic R&D and commercial products portfolio. Since he joined us in 
January, Chris has played an instrumental part in enhancing our generics business and executing our strategy. 

•   We formally established the Impax Pharmaceuticals Division in 2005 and significantly increased our brand-product development 
capabilities in 2008 with the addition of key management and R&D personnel. We appointed Michael Nestor as Divisional President and 
Suneel Gupta, Ph.D. as Divisional Chief Scientific Officer. Michael has almost 30 years of general management and business experience in 
the pharmaceutical industry. Suneel brings to Impax nearly 20 years of drug-delivery-based product development experience from Alza 
Corporation. 

•   The significant progress we have made in our brand business has already begun to produce positive results. This past Monday, we 
announced significant achievements on our two CNS-focused, leading brand product candidates IPX056 and IPX066. 



   

performance. We recently commenced the first of the two planned Phase III clinical trials in PD patients based on this encouraging 
interim result. We are very excited about the prospects for this product and its potential to improve the quality of life of PD patients. It is 
currently estimated that IPX066 could provide U.S. peak annual sales of between $200 and $400 million.  

In 2008, we also completed the first Phase III clinical trial of IPX056 with positive results. In addition to the dosing convenience, this 
formulation has the potential to offer improved control of symptoms, such as reduction in morning stiffness and frequency of night-time 
awakening. Based on recent discussions with the FDA, we plan to continue our current development of this product in adults and submit 
a proposed pediatric development plan when the NDA is filed. We are doing this in order to avoid delaying the approval for adult 
indications. It is currently estimated that IPX056 could provide U.S. peak annual sales of between $100 and $200 million.  

I think you will agree this is an impressive list of accomplishments, and this is only the beginning. I believe our long-term strategy will build 
upon the solid foundation of these achievements and drive future growth and shareholder value.  

Our commitment to the future  

As we look ahead, we believe we have the right strategy and the right people in place to grow our company to the next level.  

Within our Global generics division, our R&D enhancements will continue to drive ANDA filings. In 2009, our target is eight to ten new 
applications, with a continuing focus on controlled-release products. We will continue to work diligently to meet the 2009 objectives of at least 
three of these new ANDAs having the potential to be first-to-file or first-to-market product opportunities.  

We are also aggressively looking at opportunities to acquire products, technologies, even companies to build upon our business and drive long-
term profitable growth. Longer term, we will look to expand beyond solid-oral dosage forms and into markets beyond our current U.S. 
footprint.  

While we are confident that we will continue to perform well in generics with our formulation technology and first-to-file/first-to-market 
strategy, like other generic companies, we continue to  
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•   We are investing in additional manufacturing capacity. With our current rate of capacity utilization, planned new product launches and the 
lead-time necessary to add capacity, we determined that additional capacity was needed. We broke ground on a $25 million manufacturing 
facility in Taiwan in late 2007. The construction work has completed and equipment installation and qualification has also begun. At this 
time, FDA inspection is targeted for late 2009, and first product shipments to the U.S. could commence in early 2010. When completed, the 
new Impax Taiwan manufacturing facility will expand our production capacity by approximately 50%. 



   

experience increased R&D competition and pricing pressure in our generic business. As a result, we expect to see more revenue and profit 
fluctuation on a quarterly and annual basis than in the past. Consequently, we believe the successful development of our brand business is 
critical to our future growth. Brand products provide longer product life cycles with the potential for significantly higher profit margins. The 
brand business can complement the generic business, and we believe the incremental growth in brand products and revenues will drive 
increased and sustainable growth of our overall business. Companies, such as Teva/Barr have successfully deployed this strategy to accelerate 
their growth.  

In addition, as favorable clinical results begin to accumulate, there are efforts underway to finance the funding for our brand business with the 
goal of self-support as soon as possible. To achieve this goal, we have identified several key opportunities and initiated activities in some areas, 
including co-promotion utilizing our specialty sale force, co-development/co-marketing of internal R&D programs and acquisition of marketed 
products. All these opportunities are expected to provide near-term revenue, and also to benefit our long-term brand business strategy.  

As you can see, we have a lot on our plate. I am excited about our future growth prospects and hope you are too. To achieve our strategy and 
goals, it will take the skills and focus of every employee across this organization. I believe all of you are up to the challenge of continuing to 
produce extraordinary results along with the highest standards of quality and excellence.  

I look forward to another exciting year together.  

Sincerely,  

/s/ Larry Hsu  

Larry Hsu, Ph.D.  
President and CEO  
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