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Spring Meeting Workshop 

The Spring 2007 will be held on Thursday, 
March 22, 2007. There will be three speaker 
sessions covering a variety of topics. The 
abstracts of the talks to be presented, 
including the bios of each of the speakers, are 
provided below. 
How to obtain accurate sample size 
and power using nQuery Advisor. 
 
This presentation will focus on the 
application side of sample size calculations. 
Several examples will be presented for 
different statistical methods. These will 
include approaches for clinical trials, χ2 tests, 
ANOVA and regression. The process 
involved in calculating appropriate sample 
size will be outlined in each case. The 
presentation will also include a demonstration 
of all calculations using the sample size 
software nQuery Advisor. 
 
Brian Sullivan graduated from the 
University of Limerick with a Masters degree 
(Research) in  Statistics. The main focus of 
his research work was in applying a 
Graphical  Modeling technique to large sets 
of data whilst accounting for missing  
values. He has been working at Statistical 
Solutions as a Customer Support  Technician 
since November 2006. He was previously 
graduated with a Bachelor’s  degree in 
Applied Science and Computing from the 
Dublin Institute of  Technology. 
 

 
 

Methodological Challenges In 
Analyzing Patient-Reported 
Outcomes 
 
The analysis of patient-reported outcomes 
(PRO) data in an international clinical trial 
presents methodological, statistical and 
interpretive challenges. Specific strategies are 
needed regarding the psychometric 
measurement properties of self-report 
instruments, cross-cultural measurement 
equivalence, definitions of clinical 
significance, missing data, longitudinal 
modeling, and descriptions of clinically 
interpretable results. Development and 
implementation of these strategies is 
illustrated using the 16-country International 
Randomized IFN vs. STI571 (IRIS) Study of 
1106 newly diagnosed patients with chronic 
phase chronic myeloid leukemia. The primary 
endpoint was the duration of progression-free 
survival; PROs were secondary endpoints. 
Crossover to the other treatment was 
permitted because of intolerance or lack of 
efficacy. The Functional Assessment of 
Cancer Therapy-Biologic Response Modifiers 
(FACT-BRM) was completed as a measure of 
health-related quality of life at baseline, 
months 1–6, 9, 12, 18, and 24 in the patient’s 
preferred language. The methodological 
issues and specific strategies developed to 
address them are summarized. An item 
response theory (IRT) measurement model 
was used to evaluate psychometrics, 
including cross-cultural comparability (three 
languages), and to aid in interpretation of 
treatment differences. A mixed effects model 
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was chosen for the longitudinal analyses, with 
a pattern-mixture technique to adjust for 
nonignorable missing data. Crossover effects 
were added as a time-dependent covariate. To 
better understand the meaning of the PRO 
scores, a clinically significant treatment effect 
was prespecified, and a modified forest plot 
was used to summarize IRT responses. 1049 
patients (95%) participated in the 
assessments. The patterns of dropout and 
change were quite different for the treatment 
arms. This study presented major 
methodological challenges to PRO data 
analysis, all of which were addressed using 
state-of the-science modeling techniques. The 
analysis plan and results may be useful for 
statisticians, researchers and clinicians who 
analyze and interpret PROs. 
 
Elizabeth A. Hahn 
 
Elizabeth A. Hahn, MA, is Assistant 
Professor, Department of Preventive 
Medicine and Institute for Healthcare Studies, 
Feinberg School of Medicine, Northwestern 
University; Director of Biostatistics, Center 
on Outcomes, Research and Education 
(CORE), Evanston Northwestern Healthcare; 
and Director of the Outcomes Measurement 
and Survey Core, a shared resource of the 
Robert H. Lurie Comprehensive Cancer 
Center of Northwestern University 
(RHLCCC). She serves on the Cancer 
Control and Prevention: Health Policy and 
Health Services Research Peer Review 
Committee for the American Cancer Society 
(ACS), and the RHLCCC peer review 
committee for the ACS Institutional Research 
Grant program. 
 
She is a medical sociologist and 
biostatistician with expertise in the design, 
implementation, coordination and statistical 
analysis of international clinical trials, survey 
research studies and other health services 
research projects. She has expertise in the 
application and interpretation of probabilistic 

measurement models (item response theory) 
as well as statistical models based on classical 
test theory. She participates in workshops and 
symposia to discuss research design, 
measurement and statistical analysis issues 
related to self-report data, and provides 
consultation to international researchers in the 
design and analysis of clinical trials. She co-
teaches a course on Survey Design and 
Methodology in the Feinberg School of 
Medicine, Masters of Public Health program. 
 
Her research primarily involves patient-
reported outcomes (PROs) in patients with 
cancer and other chronic illnesses, with a 
focus on underserved populations and health 
disparities. She has been principal 
investigator on research grants funded by 
AHRQ/NCI, ACS, Coleman Foundation and 
NHLBI, and co-investigator on research 
grants funded by ACS, American Heart 
Association, CDC, NCI, NIAMS, NHLBI and 
several foundations. Her research includes the 
development of a bilingual, multimedia 
Talking Touchscreen that allows patients with 
varying literacy levels and computer skills to 
self-administer PRO questionnaires. 
 
Practical Considerations in Applied 
Nonlinear Regression Modeling: 
Design, Estimation and Testing 
 
Researchers often find that nonlinear 
regression models are more applicable for 
modeling various biological, physical and 
chemical processes than are linear ones since 
they tend to fit the data well and since these 
models (and model parameters) are more 
scientifically meaningful.  These researchers 
are thus often in a position of requiring 
optimal or near-optimal designs for a given 
nonlinear model.  A common shortcoming of 
most optimal designs for nonlinear models 
used in practical settings, however, is that 
these designs typically focus only on (first-
order) parameter variance or predicted 
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variance, and thus ignore the inherent 
nonlinear of the assumed model function.  
Another shortcoming of optimal designs is 
that they often have only p support points, 
where p is the number of model parameters.  
Measures of marginal curvature, first 
introduced in Clarke (1987) and further 
developed in Haines et al (2004), provide a 
useful means of assessing this nonlinearity. 

 
This talk examines the reliability of Clarke’s 
marginal curvature measures (vis-à-vis other 
curvature and nonlinearity measures) in 
practical settings, and introduces a design 
criterion that combines variance minimization 
with nonlinearity minimization.  These 
techniques, coded in the SAS® software 
packages (NLIN and NLMIXED procedures), 
are illustrated in the context of a dissolution 
model given in Weiss and Lansky (1998) as 
well as other examples. 
 
Timothy E. O’Brien, Ph.D. 
 
Dr. Timothy E. O’Brien is a tenured associate 
professor with the graduate faculty in the 
Department of Mathematics and Statistics, 
Loyola University of Chicago.  Dr. O’Brien 
received his Ph.D. in Statistics from North 
Carolina State University in 1993.  His 
dissertation topic, “New Design Strategies for 
Parameter Estimation and Model 
Discrimination in Nonlinear Regression 
Models” focuses on optimal experimental 
design, generalized linear and nonlinear 
modeling, and computer intensive methods, 
with applications to drug synergy research.  
Dr. O’Brien also received an M.A. in 
Statistics from the University of Rochester 
(1987), an M.A. in Mathematics from 
Syracuse University (1985), and a B.A. in 
Mathematics and Economics from Pace 
University (1978).  He is a member of ASA, 
ENAR, IASC, IASE, and ISI. 
 

Dr. O’Brien has made several contributions to 
the theory and methods of optimal 
experimental design, particularly regarding 
nonlinear modeling.  Some of his publications 
appear (or will appear) in Biometrika, 
Statistica Sinica, Journal of Statistical 
Planning and Inference, The American 
Statistician, Journal of Agricultural, 
Biological, and Environmental Statistics, the 
Journal of Chemical Ecology, Computational 
Statistics and Data Analysis, and the Journal 
of Data Science.  Dr. O’Brien also published 
three book chapters on optimal design, robust 
design, and lack of fit, for nonlinear 
regression models, as well as several refereed 
conference proceedings (e.g., Proceedings of 
the 15th Conference on Applied Statistics in 
Agriculture, Proceedings of Agro-Industrie et 
Methodes Statistiques) and collaborative 
papers in refereed biomedical journals (e.g., 
Development, Annals of Neurology, Cell and 
Tissue Research), which illustrate the 
immediate application of his theoretical work.  
Dr. O’Brien has served numerous times as a 
referee for top tier statistical journals, and he 
is frequently invited to both domestic and 
international conferences and universities to 
speak on his theoretical developments and 
their applications to pharmacology and 
pharmacokinetics.  Dr. O’Brien won a SUGI 
Best Contributed Paper Award for 
demonstrating how some of his 
metholdogical work on optimal designs for 
nonlinear regression models can be 
implemented with SAS® 
 
Dr. O’Brien's previous industrial and 
academic work experience contributed 
greatly to both the direction and applications 
targeted for his current research activities.  
For example, Dr. O’Brien spent two years as 
a biostatistical consultant at Janssen 
Pharmaceutics NV, two years as an internal 
statistical consultant and biostatistician at 
Novartis Pharma AG, and three years as an 
assistant statistician at Glaxo. In addition, Dr. 
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O’Brien also provided statistical consulting 
services to SmithKline, Bristol Myers Squibb, 
Chiron, and Amgen.  Dr. O’Brien’s previous 
domestic academic experience includes 
Assistant Professor positions at Loyola 
University of Chicago, the University of 
Georgia, and Washington State University.  
Internationally, Dr. O’Brien has been a 
Visiting Professor at both Limburgs 
Universitair Centrum (Belgium) and 
Katholieke Universiteit Leuven (Belgium), a 
Visiting Lecturer at the University of Natal at 
Pietermaritzburg (South Africa), and he was 
awarded two postdoctoral fellowships, one at 
the Universität Augsburg (Germany) and the 
other at INRA, Laboratorie de Biometrie 
(France). 
 
Dr. O’Brien has a strong interest in and 
commitment to statistical and mathematical 
education.  He has developed and taught a 
wide range of theoretical and applied 
statistics, statistical computing, statistical 
programming, statistical consulting, and 
mathematics courses, at both the graduate and 
undergraduate levels, at both domestic and 
universities abroad.  In addition, Dr. O’Brien 
has taken the time to supervise more than a 
dozen directed reading courses with graduate 
students in nonlinear mixed modeling, 
generalized linear models, nonlinear 
regression, differential geometry, optimal 
design, multivariate statistics, survival 
analysis, advanced statistical inference, and 
drug synergy, some of which led to the 
students’ dissertation research.  Dr. O’Brien 
has been invited to conferences on teaching 
statistics and also to universities to share his 
ideas on successful teaching, and he has 
recently written an invited book chapter on 
“Innovative Methods in Undergraduate 
Courses Following Calculus” which is to 
appear in the MAA Notes series.  Perhaps the 
clearest demonstration of Dr. O’Brien’s 
commitment to education was his two-year 
tour with the Peace Corps in French West 

Africa where he taught several mathematics 
courses preparing lycée students for the 
French Boccaleureate exam and entrance into 
university. 

~ Anita Ross 
 

President’s Report 
I wish to take this opportunity to thank you 
all for continuing to support our organization, 
the Northeastern Illinois Chapter of the 
American Statistical Association (NIC-ASA). 
The chapter membership count appears to 
have continued to hold steady and we hope it 
continues to grow with new membership. In 
this regard, I would like to ask for your 
support in our future endeavors to keep the 
chapter moving forward and dynamic. 

I would like to thank Anita Ross for 
accepting the position of President 
Elect/Program Chair. Prior to accepting this 
position, Anita served as the STATFAX 
Newsletter Editor. I would also like to thank 
Zhen Zhao for accepting the position of 
Treasurer, Carl Slenk for accepting the 
position of STATFAX Newsletter Editor, and 
Jeff Isaacson for volunteering to be the 
Chapter Representative.   

Additionally, I would like to recognize the 
following outgoing committee members who 
diligently provided their services and time to 
chapter activities in the past: Renee Alpern 
(Past President), Coleen Hall (Secretary), 
Jimmy Sun (Treasurer), and Bala Hosmane 
(Chapter Representative). Coleen continues to 
help out with the chapter listserv. I would 
also like to thank the donation of time and 
effort from our returning Executive 
Committee members Jeff Isaacson (Past-
President), Carolyn Setze (Arrangements), 
Michele Olds (Webmaster and 
Arrangements), Rick Rode (Workshop 
Publicity), Sam Hedayat (Awards and 
Recognition), Carole Bernett and Paul Coe 
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(Community Activities). Many thanks also to 
the following people for participating in the 
2007 Program Planning Committee: Renee 
Alpern, Joan Chmiel, Joseph Chmiel, Robert 
Dillard, Coleen Hall, Bala Hosmane, Jeff 
Isaacson, Donna Kowalski, Domenic Reda, 
and Rick Rode.  

The Spring meeting will be held on Thursday 
March 22nd 2007 and will feature 
presentations on non-linear mixed models, 
quality of life assessment, and sample size 
estimation.  

Based on the results of surveys conducted at 
past chapter workshop meetings, sample size 
estimation was identified as this year’s topic 
for the summer workshop. In this regard, Dr. 
Ralph O’Brien, a renowned expert in the area 
of sample size estimation, has graciously 
agreed to conduct the 23rd Annual Summer 
Workshop for the NIC-ASA. Dr. O’Brien is 
well know for his engaging talks and has 
promised to deliver a very informative 
workshop with a modern look at sample size 
estimation and also to look at the issues that 
surround sample size estimation.   

Last but not least, I would like to encourage 
your active participation in chapter activities 
and also to encourage you to share your ideas 
for ways in which we can promote chapter 
activities. The Chapter is always in need of 
volunteers; please don’t hesitate to contact a 
member of the Executive Committee if you 
are able to help out in any way. Participating 
in the Chapter’s activities is an excellent way 
to stay current with statistics and to network 
with other statisticians. In this regard, the 
position of Chapter Secretary still needs a 
volunteer. If you are interested in serving as 
Chapter Secretary, please let us know.  

I hope everyone has a prosperous and healthy 
2007 and I look forward to seeing many of 
you at our chapter meetings. 

~ Melvin Munsaka 
 

Employment Opportunities 

Statisticians/Senior Statisticians/Project 
Statisticians 
Excellent opportunities for Statisticians, 
Senior Statisticians, and Project Statisticians - 
with 0-5 years of experience. Openings are 
available in Deerfield, IL. You will provide 
expertise to optimize the design of clinical 
trials. Responsibilities include: define 
analysis endpoints, sample size, and statistical  
methodology, provide input to protocol 
development; ensure accuracy of outputs 
produced by CROs; provide clinical 
development documents; and contribute to 
drug development and submission plans. 
Candidates must have a post graduate 
qualification in statistics or related discipline; 
a PhD credential is preferred. Preference will 
be given to candidates with clinical trials 
experience ideally within Pharmaceutical 
R&D/CRO.  
 
To discuss the roles in confidence, contact 
Charlie Cao on 224-554-5281 or e-mail 
ccao@tgrd.com. 
   
~ Melvin Munsaka 

Chapter Website 
Don’t forget to visit our Chapter web page at 
http://www.amstat.org/chapters/NortheasternI
llinois.  The website has lots of information 
about our Chapter, including events, program 
information, and contact information for 
Chapter officers and committee members.  
You can also peruse PDF versions of current 
and past Chapter newsletters.  Finally, if the 
speaker provides them, slides/notes from 
previous presentations are available to view 
or download. 
~ Michelle Olds 
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Calendar 
May 21-23 — Thirtieth Annual Midwest 
Biopharmaceutical Statistics Workshop 
(MBSW) 

The workshop will be held on the campus of 
Ball State University in Muncie, Indiana.  It 
is co-sponsored by Ball State University and 
the Biopharmaceutical Section of ASA.  
Peter Thall (University of Texas, M.D. 
Anderson Cancer Center) will present a ½-
day short course on Bayesian Dose-Finding.  
The plenary speakers will be Norman 
Breslow (University of Washington) on 
Design and Analyses of Two-Phase Stratified 
Case-Cohort Studies and Jason Hsu (The 
Ohio State University) on All Things Are 
Connected: From Bioequivalence to 
Pharmacogenomics.  The speaker for our 
traditional Tuesday Evening Banquet will be 
Mary Ellen Bock (President, American 
Statistical Association and Professor of 
Statistics, Purdue University).  Invited talks 
will be presented in three parallel tracks:  
Non-Clinical, Clinical, and Data Mining/Post-
Marketing.  Non-Clinical will focus on 
specification setting, multivariate methods 
and Bayesian approaches. Clinical will focus 
on modeling/simulation, nonparametric/rank 
based methods, and bridging studies. Data 
Mining/Post-Marketing will focus on 
tools/resources for data mining, data mining 
methods in genomics/proteomics, and drug 
safety/post-marketing. There will also be a 
contributed Poster Session.  Poster abstracts 
must be submitted by April 27, 2007.  
Students may submit posters for the Charlie 
Sampson Award. More information:  A 
preliminary program, registration form, and 
other information are located at 
www.mbswonline.com.  Or, contact the 
Publicity Chair Melvin Munsaka, Takeda 
Global Research & Development Center, 
Inc., email mmunsaka@tgrd.com, phone 
(224) 554-5912 

 
March 21st - Continuing Education 
ASA Continuing Education and 
Biopharmaceutical Section of ASA have 
organized a web-based training program 
aimed at pharmaceutical statisticians.  The 
first training course in this series is on March 
21 (the registration fee for the two-hour 
course is only $34 for Biopharmaceutical 
Section members and ASA members will 
have an option to join the section for $8 and 
receive the section member rate. For more 
information please go to the site: 
http://www.biopharmnet.com/doc/doc03002.
html 
 
October 28th - 30th Midwest SAS® Users 
Group Conference 
The workshop will be held at the Des Moines 
Marriott Downtown, located in the heart of 
Iowa's Capital City. Visit the conference web 
site at www.mwsug.org/dsm2007/ for more 
details and call for papers. 
 

Officers and Committee 
Chairs 
President 
Melvin Munsaka (224) 554-912 
mmunsaka@tgrd.com 
 
President-Elect and Program Chair 
Anita Ross 
(847) 675-7807 
aross@northpark.edu 
 
Secretary 
OPEN 
 
Treasurer 
Zhen Zhao 
(224) 554-6364 
zzhao@tgrd.com 
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Past-President 
Jeff Isaacson 
(847) 406-0902 
isaacson@webbwrites.com 
 
Chapter Representative 
Jeff Isaacson 
(847) 406-0902 
isaacson@webbwrites.com 
 
2007 Program Committee: 
Renee Alpern 
(708) 202-4897 
Renee.Alpern@va.gov 
 
Joan Chmiel 
jchmiel@northwestern.edu 
 
Jay Chmiel 
(847) 937-8434 
joseph.chmiel@abbott.com 
 
Bob Dillar 
rdillard@tgrd.com 
 
Coleen Hall 
(847) 936-0753 
coleen.hall@abbott.com 
 
Bala Hosmane 
(815) 753-6858 
bala@math.niu.edu 
 
Jeffrey Isaacson 
(847) 406-0902 
isaacson@webbwrites.com 
 
Donna Kowalski 
donna.kowalski@us.astellas.com 
 
Melvin Munsaka 
mmunsaka@tgrd.com  
 
Domenic Reda 
domenic.reda@med.va.gov 
 

Richard Rode 
(847) 937-3757 
Richard.Rode@abbott.com 
 
Membership Database  
Zhen Zhao 
(224) 554-6364 
zzhao@tgrd.com 
 
Chapter Listserv 
Coleen Hall 
(847) 936-0753 
coleen.hall@abbott.com 
 
Arrangements 
Carolyn Setze 
(847) 937-5816 
carolyn.setze@abbott.com 
 
Awards/Recognition 
Prof. A.S. Hedayat 
(312) 996-4831 
hedayat@uic.edu 
 
Community Activities 
Carole Bernett 
(630) 773-2697 
cbernett@ix.netcom.com 
 
Paul Coe 
(708) 524-6640 
coepaul@email.dom.edu 
 
Newsletter Editor 
Carl Slenk 
(224) 361-7219 
carl.slenk@abbott.com 
 
Webmaster 
Michele Olds 
(847) 938-0443 
michele.olds@abbott.com 
 
2007 Workshop Publicity 
Richard Rode 
(847) 937-3757 
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Richard.Rode@abbott.com 
 
Coleen Hall 
(847) 936-0753 
coleen.hall@abbott.com 
 
Statfax is published three times a year 
(Spring, Summer, and Fall), by the 
Northeastern Illinois Chapter of the American 
Statistical Association. 
Statfax welcomes letters and material for 
articles from its readers. Address 
correspondence to: The Editor, Statfax, c/o 
Carl Slenk,.Abbott Molecular, 1300 E. Touhy 
Ave., Des Plaines IL 60018 
Statfax is distributed using the NIC-L 
listserv. To subscribe, please send an e-mail 
using the e-mail address that you wish to 
subscribe to  
LISTSERV @ MAIL.AMSTAT.ORG. In the 
body of the message type ”SUBSCRIBE 
NIC-L” (without quotes). If you are unable to 
subscribe or experience any problems with 
the listserv, please contact 
coleen.hall@abbott.com. 
 
The Chapter’s purpose, as stated in its 
Constitution, is “to foster statistics and its 
applications and promote the interests of the 
statistical profession…”.  Accordingly, 
diverse views are presented.  They do not 
necessarily reflect the opinions of the officers 
or the policies of the Chapter 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 


