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Message from the President

Keith Chan, Ph.D.

It is a distinct honor and privilege for me to serve as the President of ACPA in 2005.  I am especially pleased to serve alongside many valued colleagues and longtime friends here at ACPA.  ACPA has a rich history of strong leadership and vision.  I know this since I was involved in the formation of ACPA and served as its President in 1994.  

The primary goal of ACPA is to preserve and enhance the well-being of pharmacy practitioners and pharmaceutical scientists.  Over the years the pharmaceutical industry has undergone tremendous changes, and this has no doubt affected our professional lives. During this special time, ACPA is particularly needed.  As a group, our members have worked hard to attain their well-being.  I will strive to make my presidency one that continues that legacy.

Over the last 10 years or so, like most of our members I have been very busy taking care of my life and securing my future.  The pharmaceutical industry is not the same one I used to know.  ACPA as an organization is also undergoing a lot of changes.  I have been blessed by many opportunities and can be more relaxed and focused on ACPA at this time of my life.  In September, my friend and ACPA Past-President, Jonas Wang, approached me about the possibility of running for 2005 President.  I gave it a lot of thought and decided to accept the challenge.  I am here asking for all of your support.

This is a challenging time for ACPA.  There are many issues that need to be dealt with:  the loss of pharmacy practitioners as members, hard times for pharmaceutical scientists, and a lack of new blood in the organization to name a few.  I have no magic bullets, but I do have some old-fashioned business principles.  My personal belief is that if you give it your best, you shall be rewarded.  If you give the members good programs, good banquets, good networking, and good companionship, they will come.  

With that, I accepted the challenge and have submitted a “3-year ACPA Revitalization Plan” to the Executive Committee.  Yes, three years.  After the 2005 presidency, I will ask for the job of Executive Director for the subsequent two years to provide some continuity and support for ACPA.  

The current problem confronting ACPA is the fact that it is a so-called “volunteer” organization.  We must change it into a “system” organization in order to survive long term and develop some consistent performance.  Our current Executive Director, Chester Lau, has agreed to stay on as my advisor (as a kind of Executive Director Emeritus) and help me implement a system over the next several years.  

The President should be an elected leader who concentrates on leading the organization.  Presidents can change from year to year, but this should not affect the operation of the organization.  Another problem is having the operation depend on only one person, i.e., the elected President.  If s/he is willing to do a lot, then we have a productive year.  If s/he is unwilling or unable to do as much, then the whole organization suffers.  With a couple of bad years (or even one), the organization can be severely damaged.  Further, it can take many “good” years to recover.  In reality, it is really not fair to ask a President to get it right in one year.  By the time you can do it right, the term has expired.  That’s what has happened to ACPA and many other “volunteer organizations.”  I am willing to change that.  In addition, I would propose adding some paid help for the elected officers in order to ease their burden (e.g., website maintenance, tax filing, etc.)  So please join me and volunteer to help.  You will not be without support.  

Though I have talked about offering our members good programs, good banquets, good networking, and good companionship, I really need you to tell us what you want.  Better yet, I hope you can get involved and help us develop some new programs.  In exchange for your help, I have proposed streamlining the approval process for proposals.  If you have an idea and would like to run a regional program for ACPA, I will make it very easy for you to do so.  You can submit a one- or two-page proposal to any member of the Executive Committee or to our Program Committee Chair, Dr. Jinn Wu.  Once approved, we will give you the financial and logistic support you need to make your program happen.  Of course, you will have obligations to fulfill.  Regardless of whether you are a student, post-doctoral fellow, or professional scientist, as long as you are an ACPA member you can submit program ideas that are important to you professionally.  These are your programs.  That is, programs generated from the members, by the members, and for the members.  

The goal for me is clear:  to serve the needs of our members.  That is what I will do.  I wish to thank the Executive Committee, our committee chairs, and their respective members for their dedication to our association.  I promise to do all I can to make this a prosperous and productive year.  I want to thank each of you for your support.  Remember, this is your association.  I hope you can volunteer your effort to make this association the best it can be.  I will do whatever I can to make that easy for you.

Please feel free to e-mail (kchan@globoasia.com) me your thoughts so that we can get off to a good start! 


Report from the Treasurer

Marina Chang, R.Ph.
As of December 31, 2004, ACPA had an account balance of $38,492.92.


Report from the Communications Committee
James W. Shaw, Ph.D., Pharm.D., M.P.H.
Due to recent events, we have formed a subcommittee to review the association’s bylaws to ensure that we are acting in accordance with them and to provide recommendations to the Executive Committee for amending the bylaws where needed.  A copy of the existing bylaws was distributed to the subcommittee members in December.  Comments have been received from the subcommittee and are being incorporated into a draft revision of the bylaws.  This draft will be distributed to the Executive Committee by the end of February for further comment and revision.  The Executive Committee will then vote on whether to approve the revisions during its next conference call.  The approved draft will be submitted to the membership for final approval.

We are also in the process of updating the ACPA website (www.acpa-rx.org).  A subcommittee was formed in December to revise the content of the existing site.  Subcommittee members were assigned specific webpages to review and revise as necessary.  Revisions were received from the subcommittee members earlier this month.  The association has hired Bao-Cun Sun, Ph.D., M.S., who is an information technology specialist with Independence Blue Cross, to incorporate the revisions into the existing site.  The site is currently up and running, and we expect the revised content to be incorporated within the next week.  Members will be able to access current and past issues of the newsletter through the site.  In the future, we hope to update the appearance of the site and to provide members with password-protected access to a membership directory.  

2004 ACPA Annual Dinner Meeting 
The ACPA 2004 Annual Dinner Meeting was held on Tuesday, November 9 2004 at Jesse Wong’s Hong Kong Restaurant in Columbia, MD.  One hundred ACPA members registered for the event, which was chaired by Keith Chan, Jonas Wang, and Yih-Chain Huang.  ACPA provided members with bus transportation to and from the restaurant.  

The evening started with brief reports from the program chairs.  These were followed by an excellent Chinese banquet.  Dr. Martin Yau of the FDA then delivered a presentation about FDA inspections of bioavailability and bioequivalence studies.  He provided an overview of the methodological and regulatory issues concerning these studies from the viewpoint of the FDA.  The audience was keenly interested in the subject matter, and many questions were directed toward Dr. Yau.  Since the FDA has issued a number of 483s on this subject, the presentation was very timely.  Overall, it was an informative and useful seminar, and everyone appeared to enjoy a fine evening with old and new friends.    
Pictures from the event are included in a PowerPoint file being mailed with this issue of the newsletter.

ACPA and Monte Jade Scientific and 

Investment Seminar
On December 18, 2004, ACPA co-sponsored a scientific and investment seminar with Monte Jade Science and Technology Association—East at XenoBiotic Laboratories, Inc. in Plainsboro, NJ.  Dr. Don Chen and Dr. Tony Yu delivered presentations on novel pharmaceutical products that are under development.  Dr. Jonas Wang discussed financial issues relevant to new product development, including the procurement of venture capital and financial market perspectives for 2004 and beyond.  There were 22 attendees.  Summaries of Dr. Chen’s and Dr. Yu’s presentations are presented below.

Desirudin
Thrombosis is the formation of a blood clot (thrombus) inside a blood vessel.  Such clots can cause serious injury and death by obstructing blood supply to the heart, brain, lungs or legs (thromboembolism).  When occurring in the arteries, thrombosis often causes heart attack, or stroke. When thrombosis occurs in the veins, and especially in the deep veins of the body, a blood clot can dislodge from its original site of formation and travel through the bloodstream to the lungs, causing pulmonary embolism, a life threatening condition where blood flow to the lungs is disrupted.
Disorders related to thrombosis have become a major public health concern, with coronary heart disease ranked first and stroke third among the leading causes of death in the U.S.  According to the American Heart Association, coronary heart disease (including angina pectoris and myocardial infarction) kills more than 500,000 people each year in the U.S., and the total medical and related costs associated with the disease are approximately $130 billion.  In addition to arterial thrombosis, more than 2 million Americans are affected by deep vein thrombosis (DVT) each year, and among the over 600,000 cases of pulmonary embolism, one third prove to be fatal.  As the population in the U.S. and other developed countries ages, the incidence of thrombosis-related disease is expected to grow significantly.

Anticoagulants, which commanded worldwide sales of $4 billion in 2003, are among the most commonly used drugs to prevent and treat thrombosis. The market for anticoagulants is growing by 15% annually.  Existing therapies, such as warfarin, heparin, and heparin derivatives, prevent clot formation by regulating the activities of vitamin K or antithrombin III.  These traditional anticoagulants are either inefficient or difficult to administer due to their interaction with food and other drugs, requirement for blood monitoring, and potentially severe side effects such as heparin-induced thrombocytopenia (HIT) and anaphylaxis.  The direct thrombin inhibitors (DTIs) are a new class of anticoagulants that directly bind to circulating or clot-bound thrombin, the protein that plays a central role in coagulation and thrombosis.  DTIs block thrombin’s catalytic activity on fibrinogen, which is essential in the initiation of thrombosis.  Other thrombin-induced events, such as platelet activation and angiogenesis, are also prevented by DTIs.  The benefits of DTIs over traditional anticoagulants include a more predictable patient response, superior anticoagulation activity, and fewer side effects. 

Canyon Pharmaceuticals acquired the rights to recombinant Desirudin in December 2003 after Aventis was forced by U.S. and European antitrust authorities in an anti-monopoly consent decree to forfeit its rights to the drug.  Desirudin is the only DTI approved in the U.S. for DVT prevention in orthopedic surgery patients.  In clinical trials, recombinant Desirudin has been shown to be superior to existing therapies for the prophylaxis of venous thrombosis.  The drug has been shown to be 70% and 80% more effective, respectively, in reducing overall and proximal DVT, compared to unfractionated heparin. Compared to low molecular weight heparin, the current leading treatment, Desirudin is 30% more effective in reducing the risk of overall thromboembolic events and 40% more effective in reducing proximal DVT.

Canyon will manufacture Desirudin at a dedicated FDA-approved facility acquired from Novartis.  The Company will establish its own sales force in the U.S. and engage an established drug-marketing and distribution firm internationally to detail, advertise, and promote Desirudin over the next few years. Canyon plans to broaden the drug’s use into arterial indications such as unstable angina and percutaneous coronary intervention.  Canyon is also exploring the acquisition of additional drugs or drug candidates in this therapeutic area.

Synvax
The bacteria Streptococcus pneumoniae (pneumococcus) causes more than 40,000 deaths annually in the U.S.; the number is greater than those of all other vaccine-preventable diseases combined.  Pneumococcal infection can cause up to 8 diseases, including meningitis, pneumonia, and otitis media (middle ear infection).  It is the most serious bacterial pathogen of children under age of 5, accounting for about 7 million cases every year.  The use and abuse of antibiotics has resulted in the resistance of pneumococcus to antibiotic treatment.  Vaccines are a proven effective method for the prevention of infectious diseases. 

The current available pneumococcal vaccine Pneumovax 23 (Merck) is effective in adults (60-70%) but is ineffective in children under the age of 2.  The recently FDA-approved (Feb. 2000) pneumococcal conjugate vaccine Prevnar (Wyeth) has been shown to be effective in children under age of 2; however, it has several drawbacks including limited coverage of pneumococcal strains/serotypes.  In different parts of the world, the coverage ranges from 20-80%.  In Native Americans, the efficacy is only about 50%.  Moreover, replacement diseases due to non-vaccine serotype can occur and are very troublesome.

SynAm has developed a novel pneumococcal conjugate vaccine (Synvax).  The project has finished all essential preclinical studies including (1) in vivo immunogenicity, (2) in vitro functional bacterial killing (opsonophagocytic) activity, and (3) in vivo protection/cross protection against bacterial challenges. The project is now ready for scaled-up batch manufacturing to be used in Phase I and II clinical studies.  We are negotiating with strategic partners to further develop the product or out-license it to another company.

Prevnar includes 7-valence conjugates (a mixture of 7 conjugates vaccines).  It uses a non-active protein (Diphtheria toxoid - CRM197) as a carrier to make the polysaccharide antigen-presenting to offer immunogenicity.  The polysaccharide antibody of the conjugate blocks the attachment of pneumococcus to target cells in the human body.                                          
Since there are at least 90 clinical isolates (serotypes) of pneumococcus, Prevnar’s coverage of spectrum is severely limited, resulting in the occurrence of replacement diseases as reported many times in the literature.  To improve the coverage, pharmaceutical companies have modified the conjugate vaccine to include 9 or even 11 valences.

Synvax uses a proprietary pneumococcal common protein (pneumolysin) toxoid as the protein carrier for the conjugate.  The pneumolysin toxoid is active in providing immunogenicity for the prevention of pneumococcal infections.  Moreover, it affords double protection by inducing antibodies against bacterial capsular polysaccharides and pneumolysin.  In other words, it not only blocks polysaccharides from attaching to target cells but also neutralizes the major toxin (pneumolysin) of pneumococcus.  Our results have demonstrated one conjugate vaccine can induce cross immunity in at least 9 serotypes, which is greater than the coverage provided by Prevnar.  Based on its design, Synvax can potentially be used in adults in whom Prevnar is ineffective.        

Worldwide patents (U.S., P.C.T., and Taiwan) are pending (filed on Nov 7, 2003).  The market size for our pneumococcal conjugate vaccine for children under the age of 2 in the U.S. was estimated to be $1.2 billion in 2000.  Annual revenue from the vaccine was $946 million in 2003.  The estimated worldwide potential market size for Synvax is $5 billion.  In addition, we expect huge savings due to efficiencies in manufacturing.  Currently, three categories of product are under development:  (1) a 4-valent (for infants <2 years of age) or 3-valent (for those aged >65 years) conjugate vaccine, (2) a one-component vaccine for prevention, and (3) a monoclonal antibody for post-infection treatment.
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