








 

3)  How will FDAAA Improve Drug Safety Among Pregnant 
Women?  Participants include Allen A Mitchell (Slone Epide-
miology Center at Boston University), Sandy Kweder (FDA), 
Alice While (GlaxoSmithKline), and Maurica Maher (Health 
Canada) 

Be sure to attend this exciting and informative program—
you’ll not only learn more about forthcoming regulatory 
changes that will affect your work in pharmacoepidemiology, 
but you’ll also have the opportunity to interact with those who 
are involved in implementing this landmark legislation. 

 

The Scientific Program for the 2008 Mid-Year Symposium, 
which will be held on April 28, 2008 at the Radisson Bos-
ton Hotel, Boston, MA, promises to address areas of current 
and future importance to all of us in pharmacoepidemiol-
ogy.  Leading off the day will be a keynote address by Dr. 
Norm Fost, who will provocatively tackle “The Dysregula-
tion of Research”.  Dr. Fost is an internationally-recognized 
medical ethicist from the University of Wisconsin whom 
has been chair of the University of Wisconsin Institutional 
Review Board for the past three decades; a researcher him-
self, he’s also taught at the FDA Staff College and served 
on various FDA advisory committees, so he has broad ex-
perience in our world and can “feel our pain”. 

Following the keynote, the program will focus on the topic:  
“Major Changes Mandated for the US FDA:  How will they 
affect pharmacoepidemiology?”   

A few months ago, the U.S. Congress passed, and the Presi-
dent signed, legislation designed to bring major changes to 
the structure and function of the U.S. Food and Drug Ad-
ministration.  Called the FDA Amendments Act of 2007 
(FDAAA), this new law mandates the most profound 
changes to the FDA in decades, and a major target of 
change relates to drug safety in the postmarketing environ-
ment.  Given FDA’s prominence in the international drug 
regulatory arena, the impact of FDAAA will likely affect 
pharmacoepidemiology worldwide. 

To provide a better understanding of what FDAAA requires 
and how FDA and the pharmacoepidemiology community 
will respond, our program will bring together key experts 
from the FDA, non-US regulatory agencies, industry, and 
academia.  The sessions will include an introduction to 
FDAAA, presented by Dr. Paul Seligman (FDA) followed 
by three symposia, each devoted to one critical area covered 
by the act; time for audience feedback and comment will be 
included for each session. The symposia are titled with a 
series of questions:  

1)  How will FDAAA change our approach to Risk Evalua-
tion & Mitigation Strategies? Participants include Nancy 
Dreyer (Outcome Sciences, Inc.), Claudia Karwoski (FDA), 
Michael Sprafka (Procter and Gamble), and Wendy Ste-
phenson (Wendy Stephenson & Associates, LLC). 

2)  How will FDAAA affect the way we detect and interpret 
safety signals? Will FDAAA improve drug safety among 
pregnant women? Participants include Ronald Krall 
(GlaxoSmithKline), Gerald DalPan (FDA), Judith Kramer 
(Duke University), C. Bernie Good (VA Medical Center)  
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I S P E  2 0 0 8  M i d - Ye a r  S y m p o s i u m   

Contributed  By Allen A. Mitchell, FISPE       
2008 Mid-Year Meeting Scientific Program Chair 

2 0 0 8  M i d - Ye a r  M e e t i n g  
P l a n n i n g  C o m m i t t e e        

 

Allen A. Mitchell, FISPE, Slone Epidemiology Center, Boston 
University 

Nancy Dreyer, FISPE, Outcome 

Mark H. Epstein, ISPE 

Joanna Haas, Genzyme Corporation 

Sebastian Schneeweiss, FISPE, Brigham & Women's Hospital/
Harvard Medical School 

Sandra Kweder, US Food and Drug Administration  

Andrew McAffee, i3 Drug Safety 
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Saturday, April 26, 2008 

1:00pm-5:00pm Board of Directors Meeting  
(Board, Committee, Coun-
cil, & SIG Chairs) – open to 
all ISPE Members 

 

Sunday, April 27, 2008 

 7:30am-4:00pm  Registration  

 8:30am-12: 30pm  ICPE 2008 Scientific  
    Program  Committee  

 8:30am-12: 30pm I Introduction to   
    Pharmacoepidemiology* 

 12:30-1:30pm  Lunch on your own 

 1:30-5:30pm  Advanced Topics in  
    Pharmacoepidemiology* 

Monday, April 28, 2008 
 
 7:30am-4:00pm  Registration  

 8:30am-5:00pm  Mid-Year Symposium* 

 

*Registration Required 

 

Click here  http://www.pharmacoepi.org/meetings/
midyear08/index.cfm  for more information about 
registration, hotel, and tourist information. 

C A L L  F O R  I D E A S  -   
S P E C I A L  S E S S I O N S   

i n  c e l e b r a t i o n  o f  
o u r  2 5 t h  a n n i v e r s a r y  
 

 

In thinking about special activities for 
our 25th annual scientific meet (2009 - 
Providence), we are seeking topics 
which either: 

 

A:    re-evaluate an old problem in 
pharmacoepidemiology seen 
with new “eyes” (techniques) 

 

B:    evaluates a new problem in 
pharmacoepidemiology with 
old “eyes” 

  
Once topics are identified that fit each 
theme, we hope to identify a members 
representing industry, the academy, 
and regulatory agencies to form a 
working group whose joint work 
would be shared in TWO 25th anniver-
sary special panel discussions to be 
held in Providence.  If you have sug-
gested topics or other ideas, please 
email kate_lapane@brown.edu or 
Susan.sacks@roche.com. 

I S P E  2 0 0 8                   
M I D - Y E A R  M E E T I N G   

R a d i s s o n  H o t e l  B o s t o n ,  
B o s t o n ,  M a s s a c h u s e t t s  

A p r i l  2 6 - 2 8 ,  2 0 0 8  

25th 

http://www.pharmacoepi.org/meetings/midyear08/index.cfm�
http://www.pharmacoepi.org/meetings/midyear08/index.cfm�
http://www.pharmacoepi.org/meetings/midyear08/index.cfm�
http://www.pharmacoepi.org/meetings/midyear08/index.cfm�
mailto:kate_lapane@brown.edu�
mailto:Susan.sacks@roche.com�
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P r e v i e w  o f  E d u c a t i o n a l  O p p o r t u n i t i e s  i n  2 0 0 8  

The ISPE Education Committee is busy putting together an exciting educational program for 
both the Mid-Year meeting in Boston and the annual ICPE meeting in Copenhagen. 

 

M i d - Y e a r  C o n f e r e n c e  O f f e r i n g s :  
On the Sunday April 27 just before the Mid-Year Symposium we will offer the tested and highly valued introductory course in 
Pharmacoepidemiology under the leadership of Andrew MacAfee. In the afternoon we invite everybody to joint us for the Advanced 
Topics in Pharmacoepidemiology session.  With the emerging availability of mega-databases for drug safety research and the inter-
est by regulatory agencies to make more routine use of such data for signal detection we plan to offer lectures in that regard. Topics 
in the planning: 

     Sequential testing in large utilization databases 

  Drug safety monitoring using propensity score matching techniques 

Practical and analytical aspects when combining multiple large databases 

Working up signals – evidence synthesis across a spectrum of study types 

 

I C P E  C o p e n h a g e n  O f f e r i n g s :  
At the 2008 ICPE meeting in Copenhagen we plan for 1½ days of pre-conference courses. On Saturday afternoon we will kick off 
with the Introduction to Pharmacoepidemiology with Andy MacAffee. In parallel, the student workshop will be held. This event is 
open to all Pharmacoepidemiology degree students. The afternoon will be wrapped up with a Journal Club, a pilot that is intended 
for all participants of the introductory course as well as anybody else who wishes to join. We plan to have a paper for discussion that 
contributed to any recent drug safety debate. The author of the paper will present the study and participants will have plenty of time 
to ask questions. 

 

On Sunday morning we will have the excellent course on Therapeutic Risk Management (Co-Chairs: Elizabeth Andrews and Carla 
von Bennekom) in parallel to Drug Utilization Research (Chair: Rob van der Stichele), which will be offered the second time after 
such positive response in Quebec. A third morning course is under development on regulatory epidemiology / public health decision 
making. In the afternoon all participants are invited to join the Advanced Topics session. Topics in the planning are “Bayesian 
methods for characterizing confounding and misclassification bias”, “Effect measure modification”, “Indirect comparison of pla-
cebo-controlled trials for head-to-head comparisons.” 

 

 

Don’t forget to check off which sessions you plan to attend on the registration forms for the meetings. We are looking forward to 
seeing you at both occasions and use these opportunities to fill in gaps, get excited to try something new, or just relax and let your 
thoughts wander. Enjoy! 

 

 

Sebastian Schneeweiss for the ISPE Education Committee.  

Suggestions for topics and speakers are always welcome! 



As a newly confirmed full international member of the Coun-
cil for International Organizations of Medical Sciences 
(CIOMS), ISPE was invited to attend the 2007 general assem-
bly. ISPE was represented by the Public Policy and Ethics 
Committee in the person of its chair elect, Til Stürmer, FISPE. 

The report on the activities for 2006 – 2007 mentioned bio-
ethics, drug development and use, and collaboration with 
WHO and UNESCO as major areas. Within bioethics, the two 
main areas were the “International Ethical Guidelines for Bio-
medical Research Involving Human subjects”, revised in 2002 
that were translated in various languages and presented at the 
8th World Congress of Bioethics in Beijing in 2006 and the 
“International Guidelines for Ethical Review of Epidemiologi-
cal Studies” that are currently under revision. ISPE has been 
very actively involved in the revision of the latter guidelines, 
including detailed written comments on two earlier versions 
and attendance at a two-day meeting in June 2007 in Geneva. 
We were assured that many suggestions of ISPE will be in-
cluded in the revised version to be posted on the CIOMS web-
site in spring 2008. These activities are sponsored by CIOMS. 

Within the area of drug development, several working groups 
have been active, including Working Groups on: 

Management of Safety Information from Clinical Trials 

Development Safety Update Report 

Pharmacogenetics and Pharmacoeconomics 

Standardized MedDRA Queries, 

Application of Signal Detection in Pharmacovigilance 

Joint CIOMS/WHO working groups exist on Drug Develop-
ment Research and Pharmacovigilance in Resource-Poor 
Countries and on Vaccine Pharmacovigilance.  

There is collaboration with the Drug Information Association 
(DIA) and these activities are sponsored by a consortium of 
donors. The collaboration of CIOMS with WHO and UNESCO 
is mainly achieved within the working groups mentioned 
above. WHO also provides financial and administrative sup-
port to CIOMS and there are plans to strengthen the collabora-
tion with UNESCO in the future. 

The proposed budget for 2008 lists revenues of US $ 683,000 
(608,000 from contributions to Technical Projects or working 
groups) and general expenses of 500,000. The balance sheet as 
of December 31, 2006(!) has been reviewed by a chartered 
accountant and lists a fund balance of US $ 1,500,000. Expen-
ditures were 80% for program activities (project disburse-
ments, advisers and consultants) and 20% for administration 
and secretariat. The meeting closed with all proposed draft 
resolutions having been accepted. 

 

Contributed by Til Stürmer 
 tsturmer@partners.org 
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R e p o r t  o n  X I X t h  C I O M S  G e n e r a l  A s s e m b l y ,  
D e c e m b e r  4 ,  2 0 0 7 ,                              

W H O  H e a d q u a r t e r s ,  G e n e v a ,  S w i t z e r l a n d  

 WANTED  
Songwriters, singers and musicians!   

 

We  need volunteers from our creative and artistic ISPE membership to help plan some fun events for ISPE's 
25th anniversary celebration taking place at the mid-year and annual meetings in 2009.   

We know that you're out there and that you want to have an outlet for all that creative energy, so please join us 
and help make the 2009 meetings a true celebration of our organization.   

Please contact either Kate Lapane (Kate_Lapane@brown.edu) or Susan Sacks (susan.sacks@roche.com) to let 
us know that you'd like to volunteer for this definitely fun activity! 

mailto:tsturmer@partners.org�
mailto:Kate_Lapane@brown.edu�
mailto:susan.sacks@roche.com�


If you “judge a book by its cover” you might think that this 
book likely has no relevance to pharmacoepidemiology.  
However, once you begin reading the first chapter you see 
John Snow’s classic map of cholera deaths clustered around 
the Broad Street pump and US geographic maps illustrating 
the distribution of age-adjusted cancer death rates (both of 
which the author cites both as excellent examples of the use 
of visual displays to communicate quantitative information).  
What could be more important when trying to communicate 
the results of pharmacoepidemiologic studies to various audi-
ences (i.e., peers, lay audiences, policy makers, etc.) in the 
most efficient and effective manner? 

The author started his career as a Professor at Princeton Uni-
versity where he taught statistics and is currently a Professor 
Emeritus at Yale University where he teaches statistical evi-
dence and information design.  With this background, you 
might think that the book would be geared toward a special-
ist academic audience but it actually should appeal to anyone 
who has tried to communicate with charts, graphs, or dis-
plays in journals or to those who have ever struggled with 
PowerPoint to make an effective and interesting presentation 
to senior management. 

The book is centered around what Tufte calls the “Theory of 
Data Graphics” which has four major aspects.  First, elimi-
nate all ‘chartjunk’ (e.g., simply use a black and white table 
of data rather than a histogram with 3-dimensional multi-
colored bars that blink for emphasis).  Second, maximize all 
‘data ink’ (e.g., present more data per pixel and add annota-
tions to existing displays rather than creating another mostly 
redundant data display).  Third, use multifunctioning graphi-
cal elements (e.g., circles whose area corresponds to their 
relative magnitude rather than using a data point).  Fourth, 

use displays with high data density (e.g., combine several 
displays into one using a variety of techniques described in 
the book).  The examples I give here really don’t do justice to 
the many examples illustrated in this book so, if ‘graphical 
excellence’ interests you, please quickly take a look at the 
many beautiful examples provided in Tufte’s text.  One of the 
best examples of using the above principles was made by 
French engineer Charles Minard and depicts Napoleon’s dis-
astrous 1812 Russian campaign utilizing graphical displays of 
time, space, direction, quantity and even temperature in illus-
trating the disintegration of Napoleon’s army as it progressed 
towards Russia and then retreated. 

When asking colleagues about this book, I have been sur-
prised by the negative reactions I have received from about 
one-quarter of them.  When asked to explain, most say they 
were turned off by the author’s (sometimes) sarcastic and 
condescending tone and the rest state they just think the sug-
gestions given in the book are impractical in the ‘real world’.  
So, while I enthusiastically recommend the book to ISPE 
members, I will offer two suggestions: before buying the 
book, borrow a copy from a friend (or library) first to see if it 
appeals to you; and second, try to focus not on the author’s 
tone or writing style but instead concentrate on the ideas and 
concepts being presented and displayed (i.e., ‘place principles 
before personality’!) 

Finally, please free to email me with feedback, suggestions or 
notice that you want to volunteer to review a book for a future 
Scribe issue. 

 Contributed by Michael Wess  
michael.wess@genzyme.com 
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B o o k  R e v i e w :   
“ T h e  V i s u a l  D i s p l a y  o f  Q u a n t i t a t i v e  I n f o r m a t i o n ”  

 b y  E d w a r d  T u f t e  [ S e c o n d  E d i t i o n ,  2 0 0 1  p u b l i s h e d  b y   
G r a p h i c s  P r e s s  L L C ,  C h e s h i r e ,  C o n n e c t i c u t ]  

mailto:michael.wess@genzyme.com�


Last summer and fall marked the 10-year anniversary of the 
public health warnings and the eventual withdrawal of prod-
ucts containing fenfluramine or dexfenfluramine.  There was 
an explosion of prescribing of antiobesity agents in the mid-
1990’s, mostly fueled by the increased prescribing of fen-
phen.1 Much of this use was long-term; forty-six percent of 
those taking fen-phen and 33% of those taking fenfluramine 
or dexfenfluramine alone reported taking it for more than 12 
weeks.2  Off-label use of these drugs was rampant.  

Recall, however, that fenfluramine received FDA approval in 
1973 for the short-term management of obesity.3  FDA ap-
proval of dexfenfluramine in 1996 for longer-term weight 
management therapy provided opportunities for increased 
exposure to fenfluramines. This dramatic change in clinical 
management of obesity precipitated the increased reports of 
incident cardiac valvulopathy, not the traditional, short-term, 
FDA-approved use of fenfluramines.  Connolly et al.4 re-
ported pathologic evidence of valvular plaques resembling 
serotonin-mediated carcinoid syndrome among cases ex-
posed to fenfluramine-phentermine combination therapy. 
Following this study, the FDA reported an estimated 32.8% 
prevalence of valvular disease among individuals exposed to 
fenfluramines.2  But, 10 years later, one still wonders why 
was cardiac valve regurgitation a new adverse event phe-
nomenon when fenfluramine was on the market for over 
twenty years? 

Of equal concern was the public’s reaction to the unfolding 
risks of these products.  On July 8, 1997, the FDA issued a 
public health advisory to health care professionals emphasiz-

ing the impact of fenfluramine and dexfenfluramine on users’ 
hearts.5 The FDA advisory stated “the FDA reminds all health 
care practitioners that the safety and effectiveness of the use 
of fenfluramine and phentermine in combination have not 
been established and that serious concerns about the safety of 
such combined use have been raised.” Despite the warnings 
and recommendations, many users did not discontinue use 
immediately. Of those individuals taking drugs containing 
fenfluramine or dexfenfluramine as of May 1997, it is esti-
mated that approximately one-third stopped taking them dur-
ing July and September, one-third stopped taking the pills in 
September and October, and the remaining one-third stopped 
taking the pills over the next 13 months.2  Given the extensive 
coverage in the media and lay press, that this proportion of 
users continued to take weight loss medications containing 
fenfluramine or dexfenfluramine months after they were re-
moved from the market in the United States is of great con-
cern. 

The amplification of risk associated with long-term use sug-
gests off-label use warrants safety monitoring and enforce-
ment by FDA.  Approvals for longer-term use of a particular 
drug such as dexfenfluramine should accompany clinical trial 
data regarding safety and efficacy of continuous treatment. 
Thus, monitoring of how medications are actually used in 
clinical practices post-marketing is warranted. 
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L o o k i n g  B a c k ,  L e a r n i n g  F o r w a r d  
H i s t o r y  d o e s n ’ t  r e p e a t  i t s e l f  - -  a t  b e s t  i t  s o m e t i m e s  r h y m e s .                 

M a r k  T w a i n  

Weighing in 10 years later:                                                                 
Reflections on Contagious off-label use of Phentermine and Fenfluramine 

Contributed by  
 Regina C. Grebla, MGA, MPH PhD(c) 

Molly E. Waring AM PhD(c) 
Graduate students, Brown Medical School  

 

The piece for this edition of Scribe focuses on the phentermine and fenfluramine story.  This edition comes to you from two students 
in my advanced pharmacoepidemiology course, shortened significantly to meet the needs of this column.  I welcome contributions 

which stay true to the theme of reflecting and learning about past challenges in pharmacoepidemiology.   

Please forward ideas to : Kate_Lapane@brown.edu .           

c o n t i n u e d  o n  p a g e  1 1  

mailto:Kate_Lapane@brown.edu�
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L o o k i n g  B a c k ,  L e a r n i n g  
F o r w a r d  ( c o n t i n u e d )  

A few questions remain: 

Today, would the US public heed FDA warnings? 

Has the scientific community learned to work in in-
novative ways with the FDA to investigate the safety 
of medications when off-label use is rampant? 

Are our surveillance systems adequate to detect risks 
quickly when new combinations of medications are 
used or medications are used in ways not envisioned 
when approved for marketing? 

With particular regard to anti-obesity agents, are 
manufacturers designing trials to mimic how these 
medications are likely to be used? 

Given the increases in obesity over the past decades 
in the United States and across the globe, there will 
not be a shortage of patients seeking prescription and 
OTC weight loss remedies over the coming decades. 
It is of extreme public health importance that we 
strive to insure the safety of these products and their 
use, especially given the number of patients who 
currently take prescription weight loss medications 
and the number who may take them in the future. 

R e f e r e n c e s :  

1. Stafford RS, Radley DC. National trends in antiobesity 
medication use. Arch Intern Med. 2003;163:1046-
1050. 

2. Blanck HM, Khan LK, Serdula MK. Prescription 
weight loss pill use among Americans: Patterns of pill 
use and lessons learned from the fen-phen market 
withdrawl. Preventive Medicine. 2004;39:1243-1248. 

3. Cardiac valvulopathy associated with exposure to 
fenfluramine or dexfenfluramine: U.S. Department of 
Health and Human Services interim public health 
recommendations. November 1997. p. 1061-6. 

4. Connolly, H.M., et al., Valvular Heart Disease 
Associated with Fenfluramine-Phentermine. N Engl J 
Med, 1997. 337(9): p. 581-588. 

5. Lumpkin MM. FDA public health advisory: Reports of 
valvular heart disease in patients receiving 
concomitant fenfluramine and phentermine. Rockville, 
MD: Food and Drug Administration (FDA); 1997 
Accessed September 22, 2007. 

 

 

 

 

 

 

 

 

 

 

 

Do you have artistic talents 
or a creative spark?  

 
In anticipation of the 25th anniversary 
celebration in 2009, we are pleased to 
announce a LOGO contest.   

 

The winning designs will be used on the 
mid-year and annual t-shirts, the web, 
and possibly on our stationary for the 
25th year.  

 

The logo can be both text and images.  

 

Please send your ideas and logos 
by April 1, 2008 to: 

Susan.sacks@roche.com and 
Kate_Lapane@brown.edu.   

mailto:Susan.sacks@roche.com�
mailto:Kate_Lapane@brown.edu�
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D o n ’ t  M o c k  I t  –   
a  m o c k  F D A  h e a r i n g  d r i v e s  s o m e  l e s s o n s  h o m e !  

T a m a r  L a s k y ,  P h D  
A s s o c i a t e  P r o f e s s o r  

U n i v e r s i t y  o f  R h o d e  I s l a n d  C o l l e g e  o f  P h a r m a c y  

Teaching a graduate seminar course with only three students, there is a low chance of spirited discussions and a high chance of 
discussion fatigue.  Instead, I decided to have a mock FDA advisory committee.  Law students participate in mock trials and court 
hearings; pharmacoepidemiologists can participate in mock FDA hearings. 

Students started with the FDA website which lists advisory committees.  We used the July 30, 2007 Joint Meeting of the Endocri-
nologic and Metabolic Drugs Advisory Committee and the Drug Safety and Risk Management Advisory Committee.  The Com-
mittees discussed the cardiovascular ischemic/thrombotic risks of the thiazolidinediones, with focus on rosiglitazone. 

Drawing from some of the methodology of problem based learning, I asked the students to review the Rosen editorial in the NEJM 
(Rosen CJ. Rosiglitazone and the FDA. N Engl J Med 2007; 357:844-846 Available at: http://www.nejm.org.) and FDA website. 
They had to take notes on the following categories:  

* Subject matter that they needed to learn more about 

* articles that they thought they should read    
  

* items they didn’t understand 

* points with which they agreed or disagreed 

The focus was on the big picture.  We took a class session to discuss their 
notes, and agreed on five topics that needed to be reviewed to understand the                                                                                               
issue: 

Meta-analysis 

the typical number of events (myocardial infarction)  

associated with type II diabetes and characteristics of 

 the high risk group 

definitions of types I and II diabetes 

alternatives to rosiglitazone 

patient groups suited for rosiglitazone therapy.    

The students identified 10 articles or docket sections and scheduled the 
materials over 5 weeks.  Each student had one 10-minute presentation a 
week, and each week we addressed a basic issue (such as meta-analysis),                                                                                       
industry and government viewpoints.  Students had to pare away extraneous issues.  Rehearsals continued up until the night before 
the mock hearing, approximating real life anxiety and last minute presentations. 

The mock hearing condensed the actual meeting into a one hour time frame: 15 minutes for background science, 15 minutes for 
the industry presentation, and 15 minutes for the government presentation.  Three students from Brown University’s graduate pro-
gram served as mock Committee members.  Dress was business professional, name tags were made, and committee members re-
ceived folders with voting sheets. 

 

“The skills we       
practiced at the mock 
FDA advisory panel 

meeting are important 
to our shared goal of 

improving public 
health.”  

 

David D. Dore,     
Pharm.D., PhD (c),    
Brown University 

c o n t i n u e d  o n  p a g e  1 3  

http://www.nejm.org�


 

zone and cardiovascular risk in type II 
diabetics.  While University of Rhode 
Island seminar students worked consis-

tently over the semester to master the 
material, it crystallized at the mock hear-

A dozen faculty and students attended 
the mock hearing, playing the role of the 
public.  As chair (non-voting), I ex-
plained a bit about FDA advisory com-
mittees and hearings.  My students were 
well prepared. The mock Committee, 
limited to 2 questions each, asked 
thoughtful questions.  There was real 
suspense in the room when I read the 
results.  The mock Committee voted 2 to 
1 that the available data supported a con-
clusion that Avandia increases cardiac 
ischemic risk in type 2 diabetes mellitus 
and 1 to 2 that the overall risk-benefit 
profile of Avandia supported its contin-
ued marketing in the US.  Unlike the 
actual FDA committee, our mock com-
mittee members would have recom-
mended removing the drug from the 
market. 

Students learned about the regulatory 
process, FDA advisory committees and 
the substantive issues around rosiglita-

Page  13 I S P E  N E W S L E T T E R  -  V O L U M E  1 1 ,  N u m b e r  1  

D o n ’ t  M o c k  I t  ( c o n t i n u e d )   

ing, and hit home with the vote.  Be-
cause the Brown students who served 
as mock committee members took their 
role seriously, the academic exercise 
was transformed into a learning experi-
ence for all.  Student participants Jason 
Simeone (URI) and Jennifer Christian, 
PharmD, MPH, PhD (c) (Brown) both 
noted that the opportunity gave then a 
great amount of respect for the respon-
sibility the FDA has to protect the pa-
tient.  Using a mock FDA exercise 
really drives home the challenge of 
using science to inform policy deci-
sions! 

N o t i c e  o n  D i r e c t  A c c e s s  t o  P h a r m a c o e p i d e m i o l o g y  a n d  
D r u g  S a f e t y  t h r o u g h  t h e  M e m b e r s  O n l y  S e c t i o n  o f  t h e  

I S P E  W e b s i t e  
  

Current ISPE members now have access to PDS directly through the ISPE website. (Note: Members 
whose 2008 dues: July 1, 2007 - June 30, 2008 that have not been paid have been dropped from the current 
membership list. You can renew online at https://www.pharmacoepi.org/commerce/ind-memberform.cfm)  

I n s t r u c t i o n s :   
ISPE members now have direct access to PDS directly through the ISPE Members Only section on the ISPE 
website www.pharmacoepi.org. Please go to the Membership Login page of the ISPE website. If you have 
forgotten your password, please submit the online form. However, if you experience any problem gaining ac-
cess to the Members Only section; please send an email to ispe@paimgmt.com.  

Please do not contact Wiley Publications for any access problems. ISPE members will not be able to gain 
member access via any pages hosted on http://www3.interscience.wiley.com/journal/5669/home (any of the 
PDS login/subscription). Remember, ISPE members must use the Society's web site as their starting point to 
PDS journal. 

“This was a unique    
learning experience 
that is not otherwise 

taught in the           
curriculum.” 

 

Aisling Caffrey,           
MSPH, PhD (c),                

University of Rhode Island 

https://www.pharmacoepi.org/commerce/ind-memberform.cfm�
http://www.pharmacoepi.org�
http://www.pharmacoepi.org/members/login.cfm?destURL=/members/index.cfm?�
mailto:ispe@paimgmt.com�
http://www3.interscience.wiley.com/journal/5669/home�


 

 

Please submit additional conference information that you would like to be included  

in upcoming issues of Scribe to Brian Quilliam at bquilliam@uri.edu. 

Organization Location Meeting Dates Abstract Submission 
Deadline 

International Society of                  
Pharmacovigilance-Training Courses: 
“Pharmacogenetics & Drug Safety” 
and “Basic Concepts in Pharma-
covigilance” 

(www.isoponline.org) 

Bangkok, Thailand 17-18 Mar, 2008 Not applicable 

ISPE Mid-Year Conference 

(www.pharmacoepi.org) 
Boston, MA 26-29 Apr, 2008 Not applicable 

Academy Health 

(www.academyhealth.org) 
Washington DC 6-8 Jun, 2008 Passed 

DIA Annual Meeting 

(www.diahome.org) 
Boston, MA 22-26 Jun, 2008 

31 Mar, 2008 

(Student Abstract      
Deadline) 

Society for Epidemiologic Research 

(www.epiresearch.org) 
Chicago, IL 24-27 Jun, 2008 Passed 

Teratology Society 

(www.teratology.org) 
Monterey, CA 28 Jun-3 Jul, 2008 18 Feb, 2008 

24th International Conference on 
Pharmacoepidemiology & Therapeu-
tic Risk Management (ISPE’s annual 
meeting) 

Copenhagen,    
Denmark 17-20 Aug, 2008 18 Feb, 2008 

International Society for Pharma-
coeconomics & Outcomes Research 
(ISPOR) 3rd Asia-Pacific Conference 
(www.ispor.org) 

Seoul, South Korea 7-9 Sep, 2008 17 Mar, 2008 

British Pharmaceutical Conference 

(www.bpc2008.org) 
Manchester,      

England 7-8 Sep, 2008 14 Mar, 2008 

International Society of Pharma-
covigilance 

(www.isoponline.org) 

Buenos Aires,    
Argentina 5-8 Oct, 2008 31 May, 2008 

ISPOR 11th Annual European         
Congress 

(www.ispor.org) 
Athens, Greece 8-11 Nov, 2008 23 Jun, 2008 
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U p c o m i n g  P r o f e s s i o n a l  C o n f e r e n c e s   
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A p p o i n t m e n t  
  

Dr. Susan T. Sacks, FISPE, Global 
Head, Drug Safety Epidemiology, 
Roche Safety Risk Management has 
become the new chair of the Joint 
Policy Committee (JPC) of the So-
cieties of Epidemiology - the first 
organization to coordinate joint pol-
icy actions among 14 epidemiology 
societies, including ISPE. She will 
take over the lead from the founding 
chair Dr. Roberta B. Ness on January 
1 2008. Drs. Elizabeth Andrews, Su-
sana Perez, and Til Stürmer, repre-
senting ISPEs Public Policy and Eth-
ics Committee, will assist Susan in 
the JPC. Current tasks of the JPC 
include the education and advocacy 
of legislators and grant investigators 
about the importance of epidemiol-
ogy and the assessment of the role of 
HIPAA on epidemiologic research. 

A p p o i n t m e n t s  a n d  M e m b e r s  O n  T h e  M o v e   

E d i t o r ’ s  n o t e :   T h i s  i s  a  n e w  s e c t i o n  o n  i n d i v i d u a l s  w h o  h a v e  r e c e i v e d  a p p o i n t -
m e n t s  o r  t h o s e  w h o  h a v e  m o v e d  a c r o s s  o r g a n i z a t i o n s .  T o  i n c l u d e  s u c h             

i n f o r m a t i o n  i n  f u t u r e  i s s u e s  o f  S c r i b e  ,  p l e a s e  e m a i l  t h e m  t o                       
C a t h e r i n e . S i g l e r @ u n i t e d b i o s o u r c e . c o m  w i t h  t h e  s u b j e c t  l i n e  “ c h a n g e s ” .  

M e m b e r s  o n  t h e  M o v e  
 

ISPE members Alec Walker and Deb Hennessey have established a firm in the 
Boston area.  It's called WHISCON -- World Health Information Science Con-
sultants, LLC.  Their strategy is to assemble high-echelon consultants in epidemi-
ology, economics and population health, along with an experienced in-house 
staff, to offer services in the government and private sectors.  Pharmaceuticals 
and drug policy will be an important area of expertise for the new company.  

 

In December, Susana Perez-Gutthann, FISPE, assumed the position of Vice-
President, Global Head Epidemiology at RTI Health Solutions 
(www.rtihs.org). In this role she will lead a team of over 16 pharmacoepidemi-
ologists. Susana joined RTI-HS at the company’s new office in Barcelona earlier 
this year, together with Jordi Castellsague, Lia Gutierrez, Cristina Varas-
Lorenzo, as well as Ceri Hirst, previously at RTI-HS’ office in Manchester, UK.   

 

David D. Dore, formerly a postdoctoral fellow at the Center for Gerontology and 
Health Care Research at Brown Medical School has joined i3 Drug Safety as an 
epidemiologist at the Waltham, MA office.  

Susan Sacks 
speaking at the 
New Member 

Meeting,    
ICPE 2007 
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5272 River Road, Suite 630 
Bethesda, MD 20816 USA 

www.pharmacoepi.org 
 

Phone: 301-718-6500 
Fax:  301-656-0989 

I N T E R N A T I O N A L  S O C I E T Y  F O R  P H A R M A C O E P I D E M I O L O G Y  

Co-chaired by Susan Sacks and Kate Lapane, this special ad hoc committee seeks to  
enhance ISPE activities in 2009 in celebration of our society’s 25th anniversary.  The  
activities discussed include a logo contest (for t-shirts, web, and possibly stationary), 
the planning of enhanced social events at the mid-year and annual meeting, and the 
planning of special sessions at the annual meeting.   If you are interested in helping out 
on this committee, please let Kate (Kate_Lapane@brown.edu) or Sue 
(Susan.sacks@roche.com) know!  

25th Anniversary Committee Seeks Volunteers! 

C a l l  f o r  P r o g r a m  C h a i r  N o m i n a t i o n s  
ISPE will be a co-sponsor of the Congress. We have the opportunity to nominate a member to serve as the Program 
Chair for this meeting.   Interested?  

Think big!  The chair will be someone with a joint vision that represents the field of epidemiology as a whole.   

C a l l  f o r  C h a i r ,  I S P E  C o n t r i b u t e d  S y m p o s i u m  
ISPE will contribute a symposium at the Congress. We are looking for a member to coordinate this session. Interested?  

 

DEADLINE FOR NOMINATIONS: March 3, 2008 
 

If you are interested in either being nominated for Congress Program Chair or ISPE Contributed Symposium Chair, 
please send an email to Mark Epstein, ISPE Executive Secretary, mepstein@paimgmt.com by March 3. 
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