Tuesday, May 18, 2010

Global Regulatory and Clinical Affairs for Drug Development
Mark Bach, Johnson and Johnson

The goal of industry to support global registration of new drugs and vaccines is challenging because of medical,
regulatory and operational issues. Disease prevalence, genetic and environmental factors and concomitant ther-
apy may vary by region. Regulatory issues include study approval timelines ranging from one to eight months,
sometimes conflicting requirements for study design, requirements for country-specific sub-analyses, and increas-
ing scrutiny of studies performed in emerging markets. Operational challenges include variable local infrastruc-
ture, the need to execute a trial across multiple languages and time zones, and in some cases, lack of well-
trained investigators. The presentation will review these issues and potential solutions.

Organizers: Richard Kotz, FDA/CDRH
Bruce Binkowitz, Merck

10:30 AM - 12:00 PM Invited Session 7:
Endpoints, Strength of Evidence, and the FDA Approval Process in Oncology

Despite the regulatory emphasis on clinical benefit (improved survival or better symptom control) demonstrated
in well-controlled clinical trials as a requirement for drug approval, there is a history of FDA approvals in oncolo-
gy based on non-randomized studies or on randomized trials using surrogate endpoints for clinical benefit. For
example, clinical response rates have provided the basis for traditional approval, especially in hematologic malig-
nancies, from both randomized and non-randomized trials, and accelerated approval has been granted in other
diseases on the basis of improvements in progression-free survival and other surrogate endpoints. The FDA
receives advice from the Oncology Drugs Advisory Committee (ODAC) with respect to new cancer drugs. In the
past few years this committee has been the venue for many controversial drug-approval decisions, in part due to
the preceding tradition of fast-track evaluation of new drugs. The purpose of this session is to explore issues
around the endpoints and the strength of evidence suitable for drug approval in oncology and the role of ODAC
in advising the FDA on these matters. A group of distinguished speakers with experience in the FDA approval
process and the role of ODAC in that process will discuss these issues.

Organizer:  Stephen George

Speaker: Richard Schilsky
Marc Buyse

Discussant: Grant Williams

10:30 AM - 12:00 PM Invited Session 8:
After the Mask Has Dropped

A number of studies, in cardiovascular disease, cancer, and diabetes, have extended follow-up after the
masked/blinded period of the study is completed, e.g., HERS into HERS-II, DCCT trial has morphed into the EDIC
long-term follow-up, DPP moved into DPPOS, the NSABP-3 and IBIS-I breast cancer trials have continued follow-
up long after the initial treatment period, etc. There are numerous issues relating to that post-RCT period — analy-
ses issues, framing new hypotheses for the post-experimental intervention period, processes of unblinding (at
the group or individual level), differential data collection after unblinding, changing outcomes measured or chang-
ing precision of measurement as techniques improve over extended time, changes in Investigators and other key
collaborators, impact of funding variations pre-post, differential drop-outs from long-term follow-up, when to stop
follow-up, regulatory implications and many more. The speakers will present examples and issues from their own
experience, and address how the practice of medicine might change as a result of longer follow-up.

Organizer: Mary Foulkes, George Washington University

Speakers: Deborah Grady, MPH, University of California, San Francisco
Wendy B. London, Dana-Farber Cancer Institute, Harvard Medical School
Patricia A. Cleary, George Washington University

Potential Discussant: Ray Bain, Merck
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10:30 AM - 12:00 PM  Invited Session 9:
Using RMPs to Minimize the Patient Safety Risk Profile in Clinical Trials

The application of risk management concepts in the development of pharmaceutical products is relatively new.
In order to properly understand and minimize these risks you must have a through understanding of the known
and potential risks associated with your study compound. The development and use of Risk Management Plans
(RMPs) in compound development has increased significantly in the past decade to the point where these plans
have now become mandatory in some jurisdictions as part of the application process for compound approval.
The goal of RMPs is to proactively identify the known and potential risks of a compound and designate actions
to minimize these risks to study participants. The primary responsibility of any person involved in a clinical trial
is to insure the safety of their participants.

A RMP is an evolving document primarily used as a communication tool to better inform stakeholders of known
and potential risks associated with the compound. Using a variety of data sources (known risks associated with
the compound class, pre-clinical data, administration techniques, current human trial data, etc.) a study team can
create one clear and concise document that addresses all known and potential risks. Once the risks are identi-
fied, a plan of action and risk mitigating strategies are included to maximize safety parameters for study partic-
ipants. Once developed, the use of RMPs will provide a better overall safety profile for a compound that will be
reflected in the protocol, investigator brochure and consent.

Although these plans have been widely developed there is little standardization on their development and even
less acceptance by some as to their usefulness in clinical trials versus active querying of existing safety data for
signal detection. At the end of this session you will have a better understanding of RMPs, be able to describe
their application in clinical development and describe their utilization over the compound life cycle.

Organizer: Nicole C. Close, EmpiriStat Inc.

Speakers: Doug Domalik, EmpiriStat, Inc.
William Calvert, Medimmune, Inc.

10:30 AM - 12:00 PM Invited Session 10:
Perspectives From SCT Fellows

The Society for Clinical Trials, created in 1978, is an international professional organization dedicated to the
development and dissemination of knowledge about the design, conduct and analysis of government and indus-
try-sponsored clinical trials and related health care research methodologies. The designation of Fellow of the
Society for Clinical Trials is an important one that is awarded to those who have made outstanding contributions
to clinical research during their careers.

This session will consist of an interactive discussion with past Fellows of the Society. Each Fellow will present
what they consider to be their most important contribution to field of clinical research. In addition, each will pro-
vide insight into a clinical trial of special relevance to their career with specific emphasis to their involvement in
the clinical trial and lessons learned.
Fellows: James Neaton

Stuart Pocock

Ed Gehan

David Sackett

12:00 PM - 1:20 PM Luncheon/SCT Business Meeting
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1:20 PM - 2:20 PM

Tuesday, May 18, 2010

Contributed Paper Session 3
(Five Simultaneous Sessions)

Session 3A: Statistical

1:20 PM 41
1:40 PM 42
2:00 PM 43

Lessons Learnt in Surgical Trials — 5 Years of Experience in the
Study Centre of the German Surgical Society: (2004-2009);
Matthias Hassenpflug, Dept. of General, Visceral and
Transplantation Surgery

Designing and Analysing Clinical Trials of Behavioural Interventions
in Mental Health: Challenges and Solutions; Michelle Collinson,
University of Leeds

Design Challenges for Cluster Randomised Trials in Stroke
Rehabilitation; Amanda Farrin, University of Leeds

Session 3B: Trial Design — Placebos and Bayes

1:20 PM 44
1:40 PM 45
2:00 PM 46

Placebos: Much Ado About Nothing; Stan Shapiro, McGill University

Physicians' Bayesian Behavior Via Online Bayesian Communication;
Harold Lehmann, Johns Hopkins University

A Comparison of Two Worlds: How Does Bayes Hold Up to The
Status Quo for the Analysis of Clinical Trials?; Alice Pressman,
Kaiser Permanente

Session 3C: Recruitment and Retention

1:20 PM 47
1:40 PM 48
2:00 PM 49

Success Rate of Telephone and Questionnaire Reminders in a
Surgical Randomised Control Trial; Julie Murdoch, Member

txt2stop (Stop Smoking with Mobile Phones). Methods Used to
Improve Recruitment; Rosemary Knight, London School of Hygiene
and Tropical Medicine

Intensive Care Randomised Controlled Trials: Issues Associated with
Participant Retention; Suzanne Breeman, University of Aberdeen

Session 3D: Ethical Issues

Implementation and Outcomes of a Research Ethics Education
Program for Clinical Investigators; T. Howard Stone, University of
Texas Health Science Center

Pre-Exposure Prophylaxis Research: A Quantitative Ethics Appraisal;
Madzouka Kokolo, University of Ottawa

Ethicovigilance in Clinical Trials; David Shaw, University of Glasgow

Session 3E: Statistical Issues

1:20 PM 50
1:40PM 51
2:00 PM 52
1:20 PM 53
1:40 PM 54
2:00 PM 55

Balancing Continuous and Ordinal Covariates in Clinical Trial
Randomization; Wenle Zhao, Medical University of South Carolina
Multiplicity Adjustments for Trials with Co-Primary Endpoints and
Multiple Doses; Ming Yin, Genentech, Inc.

Perfect Baseline Covariate Balances in Clinical Trials and

Implications on Power; Jody Ciolino, Medical University of South
Carolina
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3:00 PM - 4:00 PM

Tuesday, May 18, 2010

Contributed Paper Session 4
(Five Simultaneous Sessions)

Session 4A: Data Monitoring Committees

3:00 PM 56 Interim Reports for Data Monitoring Committee vs Clinical Study
Reports for Regulatory Authorities; KyungMann Kim, University of
Wisconsin-Madison

3:20 PM 57 Data and Safety Monitoring Board Liability Insurance for the
National Institutes of Health, NIH; Tibor Szentendrei, KAl Research,
Inc.

3:40 PM 58 Implementing Safety Monitoring Committees for the National
Institutes of Health (NIH); Sonya Serra, KAl Research, Inc.

Session 4B: Data and Control Procedures

3:00 PM 59 Data Coordinating Center Challenges and Implemented Solutions for
the Oral Cleft Prevention Program in Brazil; Hrishikesh Chakraborty,
RTI International

3:20 PM 60 Application of Simple Statistical Methods to Evaluated Possible
Data Fabrication: An Example Using the ACT Trial; Mariana Carballo,
Associacao do Sanatério Sirio Hospital do Coracao

3:40 PM 61 Clinical Site Variability in Adherence and Intermediate Outcomes;
Michael Terrin, University of Maryland Baltimore

Session 4C: Ethical Issues

3:00 PM 62 An Approach for the Total Amendment of 'Ethical Guidelines for
Clinical Studies' in Japan -Development of a Systematic Educational
Program-; Toshinori Murayama, Kyoto University Hospital

3:20 PM 63 The European Clinical Trials Directive 2001/20/EC on Debate -
Seen from an Ethics Review Board (ERB) Point of View; Joerg
Hasford, Ludwig-Maximilians-Universitaet Muenchen

3:40 PM 64 Managing Differing Research Ethics Board Processes in
International Trials; Trinh Hoac, Sunnybrook Research Institute

Session 4D: Statistical Issues
3:00 PM 65 Covariate Adjustement and Ordinal Outcome Analysis Increase
Power in Traumatic Brain Injury Trials; Hester Lingsma, Erasmus MC

3:20 PM 66 Covariate Adjustment in Logistic Regression; Timothy Ramsay,
University of Ottawa

3:40 PM 67 Mixed Type of Responses in Dose-Finding Experiments; Rongmei
Zhang, University of Pennsylvania

Session 4E: Survival Analysis
3:00 PM 68 Endpoint Selection in the NHLBI Therapeutic Hypothermia After
Cardiac Arrest (THAPCA) Trials; Richard Holubkov, University of Utah

3:20 PM 69 The Analysis of Case Cohort Design in the Presence of Competing
Risks with Application to the Analysis of the Effect of Treatment for
Hodgkin Lymphoma on Cardiac Events; Melania Pintilie, Ontario
Cancer Institute

3:40 PM 70 A Novel Recurrent Events Modeling Framework Based on Pseudo-
Values; Andin-Cristian Andrei, University of Wisconsin
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4:00 PM - 5:30 PM Plenary Session II:
The Clinical Trials Transformation initiative

Patients and those who care for them want rapid and affordable access to new drugs, devices, and biological prod-
ucts for which benefits have been shown to outweigh risks. Although well-designed randomized clinical trials are
the most reliable way to get unbiased information to assess the clinical effects of these products, our current sys-
tem of conducting trials is increasingly slow and costly. Poor quality and inefficiency in clinical research can seri-
ously limit the number of questions that we can answer about the appropriate uses of marketed medical products,
constrain the number of new products that we can develop, and significantly delay access to these therapies.

In light of these issues and concerns, the US Food and Drug Administration’s Office of Critical Path Programs and
Duke University joined together as founding members of a public—private partnership, the Clinical Trials
Transformation Initiative (CTTI). CTTI brings together all interested stakeholders to identify practices that through
broad adoption will increase the quality and efficiency of clinical trials. CTTI includes leaders from the following
sectors: industry, government, patient advocates, trade organizations, professional societies, academia, and non-
academic investigators.

CTTI conducts projects in support of its mission to identify practices that will increase the quality and efficiency
of clinical trials. In this context, “quality” is characterized by the ability to effectively answer the intended ques-
tion about the benefits and risks of a medical product (therapeutic or diagnostic) or procedure, while ensuring
protection of human subjects.

CTTI will generate evidence about how to improve the design and execution of clinical trials. Projects about design
will address principles generally applicable to clinical trials to ensure that they are fit to accomplish their intend-
ed purpose.

In this session, representatives from the Executive Committee of CTTI will describe recent trends and problems
in clinical trials that led to the founding of CTTI, its organizational structure and membership, and the projects
currently underway.

Organizer: Domenic J. Reda, Department of Veterans Affairs

Speakers: Robert M. Califf, Duke University Medical Center
Judith Kramer, Duke University Medical Center
Robert J. Temple, Center for Drug Evaluation and Research, FDA
Jay R Siegel, Johnson & Johnson
Kenneth A. Getz, Tufts Center for the Study of Drug Development
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/@/ Wednesday, May 19, 2010

7:00 AM - 11:00 AM Registration

8:00 AM - 8:40 AM Founders Lecture: Dr. Richard Shilsky, University of Chicago
Publicly Funded Clinical Trials in the Era of Comparative Effectiveness Research

Well designed, prospective randomized clinical trials (RCTs), such as those conducted by the cancer cooperative
groups provide level | evidence regarding the efficacy of new treatment interventions. Such trials are typically
designed to determine whether the intervention under study has a beneficial effect in a carefully selected patient
population in whom the intervention is applied under the rigorous requirements of the research protocol.
However, RCTs have significant limitations in their conduct and application to medical practice. Trials may take
many years to launch and complete which may limit the relevance of their findings, and the results of RCTs may
not be reproducible in real world medical practice when applied to patients who differ significantly from those
meeting the eligibility criteria for the study. Furthermore, many RCTs, particularly those designed to support reg-
ulatory approval for a new drug or device, are designed to establish whether a treatment works rather than how
it compares to other similar treatments that may already be available. Comparative effectiveness research (CER)
seeks to address these issues by measuring the benefits and risks of treatments in a real world clinical setting.
Recent interest in CER has prompted a number of agencies and groups to develop definitions of this realm of
research that can guide study design and policy development. The research methods of CER include but extend
well beyond prospective RCTs. Thus, CER relies on additional methods such as prospective observational stud-
ies, retrospective or prospective analysis of registry data, synthesis of published reports and technology assess-
ments. The US cooperative groups are well positioned to make important contributions to CER. The cooperative
groups conduct RCTs and other studies that are broadly accessible to patients through a large national network
that includes both community sites and academic medical centers; enroll patient populations that are represen-
tative of the racial and ethnic diversity of the nation; routinely collect and annotate tissue specimens; and devel-
op investigator-initiated studies that directly compare commonly available treatments and collect outcome data
of fundamental importance to patients such as quality of life information. Such studies are unlikely to be con-
ducted by industry sponsors.

8:40 AM - 10:10 AM SCT invited sessions

8:40 AM - 10:10 AM Invited Session 11:
Explanatory Versus Pragmatic Trials: When, Why and How

Trial design can largely be classified as either “explanatory” or “pragmatic” in focus. Explanatory trials tend to
explore whether interventions work under ideal conditions (eg does drug x in a well-monitored and selected group
of patients result in a change in outcome y) whilst pragmatic trials tend evaluate the impact of interventions
under usual (and hence less controlled) conditions. The trials landscape, which has to date largely been domi-
nated by the pharmaceutical industry model, has to a great extent been focused in the explanatory paradigm.
With the growing acknowledgement of the need to assess the impact of interventions within the real-world health
service and clinical settings, the pragmatic paradigm is gaining popularity. This session aims to review the fun-
damental differences between the two approaches and discuss the implications of the choice of approach on
design, conduct and analysis. Speakers will provide examples of pragmatic trials in action, discuss the role of
pragmatic trials in the comparative effectiveness research context and present research to develop methodolog-
ical recommendations on the design of pragmatic phase lll pharmaceutical trial. The session will also discuss
the PRECIS tool, which allows one to map the location of any trial on the explanatory/pragmatic continuum thus
allowing the researcher to better describe the structure, purpose and potential generalisability of their research,
and the CONSORT requirements for the reporting of pragmatic trials.

Organizer: Marion Campbell

Speakers: Merrick Zwarenstein, University of Toronto
Sean Tunis, Center for Medical Technology Policy, Baltimore
Diana Elbourne, London School of Hygeine and Tropical Medicine
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8:40 AM - 10:10 AM Invited Session 12:
Why Are Clinical Trials so Complicated and Expensive?
How Can They Be Made Less So?

It is widely acknowledged that clinical trials have become increasingly expensive and burdensome. It is common
to estimate trial costs of $5,000 — $8,000 per patient, entailing that even relatively small trials require multi-mil-
lion dollar budgets. Regulatory requirements are now so involved that a typical cancer trial requires more than
two years and over 370 separate steps for approval; once the trial is underway, it is has been estimated that it
requires a full 40 hour work week to complete one patient’s paperwork and management requirements for every
year that the patient is on study. A number of researchers have a special interest either in documenting the com-
plexities and costs of contemporary clinical trials, or in developing ways to simplify trials and trial management
and thereby reduce costs. This special session will provide a forum to discuss both the problem and potential
solutions.
Organizer:  Andrew Vickers

8:40 AM - 10:10 AM Invited Session 13:
How Can Novel Technologies Help Your Trial?

Nowadays most Clinical Trials Units use Electronic Data Capture in some form or other, most notably for collecting
data via a dedicated study website. These websites generally allow upload of Case Report Form (CRF) data by
remote study centres utilising secure login and transfer to transport data from remote sites to the central study
office. To date there has been limited use of this technology to allow direct collection of patient reported outcomes
(ePRO). However the use of this and other novel technologies such as PDAs (Personal Data Assisatants) and
mobile telephones is increasing with varying degrees of uptake by study participants and unknown levels of suc-
cess for increasing response rates and quality of data. For example, the use of more novel technologies may be
extended further to include text messaging to and from study centres directly to participants to remind them of
clinic appointments or to send back a questionnaire, text messaging in a randomisation system for people who
might understand the written word better than a telephone voice will also reduce the time taken for the call, bar-
code identification for study identifiers on CRFs and Patient Questionnaires will avoid identification errors. The
extent to which novel technologies might be utilised in the future will be explored in this session.

Organizer:  Gladys McPherson, University of Aberdeen, UK

Speakers: Sharon Kean, Robertson Centre for Biostatistics, University of Glasgow, UK
Ethan Basch, Memorial Sloan-Kettering Cancer Centre, NY, USA
Isla Mackenzie, University of Dundee and Ninewells Hospital, UK

Discussant: Beverly Koski, Ontario, Canada

8:40 AM - 10:10 AM Invited Session 14:
Futility Analysis: Exercise in Futility

It has now become common (and sometimes highly recommended by regulatory agencies) for Phase 3 clinical
trials to include a planned interim analysis of futility in their protocols. In the experience of the speakers, imple-
menting this type of analysis is less straightforward than many people had previously thought. This session exam-
ines reasons for and against including a formal interim analysis of futility, the responsibilities of data monitoring
committees to assess futility, and whether or not the results of the analysis should be binding. This session will
cover four statistical methods for futility analysis: conditional power, predictive power, group sequential analysis,
and using a Phase 2 endpoint as a futility criterion in a Phase 3 trial that uses a different primary efficacy end-
point. The speakers will give advice, based in part on their own experiences, on which method to use for what
indications, for what type of trial, etc. Other practical considerations to be covered are bias, lag in treatment
effect and the consequent need for minimum follow-up, different endpoints for futility and efficacy, timing of futil-
ity analysis, public disclosure of futility analysis results, and ethical concerns.

Chair: Kathryn Tucker, Statistics Collaborative
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Organizer:  Jay Herson, Johns Hopkins Bloomberg School of Public Health

Speakers:  Overview and Issues, Jay Herson, Johns Hopkins Bloomberg School of Public Health
Statistical Methods, K.K. Gordon Lan, Johnson & Johnson Pharmaceutical Research
Institute
Practical Matters, Marc Buyse, International Institute for Drug Development

Discussion: Janet Turk Wittes, Statistics Collaborative

8:40 AM - 10:10 AM Invited Session 15:
Bayesian Phase Il Trials

The recent surge in publications concerning the use of Bayesian methods in clinical trials has not necessarily
moved these methods closer to the mainstream. The primary goal of this session is to bridge the recent devel-
opments in Bayesian design of clinical trials and the needs and concerns of practicing statisticians. We will focus
on Phase |l trials in this session because of the need to overhaul the Phase Il paradigm due the increased con-
centration of molecularly targeted therapies. Presentation topics include the choice of prior distributions, an oper-
ationally difficult issue with the use of Bayesian designs, and the use of historical controls and how to combine
them with randomized controls, an approach that is of great potential benefit for Phase |l trials and one that can
most naturally be handled in a Bayesian framework.

Organizer: Mithat Gonen, Memorial Sloan-Kettering Cancer Center

Speakers: Valen Johnson, MD Anderson Cancer Center
Bradley Carlin, University of Minnesota
Mithat Gonen, Memorial Sloan-Kettering Cancer Center

Discussant: KyungMann Kim, University of Wisconsin

10:30 AM - 12:00 PM  Plenary Session lll:
Comparative Effectiveness Research in the United States. New Idea or Neologism?
And How Do Clinical Trials Fit In?

As part of the 2009 American Recovery and Reinvestment Act, the United States Congress allocated $1.1 billion
dollars to “comparative effectiveness research.” Comparative effectiveness research (CER) identifies what works
best for which patients under what circumstances. It has been defined by the Institute of Medicine (IOM) as “the
generation and synthesis of evidence that compares the benefits and harms of alternative methods to prevent, diag-
nose, treat, and monitor a clinical condition or to improve the delivery of care”. CER encompasses clinical trials,
systematic reviews, prospective cohort studies, and analysis of data from large datasets and patient registries.
CER funds, which must be committed within two years, have been allocated to a number of government funding
bodies, including the National Institutes of Health (NIH), the Agency for Health Care research and Quality (AHRQ),
and the Department of Health and Human Services. Funding for CER has also been incorporated into health care
reform efforts as well as stand-alone bills. This session will update the Society’s clinical trialists on where trials
fit into CER and the current debates surrounding the definitions of CER, for example the role of non-experimen-
tal studies in determination of effectiveness, whether placebo controlled trials are included in CER, and the focus
on “real world,” pragmatic trials.
Organizer: Kay Dickerson
Speakers:  Walter Koroshetz-NIH, NINDS Deputy Director, member of the NIH CER Coordinating
Committee
Jean Slutsky, AHRQ
Johns Santa, Consumers Union
Sean Tunis, Center for Medical Technology Policy

12:00 PM Adjournment
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Order of Poster Presentations is subject to change - Please consult final program

Posters Presentation Monday, May 17, 2010, 8:30 AM - 5:00 PM
Prime time 2:40 PM - 3:30 PM

Recruitment to a Clinical Trial of Botanical Therapy for Benign Prostatic Hyperplasia; Jeannette Lee, University
of Arkansas for Medical Sciences

Relative Efficacy and Sample Size for Cluster Randomized Trials with Variable Cluster Sizes; Zhiying You,
University of Alabama at Birmingham

Evaluate Treatment Effect in Phase | Trial - A Mission Possible?; Don (Dongguang) Li, Pfizer Inc.

An Adaptive Futility Monitoring Method with Time-Varying Conditional Power Boundary; Ying Zhang, University
of lowa

The Implementation of A Clinical Trial Using Time-to-Event Continual Reassessment Method (TITE-CRM) in a
Cooperative Group Setting; Radiation Therapy Oncology Group (RTOG) 0813; Kyounghwa Bae, Radiation
Therapy Oncology Group

Power and Sample Size of Analysis of Variance in Cluster Randomized Trials; Zhiying You, University of
Alabama at Birmingham

Sequential Relaxed Permuted Block Randomization; Wenle Zhao, Medical University of South Carolina

A Proposed Method of Logarithmic Transformation of Macular Thickness Data in Clinical Research;
Kellee Miller Jaeb Center for Health Research

An Electronic Method to Address Challenges of Financial Disclosures in a Multi-Center Clinical Trials Network;
Adam Glassman, Jaeb Center for Health Research

Long-Term Quality Control in the Epidemiology of Diabetes Interventions and Complications (EDIC) Study;
Patricia Cleary, The George Washington Unversity

Use of the Telephone Interview for Cognitive Status (TICS) to Screen Volunteers for Clinical Trials of Physical
Activity and Cognitive Training Interventions: The Seniors Health and Activity Research Program;
Mark Espeland, Wake Forest University Health Sciences

Monitoring Publications and Presentations Submissions for a Multi-Center Clinical Trial; Delilah Cook,
Wake Forest University

Community Engagement: Innovations in HIV Prevention Research; Lillian Mutengu, Makerere University Walter
Reed Project

Robustness of Modified Versions of the Continual Reassessment Method in Selecting a Phase | Trial Design;
Stacey Slone

Video Productions in Select: Effective Tools for Staff Learning and Participant Motivation in Clinical Trials;
Jason Harris-Talley, Cancer Research And Biostatistics

Power in Three-Arm Generic Drug Trials of Equivalence; Young Kim, PharmaNet

The Design and Implementation of a Compliance Monitoring Program for Multicentre Randomized Control
Trials; Sunny Chan, Sunnybrook Research Institute

Using caBIG Clinical Trials Management Suite to Achieve Continuity of Care; Todd Hardin, National Cancer
Institute
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D Poster Presentations

Order of Poster Presentations is subject to change - Please consult final program

Posters Presentation Monday, May 17, 2010, 8:30 AM - 5:00 PM
Prime time 2:40 PM - 3:30 PM

Scanning Software: A Tool for Archival of Data Collection Forms Used in the Asthma Clinical Research
Network (ACRN) and the Childhood Asthma Research and Education (CARE) Network; Linda Ferrari, The
Pennsylvania State University College of Medicine

Nineteen Year History of Training Clinical Trialists; Curtis Meinert, Johns Hopkins Bloomberg School of Public
Health

Timing Interventions in a Depression Care Management Trial; John Dills, University of Pittsburgh
A Web-Based Randomization Application; Tao Wang, Baylor College of Medicine

Characteristics and Quality of Reporting in Published Phase Il Prostate Cancer Trials; Ozlem Topaloglu, Johns
Hopkins Bloomberg School of Public Health

Factors Influencing Questionnaire Response Rates in Trials; J Athene Lane, University of Bristol

Standardizing And Streamlining Safety Reporting In Substance Abuse Trials; Robert Lindblad, The EMMES
Corporation, Inc.

Biostatistical Challenges and Successes in the Transition of a Large-Scale Coordinating Center: A Case
Study; Karen Boyle, Rho, Inc.

Coordinating the Control of Hypertension in Pregnancy Study (CHIPS) with Various Research Ethics Board
Approaches; Trinh Hoac, Sunnybrook Research Institute

Design and Methods of a Stroke Clinical Trial: ICARE; Monica Nelsen, University of Southern California

Using a Database and Related Web Based Forms to Improve Efficiency in Accruing Patients to Phase |
Protocols; Kristopher Kaufman, Memorial Sloan-Kettering Cancer Center

Designing Efficient Clinical Trials Using Discrete Event Simulation; Lynn Huynh, Johns Hopkins Bloomberg
School of Public Health

The Control of Hypertension in Pregnancy Study (CHIPS) Trial Research Forum - A Common Meeting Ground
For Discussion; Jennifer Menzies, University of British Columbia

A Quality Assurance Model at a Single Multi-Site Clinical Research Unit; Marian Lake, Eunice Kennedy Shriver
NICHD Maternal Fetal Medicine Units (MFMU) Network

A CTTI Survey of Current Monitoring Practices; Briggs Morrison, Clinical Trials Transformation Initiative

Applying a Web-Based Approach to Database Project Management; Joe Lengfellner, Memorial Sloan-Kettering
Cancer Center

Monitoring Intervention Fidelity of Individualized Behavioral Interventions; Elizabeth Avery, Rush University
Medical Center

Titration Management of Study Drugs in the VA NEPHRON-D Trial; Jane Hongyuan Zhang, VA Cooperative
Studies Program Coordinating Center

A New Global Composite Score for Scleroderma Reduces the Sample Size to Complete the Scleroderma
Cyclophosphamide or Transplantation (SCOT) Study; Lynette Keyes-Elstein, Rho Federal Systems, Inc.
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Order of Poster Presentations is subject to change - Please consult final program

Posters Presentation Monday, May 17, 2010, 8:30 AM - 5:00 PM
Prime time 2:40 PM - 3:30 PM

Enhancing QA/QI Audit Effectiveness: Development and Implementation of a Web-Based Human Research
Compliance Database; Ann Sieber, University of Pennsylvania

Electronic Data Entry and Calculation of Hypo Scores in a Multi-Center Clinical Trial of Islet Transplantation
for Type 1 Diabetes; Julie Qidwai, University of lowa

Impact of Supplemental Site Grants to Increase African American Accrual for the Selenium and Vitamin E
Cancer Prevention Trial; Elise Cook, University of Texas M. D. Anderson Cancer Center

Event Adjudication Increases Estimate of Treatment Effect in the Ocular Hypertension Treatment Study
(OHTS); Mae Gordon, Washington University School of Medicine

Publications Management in a Multicenter Clinical Trials Network; Steven Weiner, The George Washington
University

A Web-Based Solution to the Distribution of Confidential Investigator Brochures; Jill Kuennen, University of
lowa

The Role of the Nurse Coordinator in a Large Clinical Trial Network in Maternal Fetal Medicine; Gail Mallett,
Northwestern University

Distilling Knowledge from Information: The Genesis of the cabBIG® CTMS Knowledge Center;
Robert Annechiarico, Duke University

Clinical Trial Office Workload Assessment Through Annual Survey; Junting Zheng, Memorial Sloan-Kettering
Cancer Center

The Utility of Post-Trial Follow-Up of Participants — The Antihypertensive and Lipid-Lowering Treatment to
Prevent Heart Attack Trial Experience; Sara Pressel, University of Texas School of Public Health

Measure of Customer Satisfaction in Academic Clinical Research: The Case of the CMG-EC (Clinical Trials
Unit) / ANRS (French National Agency for Research on AIDS and Viral Hepatitis); Caroline Bouyssou,
INSERM U897

A Questionnaire to Measure Satisfaction of Clinical Trial Participants: The ACRN Experience;

Adults in the with Focal Segmental Glomerulosclerosis Clinical
Trial (FSGS-CT); Milena Radeva, Department of QHS

Use of a Standard Microsoft Access Database to Collect Local Site Pre-Enrollment Data in the Frequent
Hemodialysis Network (FHN) Daily Study; Jennifer Gassman, Department of QHS

Ronald Zimmerman, Penn State College of MedicineMeasuring Quality of Life (QOL) in Children and Young
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Order of Poster Presentations is subject to change - Please consult final program

Posters Presentation Tuesday, May 18, 2010, 8:30 AM - 5:00 PM
Prime time 2:40 PM - 3:30 PM

Interactive Telephone System for Facilitating Automation of Clinical Trials (Its Fact); Steven Berkey, VA
Cooperative Studies Program Coordinating Center

Providing Integrated Access to Clinical Trials Data from Multiple Systems; Heather Eng, University of
Pittsburgh

How to Manage the Interaction Product By Period in a Cross Over Design Applied in a Clinical Study in
Nutrition; Pascale Rondeau, Danone Research

Devising Measurements for Remediation Plans; Jay Johnson, University of Texas-HSC-Houston-Medical
School

Optimal Time-to-Decision Design for Phase Il Two-Stage Cancer Clinical Trials; Ying Lu, VA Cooperative
Studies Program

How Informed is Your Consent? Techniques to Facilitate Informed Consent in Trial Recruitment; Julia Wade,
University of Bristol

Using Microsoft Groove as a Data Transmission Platform in a Large Scale Epidemiological Study with Asian
and African Sites; Kousick Biswas, Cooperative Studies Program Coordinating Center

Gynecologic Oncology Group (GOG): Quality Control of Electronically Captured Data; Angela Kuras,
Gynecologic Oncology Group Statistical and Data Center

Monitoring Discrepancies Between Primary and Follow-Up Databases; Marlene Leung, Sunnybrook Research
Institute

A Bootstrap Approach in Estimating Survival Probability for a Phase Ill Pediatric Oncology Clinical Trial with a
Delayed Randomization Schedule; Ying “Denise” Wang, Amgen, Inc.

Survey on the Use of Adaptive Designs in the Journal of the American Medical Association (2007-08);
Christopher Coffey, University of lowa

A Paperless and Automated Approach of Publishing E-Newsletters for Several Multicentre Randomized Control
Trials; Cathy Yang, Sunnybrook Research Institute

Development and Application of a Complex Intervention to Improve Recruitment to Randomised Controlled
Trials; Jenny Donovan, University of Bristol

Double Data Entry in the Accord Trial; Laney Light, Wake Forest University School of Medicine

High Dimension Multiple Imputation: Missing Blood Glucose Values in the Epidemiology of Diabetes
Interventions and Complications Study; Michael Larsen, George Washington University

Budgeting Staff Costs at the Study Site in Advance of a Clinical Trial; Dorothee Arenz, Clinical Trials Center
Cologne

Documentation of Patient Data in Original Documents and Case Report Forms. A Standard Operating
Procedure; Dorothee Arenz, Clinical Trials Center Cologne
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Understanding Treatment Preferences During Recruitment into Randomised Controlled Trials: A Qualitative
Study; Nicola Mills, University of Bristol

The Fragility Index: A Pilot Data for a New Metric to Describe the Reliability of Clinical Trial Results;
Michael Walsh, McMaster University

Quality Assurance Improvements in the Tuberculosis Trials Consortium; Melissa Engle, Audie L. Murphy VAMC
Cynthia Stockdale; Cynthia Stockdale, Jaeb Center for Health Research
Improved Clinical Trial Management with an Electronic Visit Control Sheet; Shann Williams, Rho Inc.

Design of Randomized Phase Il Trials with a Time to Event Primary Endpoint and an Interim Futility Analysis;
Dongyun Yang, University of Southern California

A Threshold Regression Model for Recurrent Exacerbations in Chronic Obstructive Pulmonary Disease;
George Whitmore, McGill University

Should FDA, EMEA, Health Canada, CONSORT Accept Last-Observation-Carried-Forward Analyses?
A Systematic Review Of Dementia Drug RCTS; Frank Molnar, University of Ottawa

The Van der Waerden Approach: A Rank-Based Technique to Account for Non-Gaussian Distributions in
Statistical Modeling; Elizabeth Sugar, Johns Hopkins University

www.liresearch.org: An Internet Platform for Investigator Initiated Randomized Clinical Trials; Jeffrey Klein,
University of California, Riverside

Randomization in Surgical Trials; Thomas Bruckner, University Hospital Heidelberg

Meta-Analysis of Two-Factor Interventions: An Example from Surgery; Katrin Jensen, Institute of Medical
Biometry and Informatics

Operative Experience from the Department of Veterans Affairs DNA Bank for Clinical Trials; Jennifer Cockroft,
Department of Veterans Affairs

Supporting the Management of Pragmatic Randomized Controlled Trials: Development of the Trial
Management Tool; Susan Campbell, Research Fellow

Non-Randomized, Single-Arm Trials as a Complementary Methodology to RCTs in Islet Transplantation;
Franca Barton, The EMMES Corporation, Inc.

Barriers to the Implementation of Cluster Stroke Rehabilitation Trials; Shamaila Anwar, University of Leeds
Safety Reporting in Stroke Rehabilitation Trials; Shamaila Anwar, University of Leeds
Measures of Clinical Significance Employed in Dementia Drug RCTs; Frank Molnar, University of Ottawa

Strategies to Reduce Attrition in Randomised Trials: A Systematic Review; Valerie Brueton, Medical Research
Council

Large Simple Studies: Flexible Data Entry Solutions to Minimize Data Entry and Reporting Errors;
Marco Ghidina, Zeta Research S.r.l.
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Application of Recent Bayesian Interim Monitoring Strategies in Phase Il Screening Trials in Breast Cancer;
Bin Huang, Markey Cancer Center

Quality Assurance and Site Visits for the National Institutes of Health; Selma Kunitz, KAl Research, Inc.

Pediatric Pharmacology Research Unit (PPRU) Toolbox: Standard CRF Library Aides Study Start-Up and More;
Yun Lu, KAI Research, Inc., An Altarum Company

National Institute Of Neurological Disorders And Stroke (NINDS), National Institutes Of Health (NIH), Common
Data Element (CDE) Project: Developing Disease-Specific CDES; Kristy Miller, KAl Research, Inc., An
Altarum Company

Determinants of Compliance in a Randomized Trial in Pregnancy; Allison Northen, University of Alabama at
Birmingham

Two-Stage Continual Reassessment Method That Determines Dose-Escalation Based on Individual Toxicity
Grades; Alexia lasonos, Memorial Sloan Ketterigh Cancer Center

The State and Nature of Clinical Trials: 1966 — 2008; Lea Drye, Johns Hopkins Bloomberg School of Public
Health

Automatic Notifications for Online Adverse Event Reporting; Cynthia Diltz, University of lowa

Determinants of Compliance in a Randomized Trial in High Risk Pregnancy; Allison Northen, University of
Alabama at Birmingham

The Effects of Clinical Coordinator Turnover on a Large Multi-Center Trial; Katrina Jones, The EMMES
Corporation

Developing a Standardized Set of Standard Operating Procedures at a Multi-Trial Data Coordinating Centre;
J. Johanna Sanchez, Sunnybrook Research Institute

A Unique Environmental Translational Research Opportunity; Neha Mehta, SRA

A Novel Method of Identifying and Studying Children Using Psychotropic Medications; Christine Wolf, Axio
Research

Meeting Ethical Standards for Clinical Research: The Toronto East General Hospital Experience;
Heather Sampson, Toronto East General Hospital/U of Toronto JCB

Integrating Open Source Software for Data Collection and Management in Outcomes Research:
The Remission Clinic Network; Bogdan Ene-lordache, Mario Negri Institute for Pharmacological Research

Collection of Depression Data in the African American Study of Kidney Disease and Hypertension (AASK)
Trial and Cohort Study; Jennifer Gassman, Department of QHS
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