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Message from the President

Marina Y. Chang, R.Ph.
I hope that everyone had a fun and enjoyable summer.  It is time to pack up our summer gear and return to our regular schedules.  ACPA had a very quiet summer.   I am happy to report that after all expenses, ACPA profited over $10,000.00 from the 5th International Conference (see Treasurer's Report).  I especially want to thank Keith Chan and Van Doren Hsu for their dedication and hard work to make this profit possible for ACPA.  Included with this newsletter is our election ballot. It is very important that for each office you vote for the existing nominee or write-in the name of the person you wish to be elected.  Please cast your vote.


Report from the Program Committee

Jinn Wu, Ph.D.
ACPA is co-sponsoring a conference entitled "US-Taiwan Partnering in Global Bio/Pharm – 2001 and Beyond."  Several ACPA members are involved as speakers, moderators, panelists, or planners.  The program is being co-sponsored by several other scientific and professional associations including SCBA, the Philadelphia and Boston chapters of Monte Jade East, and ACPS.  Originally, the conference was scheduled to be held from September 21-22 in Newark, New Jersey.  However, the meeting has been postponed.  The tentative new date is November 16-17, 2001. 

ACPA will hold its annual dinner meeting in Denver, Colorado at the Adam's Mark Denver Hotel, Tower Court D (temporary assignment) from 7-10 PM on Tuesday, October 23, 2001.  The dinner meeting will start with a panel discussion on a topic related to herbal medicine such as "Herbal Products and Dietary Supplement Interactions with Western Drugs – The Clash Between the East and the West."  Key panelists include Drs. Art Shaw, Shiew-Mei Huang, Kin-Kai Hwang, and Jinn Wu.  Members who are interested in participating as a panelist should contact Jinn Wu at jwu@xbl.com.  Other topics for discussion include "What are the FDA requirements in the evaluation of drug-herb interactions?," "How to QC the herbal product," and "New technologies used for the isolation and identification of biologically active compounds from natural products."  Members are welcome to submit ideas for other discussion topics.  We would like to make this an interactive discussion between panelists and audience participants. 


Report from the Nomination Committee

Shiew-Mei Huang, Ph.D.

The Nomination Committee is pleased to announce the candidacy of Jonas Wang, Ph.D. for president-elect in 2002 and Elizabeth Yuan, R.Ph. for secretary in 2002-2004.  The committee has enclosed a ballot and statement from each candidate with the October newsletter.  We strongly encourage all members to cast their vote and return the ballot in the enclosed, stamped envelope to the attention of Chester Lau at ACPA, P.O. Box 2623, Cherry Hill, New Jersey 08034.  All ballots must be received by October 23, 2001.


Report from the Communications Committee

Y.W. Francis Lam, Pharm.D.

Most ACPA members received the July issue of the ACPA Newsletter as an e-mail attachment.  It is our intention to continue publishing the newsletter using electronic media.  Our ultimate goal is for all members to receive the newsletter via e-mail.  In spite of this, a decision was made to mail this issue of the newsletter to members with the annual election ballot.  The association has not yet developed a strategy to allow members to vote for officers using the Internet.  Hopefully, we will resolve this issue by next fall.

When sent to members as an e-mail attachment, the newsletter will be saved in Adobe Acrobat 3.0 (PDF 1.2) file format.  Recipients using Adobe Acrobat Reader 3.0 or higher should be able to open the file.  However, we highly recommend downloading and installing the Adobe Acrobat Reader 5.0, which is available for free at http://www.adobe.com/products/acrobat/readstep2.html.

We wish to notify members with Hotmail accounts that Hotmail only allocates 2 megabytes of disk space for e-mail.  This limits our ability to send members with Hotmail accounts larger files that contain graphics (e.g., pictures from meetings).  We ask that individuals with Hotmail accounts provide us with an alternative e-mail address if one is available.  In the future, in cases where disk space presents a problem, members will be sent the newsletter sans inserts.  We recommend keeping as much disk space free as possible.

For some of you, the last issue of the newsletter was sent to multiple e-mail addresses.  Please let us know if you desire to receive the newsletter at only one e-mail address and, if so, which address that is.

If you did not receive the July newsletter electronically, please contact James W. Shaw at shaw@pharmacy.arizona.edu to provide him with your current e-mail address.  Also, please contact James if your e-mail address has recently changed.  Members without an active e-mail account should contact Chester Lau (by mail at ACPA, P.O. Box 2623, Cherry Hill, NJ 08034 or using someone else's e-mail account at clau@chsnj.org) to ensure that they will continue to receive regular delivery of the newsletter by mail.

The table below summarizes the results of our sending the July issue of the newsletter to members as an e-mail attachment.  

Table 1.  Types of e-mail accounts

Category



N
Percent

Valid e-mail accounts


151 
62.14%

Invalid e-mail accounts

31 
12.76%

Exceeded disk space limit


Hotmail


19 
7.82%


Other



3 
1.23%

Missing e-mail information

39
16.05%


Total




243
100.00%


Report from the Treasurer

Van Doren Hsu, Ph.D.

I am happy to report that we made a profit from the 5th ACPA International Conference in Singapore.  After deducting the necessary expenses, the profit was $10,219.21.  As of August 31, 2001, the ACPA account has a balance of $24,248.49.


Clinical Trials of Botanicals – Reflections on 

Recent Developments
Shaw T. Chen, M.D., Ph.D.

Lately, there have been many meetings and conferences on herbal medicines, especially on the development of traditional Chinese herbal remedies.  The discussion of  "clinical trials" has become a hot topic.  Since 1995, the Food and Drug Administration (FDA) has been encouraging clinical studies of botanicals using a new, soon-to-be-finalized guidance for developing botanicals as drugs.  However, there has been little activity in the field.  One senior FDA official indicated that there should be "thousands of trials" on botanicals.  But the FDA has seen only a few large studies sponsored by the National Institutes of Health.  There are little more than one hundred Investigational New Drugs (INDs) at the FDA right now.   Most of these INDs are academic research projects, and none is close to the New Drug Application stage.  It is also disappointing that few botanical INDs have come from the regions of ethnic Chinese who are experienced with the use of herbal medicines.

So, where is the new business?

Many herbal products are already marketed worldwide as dietary supplements.  Similar to over-the-counter (OTC) drug products, access to these dietary supplements is unhindered by FDA regulations.  The current trend among pharmaceutical manufacturers is to seek reclassification of prescription drugs that are going off patent as OTC products.  Converting existing herbal products to prescription-only status goes against this industry-favored trend.  Investments in clinical trials of herbal products can be risky, especially when the trial fails to prove existing efficacy claims.  Another misconception that exists, especially among some regulators, is that FDA approval is as valuable as gold.  Many people have been surprised to learn (and refuse to believe) that health insurers have their own methods for interpreting clinical trial data that often conflict with those of the FDA.  For example, some health plans will extrapolate the clinical trial data for one drug to a less expensive drug in the same pharmacological class so that the latter can be placed on formulary.  Given such practices, there is little reason for herbal product manufacturers to finance clinical trials.  Therefore,

Existing herbal preparations must be modified, 

or a new approach must be taken in selling them.  To a certain degree, these de novo products or modifications must be differentiable from existing, popular preparations.  This distinction is not just to satisfy the regulatory requirements for a new claim.  Its main purpose is to convince health insurers that only new or modified products will have the expected therapeutic effects, thus discouraging the reimbursement of less costly competitors.  This requires proving cost effectiveness and is much more difficult than meeting FDA requirements.  On the other hand, the regulatory hurdle is still an elusive target since no one on either side of the regulatory fence knows exactly what to do.  The only hint comes from the development of purified drugs.  It turns out that many regulatory requirements for developing new drugs are not just bureaucratic barriers.  When people start to take them seriously, the regulations appear to have purpose and meaning.  To fit the loosely defined botanicals into this regulatory process becomes difficult.  Thus, 
There is still a lot of homework to be done on botanicals

before manufacturers will be willing to finance clinical trials for herbal products.  While trying to turn traditional Chinese herbal remedies into new drugs on the world market, it is easy to see that unmodified preparations will have no protection or future in the market.  Therefore, efforts are needed to discover new products despite a long list of potential candidates.  While targets of IND submissions are being set, one still needs to work hard on developing technology to fill the holes in the logical thinking process. Without this, there will be a substantial risk that whatever clinical trial data are hastily collected will not be of much use.  Clinical trials of new drugs, whether of botanical origin or not, are in general "high-noise" experiments and "low-yield" enterprises.  People are starting to realize that there is much to be learned and done.  Good examples are in the chemistry, manufacturing, and control and other pre-clinical areas.  One needs to reduce the noise and improve the yield.  It is interesting to note that these technology gaps are being filled based on the industry's needs and not the requirements of regulatory authorities.

It is not as easy as we thought.

The FDA, and especially the clinical reviewer, has probably been too naïve and optimistic.  It was believed that simply telling drug manufacturers they do not need pre-clinical pharmacology/toxicity data for existing herbal preparations would entice them to start large efficacy trials, which would yield answers to important questions and new drugs to meet the public's health needs.  However, the process is much more complicated than this for botanicals.  This is why there are not "thousands of trials" yet.  Hopefully, we will get smarter and more experienced with time, and the waiting will not be much longer.


The Story of My Unfinished Journey in the Pharmaceutical Industry

Henry Yu, Pharm.D.

Mom, I want to be an actress! … the President of the United States!  … a fireman!  You may have said one of these to your mother when you were a child, but I doubt you said to your mother, "Mom, I want to be a pharmacist who works in the pharmaceutical industry!"  Even in pharmacy school, most pharmacy students plan to enter the traditional roles of institutional or retail pharmacy and do not even think of working in the pharmaceutical industry.  

I initially did not give a career in the pharmaceutical industry a second thought until after I completed my first clerkship rotation at Purdue University at the headquarters of Eli Lilly and Company in Indianapolis, Indiana.  I initially chose to spend a rotation at Eli Lilly because the emphasis was on drug information (DI), and DI is something that can be used during all of one's clerkship rotations. The rotation was challenging and fun.  Looking back, it was stimulating to work on products, such as raloxefine, or indications, such as the use of fluoxetine for premenstrual syndrome, that were investigational at the time but are now in clinical use.

After my interest in industry was established by the Eli Lilly rotation, I began to investigate potential DI residencies at the annual midyear meeting for the American Society of Health-System Pharmacists (ASHP). While DI residencies are considered specialized compared to those that emphasize pharmacy practice, the residencies sponsored by pharmaceutical companies are the only specialized residencies that may not require completing a pharmacy practice residency first.  Over the past decade, more and more companies have begun to offer their own DI residency programs.  My current company, AstraZeneca, just started one recently.  One quagmire for the pharmacy student thinking of entering a DI residency after graduating from pharmacy school is that because the residency is specialized, you are not selected by the sponsors through the ASHP matching system.  Therefore, a decision must be made early whether to participate in the match for a pharmacy practice residency or to apply for a DI residency since refusing the match after being selected by an institution is frowned upon.  In my situation, I interviewed for three pharmacy practice residencies and one industry DI residency at Janssen Pharmaceutica.  Because I was interested in the Janssen residency, I investigated the company and their product line.  One way I prepared for the residency was by giving presentations on Janssen products during my other Pharm.D. rotations.  For example, I gave a presentation during one of my pediatric rotations on the use of the prokinetic cisapride, now out of general clinical use, in premature infants who were experiencing reflux due to apnea and bradycardia.

My year at Janssen gave me exposure to several facets of the pharmaceutical industry.  I spent about six months in the DI department answering questions from health care practitioners and preparing standard responses to frequently asked questions.  I also participated on several committees such as the Intranet committee and the promotional materials review committee.  Four months of the residency were spent in the safety department gathering clinical data on reported adverse events.  Finally, about six weeks were spent in a traditional DI role at Mount Sinai Hospital in Manhattan.  

While DI in industry is similar to DI conducted by pharmacists in other practice settings, several aspects are different.  The most obvious difference is the specialization that occurs in industry.  Usually, DI pharmacists in industry work within one or two therapeutic areas within a company's product line, unless the company is small.  As a result, the pharmacist becomes an expert in the therapeutic area over time, knowing as much about treatment modalities as most physician specialists.  However, the exposure of the DI pharmacist to questions concerning products outside his or her therapeutic specialty is much less than most that of most institutional pharmacists.  As a result, DI pharmacists in industry are similar to specialists in medicine in the focus of their knowledge base.  Another difference is the preparation of a standard database of answers to questions.  Because a DI pharmacist in industry usually answers questions for a few products, he or she is asked many of the same questions repeatedly over time.  So that a consistent answer may be provided to all queries, standard responses are prepared for frequently asked questions.  The DI pharmacist in industry still has to abide by the pharmacists' code of ethics, making sure that answers are objective, complete, and well balanced.  

Because of the competitive job environment, a pharmacy student considering a career in the pharmaceutical industry should plan ahead during his or her student years.  If possible, completing a summer internship at a drug company shows that you have some experience working in the industry.  If no internship exists, a student has to find alternate means of obtaining summer employment within the industry.  Other alternatives include making contacts with the faculty at one's pharmacy school who have worked in industry before or who work closely with industry representatives.  If an internship is not possible, working in a pharmacy gives the student practical experience.  Of course, maintaining good grades is vital.  

The completion of an industry-based drug information residency opened up many opportunities for me in the job market.  After completing my residency, I accepted a position with Astra Merck, now known as AstraZeneca.  In addition to fulfilling the aforementioned duties of a DI pharmacist, I also attended medical conferences to gather information on the newest practices and answered the questions of physicians who attended these conferences.  Other roles played by DI pharmacists in industry include pharmaceutical representative training, regulatory promotional literature review, project management, and adverse event collection.  I concentrated on the gastroenterology (Prilosec®) and cardiovascular therapeutic areas, later specializing in gastroenterology exclusively once the company's product line expanded due to consolidations and mergers.  


While the position was challenging, I missed contact with physicians and patients.    Therefore, I recently changed my career and am now a Medical Information Scientist with AstraZeneca.  Other companies often call the role  a "scientific liaison" or "medical liaison."  While the role is slightly different within each company, the liaison is considered a scientific expert deployed in the field.  While the liaison is still trying to influence prescribing habits, similar to the pharmaceutical sales person, the liaison does not handle samples or promotional materials.  Liaisons often give presentations to pharmacy and therapeutics committees and work with physicians considered to be thought leaders in their area of specialization.  A priority of the liaison is to develop a relationship with thought leaders so that they have a positive impression of the company and feel comfortable with its products.  Other examples of activities liaisons perform include recruiting physicians for clinical trials, supporting physicians in training (such as fellows), supporting medical conferences, and training physicians.  

My story is still unfinished.  The possibilities for challenging oneself within the pharmaceutical industry are boundless.  Who knows what lies in the future?
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