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Data Monitoring in the Industry Setting." Syntex Corporation, Palo Alto, CA, 1991.
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Canada Annual Meeting. Arcadia University, Newfoundland. June 1993.

The Design, Monitoring, and Analysis of Clinical Trials. Northeastern Illinois Chapter of
American Statistical Association. Chicago, IL. June 1993.

Recent Developments and Applications of Data Monitoring and Interim Analysis in Drug
Research. Hoechst-Roussel Pharmaceuticals. Newark, NJ, July 1993.

Issues and Insights in Grantsmanship for Statistical Research. Invited Session.
American Statistical Association Annual Meeting. San Francisco, CA. August 1993.

Interim Analysis for Clinical Trials in the Industry Setting. Alcon Laboratories. Fort
Worth, TX. September 1993.

Control Selection, Patient Comparability, and Treatment - An Academic Perspective.
Invited Talk. FDA Device Clinical Trial Workshop, Hernden,VA. September 1993.
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Biostatistics: At the Frontier of Medical Research. Gustavus Adolphus College, St.
Peter, MN, April 1994.

Bias in the Analysis. UW Veterinary School, Madison, WI. May 1994.

Bias in the Design and Analysis. Teaching Research Ethics Workshop. Indiana
University, Bloomington, IN, May 1994.

Compliance Issues in Clinical Trials. Workshop at National Cancer Institute. Bethesda,
MD. May 1994.

Conflicts of Interest in Clinical Investigations. Invited Session. Society for Clinical Trials
Annual Meeting. Houston, TX. May 1994.

Data Monitoring and Clinical Trials. Short Course (w/ A. Tsiatis). Temple University, May
1994.

Discussant. Evaluation of Devices: Past, Present, and Future. Society for Clinical Trials
Annual Meeting. Houston, TX. May 1994.

Introducing Bias with Statistical Analysis - Intentional or Otherwise. Training Research
Ethics Workshop. Poynter Center, Indiana University, Bloomington, IN, May 1994.

Discussant. Role of Meta-analysis in Monitoring Clinical Trials. National Institute of
Child Health and Human Development\National Institutes of Health, Bethesda, MD,
June 1994.

Presenter. FDA Conference on Design of Device Trials. Food and Drug Administration,
September 1994.

Designing Clinical Research and Results. UW GCRC Clinical Trials Training Workshops,
Madison, WI, Oct 1994

Keynote Address. Currentissues in Clinical Trials. Procter & Gamble Statistics Short
Course & Symposium, Cincinnati, OH, October 1994.

Rights and Obligations Associated with the Proper Monitoring of Clinical Trials. American
College of Cardiology Meeting, New Orleans, LA, March 1995.

Surprises in Monitoring Clinical Trials. Biometric Society, Eastern North American
Region Meeting, Birmingham, AL, March 1995.

Data Integrity in Clinical Trials: Looking Back at 25 Years. Biometric Society, Eastern
North American Region Meeting, Birmingham, AL, March 1995.
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97.

98.

99.

100.

Establishing a Biostatistics Department in a Medical School and Living to Tell About It.
Biometric Society, Eastern North American Region Meeting, Birmingham, AL, March
1995.

Short Course, Society of Clinical Trials Seattle, WA, April 1995.

Nutritional Supplements, Observational Studies, and RCTs: The Finnish Beta Carotene
Study as an Example. Maryland Medical Research Institute Clinical Trials Seminar,
Baltimore, Maryland, May 1995.

Ethical Issues in Statistical Design and Analysis. Training Research Ethics Workshop.
Poynter Center, Indiana University, Bloomington, IN, May 1995.

Distinctions Between Fraud, Errors, Incompetence, Misunderstandings, and Bias. Eighth
International Symposium on Long-Term Clinical Trials, Toronto, Ontario, Canada,
September 1995.

Role of Surrogate Outcomes in Clinical Trials. Rush Medical College, Chicago, IL.
October, 1995.

Are Surrogate Outcome Measures our Surrogate? Cardiology Conference, University of
Wisconsin, Madison, WI, January 1996.

The Role of Surrogate Outcome Measures in Clinical Trials. UWCCC Grand Rounds,
University of Wisconsin, Madison, WI, January 1996.

The Importance of Clinical Trials to Progress in Breast Cancer Control. The International
Breast Cancer Research Foundation, Inc. Board of Directors Meeting, Madison, WI,
March 1996.

The Use of Surrogate Outcomes in Cardiovascular Clinical Trials. The International
Biometric Society, Eastern North American Region Spring Meeting, Richmond, VA,
March 1996.

Statistics and Ethics in Research. Undergraduate Data Analysis Contest, Winona State
University, Winona, MN, April 1996.

Data Monitoring Board Practicum. Workshop at Society for Clinical Trials Annual
Meeting, Pittsburgh, PA, May, 1996.

Equal Risk for Equal Blood Pressure? Plenary Session at Society for Clinical Trials
Annual Meeting, Pittsburgh, PA, May 1996.

Statistical Analysis and the Responsible Use of Data. Graduate Research Ethics
Education Workshop. Poynter Center, Indiana University, Bloomington, IN, June 1996.
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Where are the Jobs: Summary of an AMSTAT News Employment Advertisement Survey.
Joint Statistical Meeting, Chicago, IL, August 1996.

Appropriate Use of Statistics. Research in Physical Activity course (742-991),
Department of Kinesiology, University of Wisconsin, October 1996.

Use of surrogate outcome measures: Are we being misled? Duke University, Raleigh-
Durham, Oct 1996.

Clinical Trials in the 21st Century: Academic Perspective. Contemporary Issues in
Clinical Trials Conference, Harvard School of Public Health, Boston, MA. May 1997.

An Overview of the Use of Surrogate Markers in Clinical Trials. Drug Information
Association 33rd Annual Meeting, Montréal, Quebec, Canada, June 1997.

Keynote Address, Society for Clinical Trials Meeting, Boston, MA, July 1997.

Discussant, The Impact of External Events on Ongoing Clinical Trials. Society for Clinical
Trials Meeting, Boston, MA, July 1997.

Surrogate Markers. Society for Clinical Trials Meeting, Boston, MA, July 1997.

Surrogate Endpoints in Clinical Trials: Are We Being Misled? (with T. Fleming), Joint
Statistical Meetings, Anaheim, CA, August 1997.

Bias Evaluation and Reduction in Group Sequential Analysis with Correlated Data. (with
Roger Qu), Joint Statistical Meetings, Anaheim, CA, August 1997.

“Scientific Fraud: What is the Role of Statistics? David DeMets, Chair; Joint Statistical
Meetings, Anaheim, CA, August 1997.

Statistics and Ethics in Research. Research in Physical Activity (Kinesiology 742-991),
Department of Kinesiology, University of Wisconsin, Madison, WI, October 1997.

Phase Il Design: Congestive Heart Failure. David DeMets (with Milton Packer), How
Should We Design Phase |l Trials in Cardiovascular Disease? Sponsor: Duke Clinical
Research Institute; Hilton Head, SC, October 1997.

Statistics and Ethics in Research (Statistics 932-998) Department of Statistics,
University of Wisconsin, Madison, WI, October 1997.

Statistics and Ethics in Research. MD/PhD Program, Medical School, University of
Wisconsin, Madison, WI, November 1997.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin, Madison, WI, April 1998.
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130.

131.

Statistics and Ethics in Research. Department of Oncology-McArdle Laboratory,
University of Wisconsin, Madison, WI, April 1998.

The Fundamentals of an Investigator-Initiated Clinical Trial. Grand Rounds, Department
of Neurology, University of Wisconsin Medical School, Madison, WI, April 1998.

Overview of Interim Analysis for Pivotal Clinical Trials Using Group Sequential Methods.
Tap Pharmaceuticals, Deerfield, IL, May 1998.

Discussant: Medical Device Clinical Trials, Society for Clinical Trials, Atlanta, GA, May
1998.

Statistical Analysis and the Responsible Use of Data. GREE Conference, Indiana
University, Bloomington, IN, June 1998

Plenary Session: Current Issues in Clinical Trials - Stopping Trials. Heart Failure Society,
Boca Raton, FL, September 1998.

Role of Data Monitoring Committees in Multicenter Clinical Trials. ACRP of Southern WI,
Ltd., Madison, WI, October 1998.

Statistics and Ethics in Research. MD/PhD Program, Medical School, University of
Wisconsin, Madison, WI, November 1998.

Statistics and Ethics in Research. Statistics 641, Department of Statistics, University of
Wisconsin, Madison, WI, October 1998.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin, Madison, WI, November 1998.

Ethics in Research. Human Oncology 770, Department of Human Oncology, University
of Wisconsin, Madison, WI, March 1999.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, Univ of
Wisconsin-Madison,March 1999.

Surrogate Endpoints in Clinical Trials: Are we Being Misled? 1999 Charles L. Odoroff
Memorial Lecture, University of Rochester Medical Center, Rochester, NY, April 1999

Statistics and Ethics in Research. Department of Oncology-McArdle Laboratory,
University of Wisconsin, Madison, WI, April 1999.

When and How to Report on Studies Indicating No Benefit or Harm. Society of Clinical
Trials Workshop (with Frederick Ferris-Chair, Janet Wittes, Brenda Gallie, Kay Dickersin,
& Michael Spino), Anaheim, CA, May 1999.



132.

133.

134.

135.

136.

137.

138.

139.

140.

141.

142.

143.
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146.

The Overuse of Surrogate Outcomes in Phase Il Clinical Trials. World Wide Biometrics
Advisory Meeting, Harlow, England, October 1999.

One Large, Well-Designed Study as an Alternative to the Usual FDA Paradigm”
Discussant (with Lloyd Fisher & Stuart Pocock), World Wide Biometrics Advisory
Meeting, Harlow, England, October 1999.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 1999.

Sequential Monitoring of Clinical Trials. Population Health Faculty and Network for
Health Policy Research Joint Seminar, January 2000.

Issues in Data Monitoring of Industry-Sponsored Trials. Roundtable Discussion Leader,
ENAR Meeting, Chicago, IL. March 2000.

Interim Data” Who Should be Privy to What and When. Plenary Session, Society for
Clinical Trials, Toronto, Canada. April 2000.

Clinical Trials in the New Millennium. Keynote Address, 9" International Symposium on
Long-Term Clinical Trials, London, England. June 2000.

The Data and Safety Monitoring Board (DSMB). Drug Information Association, San Diego,
June 2000.

Introductory Commentary on Meta Analysis. UWCCC Grand Rounds, October 2000.

What do DMC’s Actually Do? Drug Information Association (DIA) Workshop on Data
Safety Monitoring Boards, Washington DC, October 2000.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2000.

Short Courses in Clinical Trials. Frontier Science & Technology Research Foundation
(FSTRF) St. Petersburg, FL, December 2000.

Scientific Ethics. Chemistry 901, Department of Bacteriology/Chemistry, UW, March
2001.

Clinical Trial Safety and Efficacy Monitoring: Coronary Heart Disease Trials. Department
of Nutritional Sciences, University of Wisconsin-Madison, April 2001.

The Next Generation: NEI-Sponsored Training Programs-University of Wisconsin.
Symposium: A Randomized Trial in Ophthalmology: Past Present and Future; Johns
Hopkins University, Baltimore, April 2001.
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160.

Statistics and Ethics in Research.” Oncology 675, Department of Oncology-McArdle
Laboratory, University of Wisconsin, April 2001.

Managing and Monitoring Multicenter Clinical Trials: Who is in Charge of What? The 2001
Robert S. Gordon Lecture in Epidemiology, National Institutes of Health, Bethesda, MD,
April 2001.

Clinical Trials. Short Course in Clinical Research sponsored by Clinical Investigator
Preparatory Program (CIPP), University of Wisconsin, July 2001.

Managing and Monitoring Clinical Trials. (with Norm Fost, M.D.), Combined Annual
Meeting of Central Society for Clinical Research/Midwest Region Society of General
Internal Medicine/Midwestern Section American Federation for Medical
Research/Midwest Society for Pediatric Research, Chicago, IL, September 2001.

Analysis and Interpretation of Subgroups. Heart Failure Society of America Scientific
Meeting, Washington, DC, September 2001.

Roles and Organization of Data Monitoring Committees (with Marian Fisher). Frontier
Science & Technology Research Foundation (FSTRF) Short Courses in Clinical Trials;
King of Prussia, PA, October 2001

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2001.

Data and Safety Monitoring Boards. Clinical Research and Compliance-A Guide for
Investigators, CME, University of Washington, Seattle, April 2002.

Data Monitoring Committees and Methods with Example Scenarios (with Marian Fisher).
Mock DSMB, GlaxoSmith Kline, King of Prussia, PA, May 2002.

Data and Safety Monitoring. Clinical Gene Transfer Comprehensive Review Course,
American Society of Gene Therapy Meeting, Boston, MA, June 2002.

The Role of Data Monitoring Committees (DMCs) and Clinical Trials. European Society of
Cardiology, Berlin, Germany, September 2002.

Data Monitoring Committees: Role, Organization & Function. Statistics 641, Department
of Statistics, University of Wisconsin-Madison, September 2002.

Keynote Lecture: Issues in Interpreting Clinical Trials. Fifth ICF International Experts’
Meeting, Cannes, France, October 2002.

What You Observe Is Not Always What You Get. Shapiro Guest Lecture, First Annual
Medical Student Summer Research Forum, UW Medical School, October 2002.
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169.
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171.
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174.

One Confirmatory Trial to Support Evidence of Effectiveness. Glaxo Smith Kline
Biomedical Data Sciences Statistical Advisory Board Conference, Cary, NC, October
2002.

Are We Monitoring Our Trials To Death? Mayo Clinic Grand Rounds, Rochester, MN,
October 2002

Are We Monitoring Our Trials To Death? Cardiology Grand Rounds, St. Luke’s-Roosevelt
Hospital, New York, November 2002.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2002.

Clinical Trials and Drug Development: A Long Complicated Journey from Bench to the
Bedside, Conversations in Science, Wisconsin Initiative for Science Literacy/Madison
Metropolitan School District/Edgewood High School, December 2002.

Industry/Academia Model, Issues in Data Monitoring Committees, Washington, DC,
January 2003

Statistics and Ethics in Research. Statistics 641, Department of Statistics, Univ of
Wisconsin-Madison, March2003.

Data and Safety Monitoring, Clinical Gene Transfer Comprehensive Review Course,
American Society of Gene Therapy, Washington, DC, June 2003.

Emerging Issues in Clinical Trial Data Monitoring, Joint meeting of International Society
for Clinical Biostatistics and the Society for Clinical Trials, London, England, July 2003.

Origins and Rationale of Clinical Trials Data Monitoring, Keynote Address, Drug
Information Association Workshop, “Clinical Trial Data Monitoring Committees:
Policies, Practices and Controversies,” Bethesda, September 2003.

Genomics, Bioinformatics and Clinical Research, Visiting Professor, Korea Univ, Seoul,
Korea, October 2003.

Statistics and Ethics in Research. Statistics 641, Department of Statistics, University of
Wisconsin-Madison, October 2003.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2003.

Fundamentals of Data Monitoring Short Course. BASS X (Biopharmaceutical Applied
Statistics Symposium), Savannah, GA, December 2003.
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184.

185.

186.
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189.

Heart Failure over the Past 20 years — Have We Improved Trial Design to Include Novel
Endpoints? Heart Failure Trial Endpoints Conference sponsored by Duke Clinical
Research Institute, Washington, DC, January 2004.

Clinical Trials. Medical College of Wisconsin. Milwaukee, WI. February 2004.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, Univ of
Wisconsin-Madison, April 2004.

Practical Approaches to Data Monitoring of Clinical Trials, FDA Clinical & Statistical
Reviewers Course (with Susan Ellenberg & Fleming), April 2004.

Fundamental Issues in Clinical Trials, Toward Evidence Based Practice in Geriatric
Dysphagia: A Multidisciplinary Approach, GRECC, University of Wisconsin, May 2004.

Workshop: Independence in Data Monitoring of Clinical Trials: Can it Be Carried To Far?
Society for Clinical Trials Annual Meeting, New Orleans, LA, May 2004.

Clinical Trials, CIPP Short Course in Clinical Research, University of Wisconsin,
Madison, July 2004.

An IRB Data Monitoring Dilemma: Responsible, but Not in Control, New York Society of
Health-System Pharmacists Meeting, New York, NY, Sept 2004.

Statistics and Ethics in Research. Statistics 641, Department of Statistics, University of
Wisconsin-Madison, November 2004.

Lessons Learned: Surrogates and Immediate Endpoints. NIH Symposium, Bethesda,
MD; January 2005.

Short Course sponsored by Scios, Inc., Fremont CA; March 2005.

An IRB Safety Monitoring Dilemma: Responsible But Not in Control. Visiting Professor,
Boston University School of Public Health; April 2005.

Data Monitoring Committees: Role, Organization and Function. Frontier Science,
Technology and Research Foundation Retreat, Edinburgh, Scotland; April 2005.

Case Studies in Data and Safety Monitoring Committees. Society for Clinical Trials
Annual Meeting, Portland, Oregon; May 2005.

Causation & Evidence Based Medicine. Summer Institute for Biostatistics (SIBS) funded
by the National Institutes of Health (NIH) & National Heart Lung & Blood Institute
(NHLBI), Madison, June 2005.
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195.
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197.

198.

199.

200.

201.

202.

203.

204.

Design, Bias & Surrogate Outcomes. SIBS program funded by the NIH & NHLBI, Madison,
June 2005

Analysis and Interpretation of Subgroups. SIBS program funded by the NIH & NHLBI,
Madison, June 2005

Issues in Analysis of Randomized Clinical Trials. SIBS program funded by the NIH &
NHLBI, Madison, June 2005

Data Analysis and Ethics. SIBS program funded by the NIH & NHLBI, Madison, June 2005

Fundamentals of Clinical Trials, CIPP Short Course in Clinical Research, Univof
Wisconsin, Madison, July 2005.

Statistical Issues Arising in the Women’s Health Initiative (WHI), Joint Statistical
Meetings, Minneapolis, MN August 2005.

Data Monitoring Committees: Futility Approaches to Monitoring, International
Symposium on Long-Term Clinical Trials: Advanced Issues in the Design and Conduct of
Randomized Clinical Trials, Oxford, England; Sept 2005.

Statistics and Ethics in Research. Statistics 641, Department of Statistics, University of
Wisconsin-Madison, November 2005.

Panel Discussion: Introducing Innovative Techniques/Thinking in to the Design of Trials.
Glaxo Smith Kline Biomedical Data Sciences Statistical Advisory Board Conference, King
of Prussia, PA, October 2005.

Experimental Design and Statistical Analysis. AHABS 873, Research Ethics and Survival
Skills, University of Wisconsin-Madison, November 2005.

Statistics and Ethics in Research. Statistics 641, Department of Statistics, University of
Wisconsin-Madison, December 2005.

Stopping Trials for Futility (Speaker), Changing Endpoints During the Trial (Discussant),
Co-Variate Analysis:, Why & How To Do It. (Discussant). Eighth CardioVascular Clinical
Trialists CVCT —Workshop, Versailles, France, December 2005.

Challenges and Opportunities in Clinical Research. University of Minnesota Visiting
Lecturer, Minneapolis, January 2006

Diversity Workshop, Junior Investigators Workshop; ENAR Invited Session: Inference in
Randomized Multi-Center Clinical Trials - Organizer: Marvin Zelen; ENAR, March 2006

Challenges and Opportunities in Future Clinical Research. Visiting Professor, Duke
Clinical Research Institute, Durham, North Carolina, April 2006
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209.

210.

211.

212.

218.

214.

215.

The Future of Clinical Trials. Session 5 — Clinical Trials and Statistics: A Glance at the
Past and Present and a Look to the Future, 2006 FDA Science Forum, A Century of FDA
Science: Pioneering the Future of Public Health, Washington, DC, April 2006.

Challenges and Opportunities in Future Clinical Research. Northwestern University
Visiting Professor, Chicago, IL, April 2006.

Invited Session 11: The Link Between Meta-Analysis and Clinical Practice: how to
Interpret Meta-Analyses and the Evidence They Provide. Co-Chair with Jorn Wettersley.
Society for Clinical Trials Annual Meeting, Orlando, FL, May 2006.

Fundamentals of Clinical Trials, Seventh Biannual William Magrane Basic Science
Course in Veterinary & Comparative Ophthalmology & Histologic Basis of Occular
Disease Short Course, University of Wisconsin, Madison, June 2006.

Fundamentals of DSMB, Development of software to produce NDA and DSMB reports,
Johnson and Johnson Pharmaceuticals, Raritan, NJ, June 2006.

Courtis in Session: Randomized Clinical Trials on Trial (Defense Team Witness), Heart
Failure Society 10" Annual Scientific Meeting, Seattle, WA, September 2006.

Session I: Standardization of DES definitions, issues of data poolability and information
technology transfer (with Drs. Krucoff, Pocock, Mehran, Cutlip, Friedman, Larkin, Boam,
Fink, Uchida, Van Es), Health & Human Services Town Hall Meting at TCT 2006
(Transcatheter Cardiovascular Therapeutics), Washington, DC, October 2006.

Session Il: Accelerating DES clinical trials: Surrogate endpoints, composite endpoints
and adaptive designs (with Drs. Krucoff, Pocock, Geller, Shurin, Mauri, Campbell,
Donohoe, Yue, Fiorentino, Agler), Health & Human Services Town Hall Meting at TCT
2006 (Transcatheter Cardiovascular Therapeutics), Washington, DC, October 2006.

Session Ill: Specific DES issues — Preclinical evaluation, device iteration, non-inferiority
trials, label expansion, next generation devices, speed to market vs. safety, etc. (with
Drs. Stone, Leon, Kaplan, Lenarz, Somberg, Maisel, Domanski, Koglin, Pocock, Farb &
Pinto), Health & Human Services Town Hall Meting at TCT 2006 (Transcatheter
Cardiovascular Therapeutics), Washington, DC, October 2006.

Evolving Roles of safety reporting and the DSMC in the clinical trial process — Discussion
with Drs. Mehran, Krucoff, Gersh, Russell, Gordon, Shurin,Pocock, Zuckerman &
Sapirstein), Health & Human Services Town Hall Meting at TCT 2006 (Transcatheter
Cardiovascular Therapeutics), Washington, DC, October 2006..

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2006.
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221.

222,

223.

224,

225.

226.

227.

228.

Developing a Statistical Plan: The Key to Success, Harvard Medical School, Clinical
Trials Course: Principles and Practice, Boston, MA November 2006.

Data Monitoring Committees, Methods and Examples, Clinical Trials Course: Principles
and Practice, Harvard Medical School, Boston, MA November 2006.

Panel X: Data & Safety Monitoring in Research (with Robert Levine, Susan Ellenberg and
Lawrence Friedman), 2006 Annual HRPP Conference: A Commitment to Ethical
Research: Advancing the Mission of Human Research Protection Programs, Washington,
DC, November 2006.

Lessons Learned from multi-center collaborations in heart disease and cancer: What
can we apply to Parkinson Disease? National Parkinson Foundation, Collaboration for
Care 2006 Leadership Conference, Chicago, IL, December 2006.

Data Monitoring Committees and Related Issues, 62" Annual Deming Conference on
Applied Statistics, Atlantic City, NJ, December 2006.

Enhancing the Public’s Trust in the Industry through the Use of Independent DMCs, Data
Monitoring Committees, sponsored by EXL Pharma, Philadelphia, PA, February 2007.

Statistical Methodology for Non-Inferiority Clinical Trials, Panelist (HM James Hung &
Steven Snapinn, Co-Chairs), FDA/DIA Statistics Forum, Bethesda, MD, March 2007.

Challenges in Clinical Research Includng Adaptive Designs and Non-Inferiority Designs,
Biostatistics Seminar Series at Memorial Sloan Kettering Cancer Center, New York, NY,
March 2007.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, Univ of
Wisconsin-Madison, April 2007.

Workshop: Implementing Quality: Design & Measurement, HSP/Bioresearch Workshop,
Defining and Implementing Quality in Clinical Investigations: from Design to Completion,
sponsored by the Drug Information Association, May 2007

Clinical Trials: The Zelen Era, Marvin Zelen’s 80" Birthday Celebration, Harvard School of
Public Health and Schering-Plough Research Institute, Boston,, MA, June 2007.

Data Monitoring and Group Sequential Methods and Adaptive Designs and Non
Inferiority Designs, Roche, Nutley, NJ, June 2007.

Traditional vs. Group-Sequential Designs, Exploratory Workshop: Methodological Issues
in Randomized Clinical Trials in the Elderly, sponsored by National Institute on Aging,
Washington, DC, September 2007.
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234.

235.

236.

237.

238.

239.

240.

241.

Data Monitoring Overview for Phase lll Clinical Trials, NINDS DMC Workshop: Someone
to Watch Over Me—Data and Safety Monitoring of NIH Supported Clinical Trials,
Washington, DC, November 2007.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2007.

Are patients better off inside than outside randomized clinical trials? (Discussant); DSMB
Issues: DSMB Conflicts (Discussant), CVCT 2007 -- CardioVascular Clinical Trialists
Workshop, Paris, France, December 2007

Statistical Views of “Reasonable Assurance of Safety and Effectiveness (Discussant),
CRT 2008, Washington, DC, February 2008.

Challenges in Outcomes, Implementation and Health Services Research, NHLBI
Biomedical Lecture, Washington, DC, February 2008.

DMC Charter: How to Write a DMC Charter: Step-by-Step Guide through a Sample
Charter, Data Monitoring Committees Conference, sponsored by Exl Pharma,
Philadelphia, PA, Feb 2008.

Education of Clinical Trial Statisticians (Panel with Scott Evans, Naitee Ting, Karl Pearce,
Walter Offen & Marvin Zelen), ENAR, Crystal City, VA, March 2008.

Implementing Quality in Clinical Trials: Design and Measurement, FDA CDER Workshop
Session #2 with Robert Temple, Glenn Gormley, Dale Hammerschmidt, Brude Wagman,
Judy Racoosin, Jason Woo, Washington, DC, March 2008

Data Integrity: Data Standard, Data Management, Data Clean-up, FDA CDER Workshop
Session #3 with Ed Cox, Becky Dusch, Christine Pierre, Leslie Ball, Tom Marciniak, & Rod
Usher, Washington, DC, March 2008

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, April 2008.

Interim Look(s): Practical Recommendations, Invited Session 5 with Paul Wakim, John
Lachine & Peter Ouyang, Society for Clinical Trials, St Louis, May 2008.

CTSA Plenary Session, Society for Clinical Trials, St Louis, May 2008.

Analysis of Clinical Safety: Current Practices and Challenges, Challenges for Clinical
Research: Something New and Something Old, The 17" Annual ICSA Applied Statistics
Symposium, Piscataway, NJ, June 2008.
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258.

254,

255.

Session 4: Safety Boundaries for Data Monitoring Committees (with Steve Snappin),
DIA/FDA/PhRMA Drug Safety Conference: Planning the Lifecycle of Safety Evaluation,
Arlington, VA, October 2008.

Statistics and Ethics in Research. Vet Med/Surgical Sci 812: Research Ethics & Career
Development, Department of Veterinary Medicine, University of Wisconsin-Madison,
October 2008.

Discussant, Invited Session: Role of Meta-Analysis in Drug Development (with Sue Jane
Wang, KKG Lan, HMJ Hung, MA Proschan), ENAR Meeting, San Antonio, TX, March 2009.

Panelist, FDA/DIA Stat Forum, Adaptive Design Panel, Arlington, VA, April 2009

Statistics and Ethics in Research. Nursing 802: Ethics and Responsible Conduct of
Research, Nursing School, University of Wisconsin, April 2009.

Discussant, Invited Session #5: Current Controversies in Clinical Trials: Perspectives
from SCT Fellows (with Barbara Hawkins, Marc Buyse, Frank Rockhold, & Janet Wittes),
SCT Meeting, Atlanta, GA, May 2009.

Challenges in Clinical Trials: Some Old and Some New. Marvin Zelen Leadership Award
Lecture, Harvard School of Public Health, Boston, MA, May 2009.

Statistics and Ethics in Research. Vet Med/Surgical Sci 812: Research Ethics & Career
Development, Department of Veterinary Medicine, University of Wisconsin-Madison,
October 2009.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, Univ of
Wisconsin-Madison, Oct 2009.

Choosing the Best Study Design. Clinician Scientist Training Workshop. Univ of
Wisconsin-Madison, Oct 2009.

Challenges in Clinical Trials: Some Old and Some New. North Carolina State University,
Raleigh, NC, Nov 2009.

Challenges in Clinical Trials: Some Old and Some New. Wake Forest University,
Winston-Salem, NC, Nov 2009.

Challenges in Clinical Trials: Some Old and Some New. Duke University, Durham, NC,
November 2009.

Challenges in Clinical Trials: Some Old and Some New. Univ of North Carolina-Chapel
Hill, November 20009.
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259.

260.

261.

262.

263.

264.

265.

266.

267.

Health Informatics at the University of Wisconsin-Madison. Duke University Health
Informatics Center, Durham, NC, November 2009.

Evolution of Statistical Methods and Principles in Clinical Trials. Duke Clinical Research
Institute, Durham, NC, November 2009.

Issues in Data Analysis. Food and Drug Administration Clinical Trials Training Course,
Silver Spring, Nov 2009.

Challenges in Clinical Trials: Some Old and Some New. Keynote Address, Innovations in
Design, Analysis, and Dissemination: Frontiers in Biostatistical Methods Symposium,
The University of Kansas, Kansas City, April 2010.

Meta Analysis: Setting the Stage (with Jim Hung, Christy Chuang-Stein & Armin Koch,
Fourth Annual FDA/DIA Statistics Forum - Integrating Knowledge in Clinical
Development: Meta-Analysis, Non-Inferiority, and Related Topics, Bethesda, MD, April
2010.

Health Informatics at the University of Wisconsin-Madison. Department of Population
Health Sciences, University of Wisconsin-Madison, April 2010.

Challenges in Clinical Trials: Some Old and Some New. Cardiovascular Medicine Grand
Rounds, Department of Medicine, University of Wisconsin, Madison, June 2010.

Challenges in Clinical Trials: Some Old and Some New. Naval Medical Research Center
(NMRC) Clinical Investigation Lecture Series, Silver Spring, MD, September 2010.

Statistics and Ethics in Research. Vet Med/Surgical Sci 812: Research Ethics & Career
Development, Department of Veterinary Medicine, University of Wisconsin-Madison,
September 2010.

Industry MRCT KIT Workstream: Consistency Assessments of Treatment Effects in
MRCTs (with Bruce Binkowitz, Joshua Chen, H.M. James Hung). Ensuring Quality and
Balancing Risks for Multiregional Clinical Trials: Statistical, Clinical, Regulatory, and
Ethical Factors, Drug Information Association Meeting, October 2010.

Defining the Path Forward: Time for Action (with Bruce Binkowitz and Ekopimo Okon Ibia
Session Co-Chairs; Panelists: David DeMets, Cynthia Girman, lan Marschner, Fergus
Sweeney, Agnes Klein, Mark Paxton, Francois Bompart, et al.), Ensuring Quality and
Balancing Risks for Multiregional Clinical Trials: Statistical, Clinical, Regulatory, and
Ethical Factors, Drug Information Association Meeting, October 2010.

Challenges in Adaptive and Non-Inferiority Designs for Clinical Trials. Tow-day
symposium honoring Steve Lagakos: Impact of Biostatistics Science — Advances in
Research: AIDS, Cancer, Environment, Athens, Greece, October 2010.
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The Analysis of Investigator Data, Sources of Bias and Error. FDA/CTTI Short Course,
Washington, DC, November 2010.

Data Monitoring Committees: A Practical Approach. Short Course with Susan Ellenberg
and Tom Fleming. Fourth Seattle Symposium in Biostatistics: Clinical Trials. Seattle, WA,
November 2010.

Role and Potential of Surrogate Outcomes. Fourth Seattle Symposium in Biostatistics:
Clinical Trials. Seattle, WA, November 2010.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, March 2011.

Clinical Trials and the Growth of Regulations. Eastern Mediterranean Region/IBS
Conference, Crete, Greece, May 2011.

Challenges in Subgroup Analyses in Multi-Regional Clinical Development (with Joshua
Chen, Yoko Adachi,), FDA/Industry Statistics Workshop, Washington, DC, September
2011.

The Role of a Data Safety Monitoroing Board in Research, IRB Seminar, Meriter Hospital,
Madison, WI October 2011.

How important is robust UW enrollment in global trials? Real or perceived heterogeneity,
differences in practice context, etc. (with Doug Weber, Doug Throckmorton, Jonathan
Fox), Rescuing Clinical Trials in the U.S.: A Call to Action. McLean, VA, October 2011.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, November 2011.

Clinical Trials and the Impact of Regulations, Tufts Grand Rounds, Boston, MA, January
2012

Panel Discussion 1 (with Phyllis Gimotty/U Penn and Jay Siegel/Johnson & Johnson),
Fifth Annual Conference on Statistical Issues in Clinical Trials, University of
Pennsylvania, Philadelphia, PA, April 2012

Data Monitoring, Committee Concepts, Practices and Controversies (with Susan
Ellenberg), FDA/DIA Statistics Forum, Bethesda, MD, April 2012

Safety Assessment during the Pre-Marketing Phase Session, (Session Chairs: Aloka
Chakravarty & Christy Chuang-Stein; Speakers: Hong Amy Xia, Mat Soukup & David
DeMets), FDA/DIA Statistics Forum, Bethesda, MD, April 2012

What Matters in Terms of Clinical Trial Quality, 2012 Sensible Guidelines Symposium,
Toronto, Ontario, Canada, May 2012, FL, May 2012
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Data Monitoring Committees in Randomized Trials: Emerging Principles and Practical
Suggestions, Eli Lilly, Indianapolis, IN, October 2012

Clinical Trials and Growth of Regulations, EAST User Group Meeting, Cytel, Boston, MA,
October 2012

Data Monitoring Committees: Best Practices and Future Directions, DIA Adaptive Design
in Clinical Trials: Overcoming Persistent Barriers meeting, Washington, DC, November
2012

This Could Happen Anywhere: Evolution of Translational "Omics” and Lessons Learned
from the Duke Saga, UW ICTR Research Learning Series, Madison, WI, November 2012.

Challenges in Clinical Trials: Some Old & Some New, Medical College of Wisconsin,
Milwaukee, WI, April 2013.

Randomized Clinical Trial Short Course, Hadassah Hospital, Jerusalem, Israel, April
2013.

Statistical Issues in Trial Reporting: Revised US FDA Regulations, Eastern Mediterranean
Region of Biometric Society Conference, Tel Aviv, April 2013

Plenary Session(DeMets Chair): Personalized Medicine/Pharmacogentics, Plenary
Session: Statistical Issues in Clinical Trials, Talk: Statistical Issues in Clinical Trial
Reporting; Eastern Mediterranean Region, International Biometric Society, Tel Aviv,
Israel, April 2013.

Origins & Development of Clinical Trials Data Monitoring Committees (DMCs)
1965-2013, Amgen Speakers Symposium, Thousand Oaks, CA, May 2013.

Causation & Evidence Based Medicine, Design, Bias & Surrogate Outcomes, Analysis
and Interpretation of Subgroups, Issues in Analysis of Randomized Clinical Trials, Data
Analysis and Ethics. Summer Institute for Biostatistics (SIBS) funded by the National
Institutes of Health (NIH) & National Heart Lung & Blood Institute (NHLBI), Madison, June
2013.

Collaboration & Team Science. Family Medicine 701. Department of Family Medicine,
University of Wisconsin-Madison, September 2013.

This Could Happen Anywhere: Evolution of Translational 'OMICS' & Lessons Learned
from the Duke Saga. Computation and Informatics in Biology Seminar, University of
Wisconsin-Madison, September 2013.

Recent Issues and Development in Clinical Trials, Merck Conference, Philadelphia, PA,
September 2013
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307.
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Adverse Event Reporting & Monitoring. Biostatistics and Medical Informatics 544.
University of Wisconsin-Madison, November 2013.

Data Monitoring Committees: History (1965-2013) & Future. Clinical Trials Methodology
Conference, Edinburgh, Scotland, November 2013.

This Could Happen Anywhere: Evolution of Translational "Omics”. Biostatistics and
Medical Informatics 544. University of Wisconsin-Madison, December 2013.

Statistics and Ethics in Research. Statistics 998, Department of Statistics, University of
Wisconsin-Madison, December 2013.

Challenges in Adaptive Clinical Trials Based on Emerging Trends, Society for Clinical
Trials, Philadelphia, May 18, 2014

LSTs & CER in Learning Health Care Systems, Discussant, Society for Clinical Trials,
Philadelphia, May 18, 2014

Master Clinical Trial Protocols: presented at NIH FDA meeting on Antibiotics,
Washington DC, July 30, 2014

Biostatistics at NIH: The early years/NHLBI - Reduction in mortality from cardiovascular
disease, Joint Statistical Meetings, Montreal, August 2014

Multi-Regional Clinical Trials, Session on Global Clincal Trials: Joint Statistical Meetings,
Montreal, August 2014

Challenges in Clinical Trials: Some Old & Some New: Presented at AbbVie
Pharmaceuticals, August 27, 2014

This Could Happen Anywhere: Evolution of Translational “Omics” & Lessons Learned
from the Duke Saga Presented at AbbVie Pharmaceuticals, August 27, 2014

Value and Feasibility of Large Simple Trials for Answering Practical Questions of Public
Health Importance,

Institute of Medicine Annual Meeting, Washington DC, October 2014

Challenges in Clinical Trial Design and Analysis, Mayo Clinic- Scottsdale, Grand Rounds,
Jan 2015

AAAS Organized and Chaired Session on Training Quantitative Sciences Feb 2015 San
Jose CA

Challenges in Clinical Trials: Some Old, Some New, Stanford Grand Rounds, Palo Alto,
CAFeb 2015
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Challenges in Clinical Trial: Some Old, Some New, Portola, San Francisco, Feb 2015

IOM Report on Responsible Clinical Trial Data Sharing, AHA Big Data SUMMIT, Baltimore
April 2015

Superiority, Noninferiority, and Equivalence Designs, AHA Meeting - Clinical Trials
Session 201, Orlando Nov 2015

Adaptive Designs, AHA Meeting - Clinical Trials Session 301, Orlando Nov 2015
Statistics and Ethics Lecture, Stat 998 Lecture, Nov 17, 2015
Adverse Events Lecture, BMI 544, Nov 19, 2015

IOM Report: Sharing Clinical Trial Data, AbbVie Pharmaceuticals, N Chicago, Nov 20
2015

DMC Issues, AbbVie Pharmaceuticals, N Chicago, Nov 20 2015

IOM Report on Genomic Predictors: Lessons from Duke Experience, 5" Seattle
Conference, Nov 22 2015

Omics Lecture, BMI 544, Dec 1, 2015

IOM Report: Sharing Clinical Trial Data, CardioVascular Clinical Trials (CVCT) Forum,
Washington DC, Dec 3, 2015

Meta Analysis: Getting More Complex, Are Standards Possible? CardioVascular Clinical
Trials (CVCT) Forum, Washington DC, Dec 5, 2015

Early Lessons from Randomized Clinical Trials: NHLBI Early Contributions: NHBLI
Workshop, Bethesda September 26, 2016

Biostatistics: Past, Present & Future: Colin White Lecture, Department of Biostatistics,
Yale University, October 11, 2016

Biostatistics: Past, Present & Future: 50" Anniversary, Department of Biostatistics,
Washington University, November 7, 2016

Data Monitoring Committee Short Course, American Heart Association Annual Meeting,
New Orleans, Nov 15, 2016

Adaptive Designs: Are they more efficient: American Heart Association Annual Meeting,
New Orleans, Nov 15, 2016

Top Ten Break Throws in Cardiology in Past 40 Years: Grand Rounds, Mayo Clinic
Scottsdale, March 2016



