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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): March 14, 2011  

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

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

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:  

� 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   001-34263   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) 

  
Not Applicable  

(Former name or former address if changed since last report.) 

  

  



   

On March 14, 2011, Impax Laboratories, Inc. (the “Company”) issued a press release announcing the results of the ADVANCE-
Parkinson’s Disease Phase III clinical study of the safety and efficacy of IPX066, its investigational extended release carbidopa-
levodopa product, in advanced Parkinson’s Disease patients. A copy of this press release is furnished as Exhibit 99.1 to this Current 
Report on Form 8-K.  

The Company will be hosting a conference call, as well as a live webcast on the Investor Relations section of its website at 
http://www.impaxlabs.com, at 9:00 a.m. EDT on March 15, 2011 to discuss the results of the clinical study. A copy of the slide 
presentation the Company will present during the conference call is furnished as Exhibit 99.2 to this Current Report on Form 8-K.  

Item 9.01 Financial Statements and Exhibits.  

The following exhibits are furnished herewith.  
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Item 7.01   Regulation FD Disclosure. 

  (d)   Exhibits. 

      
Exhibit No.   Description 
99.1    Press Release issued March 14, 2011. 
99.2    Slide Presentation. 



   

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.  
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Dated: March 15, 2011   IMPAX LABORATORIES, INC . 
          
    By:   /s/ Arthur A. Koch, Jr. 
  

  
  

  
  

   

  

  

  

Name: 
 
Title:   

Arthur A. Koch, Jr.  
Senior Vice President, Finance, and  
Chief Financial Officer 



   

EXHIBIT INDEX  
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Exhibit No.   Description 
99.1    Press Release issued March 14, 2011. 
99.2    Slide Presentation. 



Exhibit 99.1 

  

Company Contact:  
Impax Laboratories, Inc.  
Mark Donohue  
Sr. Director  
Investor Relations and Corporate Communications  
(215) 558-4526  
www.impaxlabs.com  

IPX066 Demonstrates Efficacy and Safety in ADVANCE- PD  
Phase III Study in Treatment of Advanced Parkinson’ s Disease  

IPX066 met the primary end point, significantly red ucing percentage of  
“off time” over IR CD-LD  

Conference call and Webcast presentation scheduled for  
Tuesday, March 15 at 9:00 a.m. ET  

HAYWARD, Calif., March 14, 2011 — Impax Pharmaceuticals, the branded products division of Impax Laboratories, Inc. 
(NASDAQ: IPXL), today announced statistically significant, positive, top-line results of the ADVANCE-Parkinson’s Disease 
(PD) Phase III clinical study of the safety and efficacy of IPX066 versus immediate-release (IR) carbidopa-levodopa (CD-
LD) in advanced PD patients experiencing motor fluctuations. IPX066 is an investigational extended release (ER) CD-LD 
product. The ADVANCE-PD results demonstrated that IPX066 produced significantly improved control of motor symptoms 
as compared to IR CD-LD in multiple clinical measures in subjects with advanced PD.  

The primary endpoint of this comparison study of IPX066 to IR CD-LD was the percentage of “off time” during waking 
hours. IPX066 demonstrated a 37% improvement from baseline for IPX066 vs. a 17% improvement from baseline for IR 
CD-LD ( p <0.0001). “Off time” is the functional state when patients’ medication effect has worn off and there is a return of 
Parkinson’s symptoms.  

The study enrolled 471 subjects on a stable regimen of IR CD-LD who were first entered into a dose-adjustment phase of 
their IR CD-LD, followed by a conversion to IPX066 after which they were then randomized to either IPX066 or IR CD-LD. 
Subjects converted to IPX066 experienced a reduction from baseline of more than 2 hours in total “off time” during waking 
hours, and this effect was maintained in the group then randomized to IPX066 during the blinded study portion. While the 
group treated with IR CD-LD achieved similar improvement during conversion to IPX066, “off time” worsened by 1.0 hours 
during double blind treatment with IR CD-LD ( p <0.0001). In addition, during double-blind treatment, subjects 
experienced similar results in “on time” without troublesome dyskinesia with an increase of 1.9 hours for IPX066 
compared to an increase of 0.8 hours for IR CD-LD as measured from study entry ( p <0.001).  

   



   

Additional clinical and patient-reported outcome measures in the study consistently demonstrate the improved IPX066 
efficacy profile when compared to IR CD-LD. This includes the Unified Parkinson’s Disease Rating Scale (UPDRS), 
Clinician Global Impression of Change (CGI) and Patient Global Impression of Change (PGI), which also demonstrated 
significant improvements in treatment with IPX066 compared to IR CD-LD ( p <0.0001 for all comparisons). In quality-of-
life (QOL) measures, IPX066 demonstrated significant improvement over IR CD-LD as measured by PDQ-39 ( p <0.035) 
and modified Rankin Test ( p <0.006).  

“Impax Pharmaceuticals is excited to report these positive results for the ADVANCE-PD trial demonstrating the clinical 
benefits of IPX066 over IR CD-LD, which is the gold standard in treating advanced PD,” stated Dr. Suneel Gupta, Impax 
Pharmaceuticals’ Chief Scientific Officer. “Consistent with our Phase II findings, these data show IPX066 provides a 
robust level of efficacy across a range of PD clinical and QOL measures, which represents a potentially significant 
improvement over existing treatment options. With the successful completion of this ADVANCE-PD trial and the APEX-PD 
trial in patients with early PD, we have completed the two required Phase III trials for a New Drug Application (NDA) as 
agreed with the Food and Drug Administration. We are working diligently to file an NDA in the fourth quarter of 2011.”  

IPX066 was generally well tolerated, and during the double-blind portion of the trial had an adverse event (AE) rate of 
43% compared to 40% for IR CD-LD. The most common AEs reported for IPX066 included: insomnia, nausea, fall, 
dizziness, and dyskinesia (no event was associated with a greater than 3.5% overall incidence). The rate of related 
serious AEs was comparable, with one subject in each treatment arm reporting serious treatment-related AEs in the 
double-blind treatment phase.  

According to Robert A. Hauser, MD, Professor of Neurology, Molecular Pharmacology, and Physiology and Director of the 
Parkinson’s Disease & Movement Disorders Center at the University of South Florida and an ADVANCE-PD study 
investigator, “There is a major unmet need in patients with advanced PD for a therapy that can consistently extend and 
improve motor symptom control through the day and enhance quality of life.” Dr. Hauser added, “In the ADVANCE-PD 
study, daily “off time” was reduced without worsening of dyskinesia, and both patients and clinicians reported overall 
improvement. The magnitude of benefit observed with IPX066 was clinically significant and results indicate that PD 
patients should be able to enjoy improved control of their motor symptoms and a better quality of life.”  

Impax Pharmaceuticals plans to present complete results of the ADVANCE-PD study at an upcoming scientific meeting.  

Conference Call Information  

The Company will host a conference call and Webcast with a slide presentation on Tuesday, March 15 at 9:00 a.m. ET to 
discuss the results. The number to call from within the United States is (888) 461-2024 and (719) 325-2417 
internationally. The call can also be accessed via a live Webcast through the Investor Relations section of the Company’s 
Web site, www.impaxlabs.com . In addition, a copy of the slide presentation is available in the Investor Relations section. 
A replay of the conference call will be available shortly after the call for a period of seven days. To access the replay, dial 
(888) 203-1112 (in the U.S.) and (719) 457-0820 (international callers). The access conference code is 8896538.  
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About Our Collaboration with GlaxoSmithKline (GSK)  

Impax Pharmaceuticals and GSK announced an agreement for the development and commercialization of IPX066, 
outside the United States and Taiwan, in December 2010. Under the terms of the agreement, GSK received an exclusive 
license to sell IPX066 throughout the world except in the U.S. and Taiwan. Impax will complete the current Phase III 
program for IPX066, which includes the ADVANCE-PD study.  

About the ADVANCE-PD Study and IPX066 Development P rogram  

The ADVANCE-PD study is the second of two pivotal trials designed to support an NDA for IPX066 in PD. The study is a 
randomized, double-blind, active-control, parallel-group Phase III study of the safety and efficacy of IPX066 versus IR CD-
LD in advanced PD patients with motor fluctuations. The trial enrolled 471 subjects in North America and Europe of which 
393 subjects were randomized to participate in the 13-week comparison of IPX066 versus IR CD-LD. Prior to 
randomization, subjects on a stable IR CD-LD dose regimen entered a 3-week dose-adjustment or dose optimization 
period for IR CD-LD, followed by a 6-week dose-conversion period to IPX066. Subjects were instructed to take IPX066 
three times a day.  

The ADVANCE-PD trial results complement the earlier announced positive APEX-PD Phase III study in early PD. APEX-
PD was a randomized, double-blind, placebo-controlled, parallel group, fixed-dose study comparing 3 doses of IPX066 to 
placebo in 381 patients with early PD.  

The Company is also conducting the ASCEND-PD comparative study of IPX066 and carbidopa-levodopa and 
entacapone, which is currently enrolling subjects.  

An Open Label Extension study for subjects from the ADVANCE-PD and APEX-PD studies is also ongoing.  

About IPX066  
IPX066 is an investigational CD-LD product with an enhanced pharmacokinetic profile. The IPX066 pharmacokinetic 
profile has the potential to offer reliable control of PD symptoms, such as the reduction in “off time” throughout the day, 
which has been observed in preliminary studies of IPX066.  

About Parkinson’s Disease  
Parkinson’s Disease is a chronic neurodegenerative movement disorder affecting over three million people in the US, 
Europe, and Japan.  

About Impax Laboratories, Inc.  
Impax Laboratories, Inc. is a technology-based specialty pharmaceutical company applying its formulation expertise and 
drug delivery technology to the development of controlled-release and specialty generics in addition to the development of 
branded products. Impax markets its generic products through its Global Pharmaceuticals division and markets its 
branded products through the Impax Pharmaceuticals division. Additionally, where strategically appropriate, Impax has 
developed marketing partnerships to fully leverage its technology platform. Impax is headquartered in Hayward, 
California, and has a full range of capabilities in its Hayward, Philadelphia and Taiwan facilities. For more information, 
please visit the Company’s Web site at: www.impaxlabs.com .  
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" Safe Harbor” statement under the Private Securities Litigation Reform Act of 1995:  

To the extent any statements made in this news release contain information that is not historical, these statements are 
forward-looking in nature and express the beliefs and expectations of management. Such statements are based on 
current expectations and involve a number of known and unknown risks and uncertainties that could cause the 
Company’s future results, performance or achievements to differ significantly from the results, performance or 
achievements expressed or implied by such forward-looking statements. Such risks and uncertainties include, but are not 
limited to, the effect of current economic conditions on the Company’s industry, business, financial position and results of 
operations, the ability to maintain an effective system of internal control over financial reporting, fluctuations in revenues 
and operating income, the ability to successfully develop and commercialize pharmaceutical products, reductions or loss 
of business with any significant customer, the impact of competition, the ability to sustain profitability and positive cash 
flows, any delays or unanticipated expenses in connection with the operation of the Taiwan facility, the effect of foreign 
economic, political, legal and other risks on operations abroad, the uncertainty of patent litigation, consumer acceptance 
and demand for new pharmaceutical products, the difficulty of predicting Food and Drug Administration filings and 
approvals, the inexperience of the Company in conducting clinical trials and submitting new drug applications, the ability 
to successfully conduct clinical trials, reliance on alliance and collaboration agreements, the availability of raw materials, 
the ability to comply with legal and regulatory requirements governing the healthcare industry, the regulatory environment, 
the ability to protect the Company’s intellectual property, exposure to product liability claims and other risks described in 
the Company’s periodic reports filed with the Securities and Exchange Commission. Forward-looking statements speak 
only as to the date on which they are made, and Impax undertakes no obligation to update publicly or revise any forward-
looking statement, regardless of whether new information becomes available, future developments occur or otherwise.  
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Presentation of IPX066 ADVANCE-PD Phase III Study Resu lts March 15, 2011  ...Advancing  CNS Treatment 1 Exhibi t 99 .2 



   

  
Safe Harbor Statement "Safe Harbor" Statement under the Private Securi ties Li tigat ion Refo rm Act of 1995: To the ex tent any s tatements made in th is presentation contain  information that is not historical, these statements  are forward -looking in  nature and  express the beliefs and expectations of management. Such statements are based on cu rrent expectations and involve a number of known and unknown risks and uncertainties  that could cause the Company's future results , perfo rmance or ach ievements to di ffer sign ifican tly from the results , perfo rmance or achievements expressed or impl ied by such forward - looking statements. Such risks and uncertainties  include, but are not l imited to, the effect of current economic conditions on the Company's  industry, business, financial pos ition and results of operations, the abil ity  to maintain an effective system of internal contro l over financial reporting, fluctuations in revenues and operat ing income, the abi lity  to successful ly develop  and commercialize pharmaceut ical  products,  reductions o r loss of business with any significant customer, the impact of competition, the ability  to sustain p ro fi tabili ty and posit ive cash flows,  any  delays or unant icipated expenses in connection  with the operat ion o f the Taiwan facil ity, the effect of 
foreign  economic, po litical,  legal and other risks on  operations abroad, the uncertain ty of patent lit igation, consumer acceptance and demand fo r new pharmaceutical products, the d ifficulty  of predict ing Food and Drug Administration  fi lings and approvals , the inexperience of the Company  in conduct ing clinical  trials  and submitt ing new d rug applications, the abi lity to successfu lly conduct clinical t rials, reliance on all iance and col laborat ion agreements, the avai labili ty of raw materials,  the abili ty to comply with  legal and regulatory requirements governing the healthcare industry, the regulatory  environment, the abil ity  to protect the Company's intel lectual property, exposure to product liabi lity claims and  other risks described in the Company's  periodic reports fi led with the Securit ies and Exchange Commiss ion. Forward -looking statements speak only as to the date on which they are made, and Impax undertakes no obl igation to update publ icly or revise any forward-looking statement, regardless of whether new in formation becomes avai lable, future developments occur or otherwise. Trademarks referenced  herein are the property o f their respective owners. (c)2011 Impax L aborato ries , Inc.  2 



   

  
Agenda Open ing Remarks Dr. Larry  Hsu: President & CEO, Impax L aborato ries  Background  on IPX 066 Development Michael N estor: Pres ident, Impax  Pharmaceu ticals IPX066 Phase III AD VANCE -PD Study Resu lts Dr. Suneel Gupta: Chief Scient ific Officer, Impax Pharmaceut icals Key Opinion L eader Comments Dr. Robert A. Hauser:  Professor o f Neurology, Molecular Pharmacology, and Physiology and Director of the Parkinson 's Disease & Movement Disorders  Center at the Un iversity  of South Florida Question & Answer Session 3 



   

  
Michael Nestor Pres ident, Impax Pharmaceuticals . ..Advancing CNS Treatment 4 



   

  
Statistically Signi ficant Top Line Results IPX066 meets  primary and secondary endpo ints  Significantly reduced percen tage of "off time" Increased "on time" without troublesome dyskinesia Improved  control o f moto r symptoms Generally  wel l to lerated 5  



   

  
Parkinson's  Disease Major Market Prevalence (in mill ions) Affects as many as 1-2% of persons aged 60  and older Afflicts more than 6 mill ion people worldwide $3+ bil lion  global market Symptoms are motor and  non- moto r in nature 6 



   

  
Naive PD Patient Phase III Study Phase III randomized, double-blind , placebo-con trolled, fixed-dose, paral lel arm study of 3 doses of IPX066 vs. placebo Enrolled  381 subjects with early PD Conducted under Special  Protoco l Assessment with FDA North America and  Europe 30-week treatment duration Primary endpoint: change from baseline in the sum of UPDRS Parts II and III scores at week 30 7  



   

  
(p<0.0001 for all t reatments) (p<0.0001  fo r both measures at al l three dose levels) A PEX -PD Phase III - Met Primary & Secondary Endpoints  Significant clinical improvement Parkinson's  Disease symptoms (UPD RS) Clinician & Patien t Reported  outcomes Cl inical & Patien t Global Impressions of Change (CGI, PGI) Qual ity of Life IPX066  adverse event rate was similar to  placebo  IPX066 demonstrates efficacy and safety in early PD 8 



   

  
Advanced PD Patient Phase III Study Phase III randomized, double-blind , act ive-con trol, parallel-group comparison of IPX 066 vs. IR carb idopa-levodopa Enrol led 471 subjects with advanced PD North America and Europe 22-week treatment duration Primary endpoint: percentage of "off time" during  wak ing hours 9 



   

  
IPX066 : Development Status Preclinical & POC Phase I Phase II Phase III NDA Submission Additional Studies Completed Completed Completed Completed  4Q 2011  Open Label Extens ion AD VANCE -PD & APEX-PD Advanced Patients  (CD -LD + entacapone) ASCEND-PD 10  



   

  
Commercial  Operations Ex isting 66  sales reps bui lding relat ionships with physicians Co-promotion agreement Est imated Expansion  IPX066  Launch Additional  40 to  50 sales reps 11 



   

  
Collaborat ion with GlaxoSmithKline Jo int Development and  Commercial izat ion o f IPX066 Agreement reached  in December 2010 Overview of agreement GSK acqu ires commercial rights ou tside o f the US & Taiwan Impax received  $11.5  mil lion  upfront payment Impax can receive additional  miles tones of up to $175 million Tiered royalty on GSK net product sales GSK an ideal partner for IPX066 Extens ive Neuroscience experience Demonstrated development and commercial  experience 12 



   

  
Dr. Suneel Gupta Ch ief Scienti fic Officer Impax Pharmaceuticals ...Advancing CNS Treatment 13  



   

  
Phase III Study Results  IPX066 B09-02 (ADVANCE -PD) A Study to Evaluate the Safety and Efficacy  of IPX066 in Advanced Park inson's Disease 14 



   

  
IR CD-LD, N = 192 D-30 V 5 Wk9 V 8 Wk22 V 1 Wk0 V 4  Wk7 V 2 Wk3 V 6 Wk12 V 7 Wk17 V 3 Wk5 ADVANCE -PD: Phase III Study Design ADVANCE-PD is a randomized, double-blind , parallel-group study of IPX066 versus IR CD-LD in advanced PD patients  with moto r fluctuations After screening , subjects  are dose-adjusted on IR CD-LD then converted to  IPX066 followed by randomization to  IPX066 or IR CD-LD treatment 15  



   

  
Primary Endpoin t: Comparison of "Off Time" as a Percentage of Wak ing Hours p<0.0001 37% reduction 17% reduction IPX066 demonstrates a 37% improvement from baseline compared to  17% for IR CD-LD 16 



   

  
-2.5 -2.0 -1.5 -1.0 -0.5 0.0 0.5 1.0  1.5 2.0  2.5 Change from Basel ine (Hours) IPX066 IR CD-LD ^ Off T ime p<0.0001 ^ On Time Without Troub lesome Dyskinesia p<0 .001 IPX066 Increases "On t ime" Without an Increase in Dyskinesia IPX066 "Off Time" improves 2.2 hours - "On Time" improves 1 .9 hours 17 



   

  
IPX066  Treatment Leads to Improvement in PD Rating Scale IPX066 improved Unified  Parkinson's Disease Rat ing Scale (UPDRS) during on s tate compared  to IR CD -LD p<0.0001  Act ivi ties of Daily Living and Motor Symptom Control 18  



   

  
Changes in Cl inical Global Impress ion and Other Patient Reported Endpoin ts ANOVA : P < 0 .0001 IPX066  improved  Clinical Global Impression (CGI) of dose adjusted IR CD -LD patients  19 



   

  
Safety and Tolerabil ity o f IPX066  in ADVANCE-PD IPX066 was generally wel l tolerated and had a s imi lar frequency of overal l adverse even ts as IR CD -LD One patient on each of the two treatment arms reported drug related serious adverse events  during the doub le- blind treatment phase 20 



   

  
Summary of Adverse Events  During The Double Blind  Maintenance Phase During The Double Bl ind Maintenance Phase During The Doub le Bl ind Maintenance Phase 21 



   

  
Study Conclusions IPX066 demonstrates improved efficacy over IR CD -LD in all  measured  PD endpoints: "Off t ime" reduction, "On time" increase, Responder A nalysis , and UPDRS IPX066 efficacy improvement is not associated with worsening of PD symptoms IPX066 significantly improved over IR CD -LD in secondary measures including quali ty of li fe:  CGI, PGI, PDQ-39, and modified Rankin T est IPX066 was general ly well  tolerated with a similar frequency to  IR CD- LD of both adverse events  and serious related adverse events in the double blind maintenance period  ADVANCE-PD resul ts are clinically meaningful to advanced  PD pat ients and represent a significant improvement over the standard of care 22  



   

  
Dr. Robert A. Hauser Professor of Neurology , Molecular Pharmacology, and  Physiology and Director of the Parkinson's  Disease & Movement Disorders Cen ter at  the Universi ty of South Florida ...Advancing CNS Treatment 23 



   

  
Question  & Answer Session ...Advancing CNS Treatment 24 


