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Education 

 

1965 B.S.  Washington University, St. Louis, Missouri 

Major:  Applied Mathematics  

 

1969 D.Sc.  Washington University, St. Louis, Missouri 

Major: Applied Mathematics and Computer Science 

 

Additional Training 

 

Biotechnology Techniques, (18 lecture hours, 20 lab hours) NIH Foundation for Advanced Education in the Sciences  

Advanced Genome Analysis (18 lecture hours, 20 lab hours) NIH-FAES 

Molecular and Cellular Basis of Cancer (18 lecture hours, 20 lab hours) NIH-FAES 

DNA Binding Proteins, Transcriptional Regulators and Homeoboxes 1997 (18 lecture hours)  NIH-FAES  

Recombinant DNA (18 lecture hours, 20 lab hours) NIH-FAES 

Cold Spring Harbor 7 day course in Computational Genomics 

 

Brief Chronology of Employment 

 

1978 - 2015   Chief, Biometric Research Branch, Division of Cancer Treatment and Diagnosis, 

National Cancer Institute, Bethesda Maryland 

 

2015 - 2017   Associate Director, Division of Cancer Treatment & Diagnosis, 

Director, Biometric Research Program 

Chief, Computational & Systems Biology Branch 

National Cancer Institute 

 

                2017 -                                R Simon Consulting 

                                                          Potomac Maryland 

 

I have retired as Director of the Biometric Research Program and Chief of the Computational/Systems Biology for the 

Division of Treatment and Diagnosis of the National Cancer Institute (NCI) as of July 1, 2017. In addition to overseeing 

the NCI genomics and drug development program, I provided leadership for an active research program in computational 

and systems biology applied to translational research. I hired and provided leadership for development of bioinformatic 

systems which empower biologists to creatively utilize genomic data in development of improved treatments for cancer. I 

led a team of computational biologists who develop methods for characterizing tumors to understand resistance 

mechanisms and develop effective combination regimens. My experience and training in biostatistics, computer science, 

cancer biology, systems pharmacology, computational biology and bioinformatics will now be available to a small group 

of companies who I will closely work with to develop breakthrough products.   
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Membership 

American Association of Cancer Research 

American Association of Immunologists 

American Statistical Association (Elected Fellow) 

International Society for Computational Biology 

 

Selected Honors 

2017 Marvin Zelen Leadership Award for Statistical Science. Awarded by TH Chan School of Public Health, Harvard 

University  

2013 Karl Peace Award of The American Statistical Association “for outstanding statistical contributions for the 

betterment of society” 

2012 National Federal Government Award for Excellence in Technology Transfer for BRB-ArrayTools 

Senior Biomedical Research Service, National Institutes of Health. 

NIH Director’s Award. 

NIH Technology Transfer Award 

Elected fellow of The American Statistical Association 

Snedecor Prize for Best Publication in Field of Biometry 

 

Selected Professional Activities 

 

Editorial Board: Clinical Cancer Research, Biotarget 

NIH Tenure Review Committee for Biostatistics & Epidemiology 

Member, National Research Council Advisory Committee on Applied and Theoretical Statistics 

Architect of BRB-ArrayTools, an integrated software package for microarray data analysis; http://brb.nci.nih.gov 

Member of NCI Intramural Center of Excelence for Integrative Cancer Biology and Genomics 

Scientific Advisory Committee, French National Research Agency, 2016 

 

 

 

Selected Short Courses & Workshops Planned and Conducted: 

 

Short course of biomarker driven adaptive clinical trials. Center of Excellence in Oncology, FDA, February 2017. 

Short course on “Bayesian Statistics without the BS”; October 25, 2017. Savanah Georgia, BASS Annual Meeting 

Development and validation of prognostic and predictive biomarkers using high dimensional data; Summer Institute;        

   Department of Biostatistics, University of Washington; June 2014, 2015, 2016, 2017; with Noah Simon 

Design and analysis of genomic clinical trials; American Statistical Association; August 2014; Boston Mass. 

Development and validation of prognostic and predictive biomarkers using high dimensional data; Deming Conference    

  for Applied Statistics; December 2014; Atlantic City; with Noah Simon 

AMS/IMS/SIAM Workshop on Statistics in Functional Genomics, Mt. Holyoke Mass, June 2001. 

Short Course in Microarray Data Analysis, Biometric Society (ENAR), March 2002. 

Short Course in Microarray Data Analysis, Rockefeller University, April 2002, January 2003. . 

Short Course in Microarray Data Analysis, University of Florida, December 2003. 

Short Course on Statistical Methods in Genomics and Computational Biology, Heidelberg Germany (1999) 

 

Major Bioinformatics Systems Designed  

BRB-ArrayTools (15,000+ registered users in 65+ countries) 

BRB-SeqTools 

Transcriptional Pharmacology Workbench 

GeneMed portable communications hub for molecularly target driven oncology clinical trials  
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Books 

Simon R, Korn E, McShane L, Radmacher M, Wright G, Zhao Y. Design and Analysis of DNA Microarray 

Investigations, Springer-Verlag New York, 2003. 

 

Simon R. Genomic Clinical Trials and Predictive Medicine, Cambridge University Press, 2013. 

 

Matsui S, Simon R, Buyse M. Design and Analysis of Clinical Trials for Predictive Medicine, Taylor and Francis 

Publisher, 2015 
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Cancer Institute, Bethesda MD, April 1996. 

 

115.  Accelerated Titration Designs for Phase I Clinical Trials. Department of Biomathematics.  Georgetown 

University, Washington DC, April 26, 1996. 

 

116.      Innovative Statistical Approaches for Conducting Therapeutic Research with Limited  Patient 

Populations. Israel Cancer Institute. Tel Aviv, July 2, 1996. 

 

117.      Bayesian Design and Analysis of 2 x 2 Factorial Clinical Trials. American Statistical                      

Association. Chicago Illinois, August 8, 1996. 

 

118.      Distinctions Among Explained Residual Variation, Explained Risk and Goodness of Fit.                

International Society for Clinical Biostatistics. Budapest Hungary. August 27, 1996. 

 

119.   New Approaches for the Design and Analysis of Phase I Clinical Trials. German Society  of Medical 

Statisticians. Bonn Germany, September 17, 1996. 

 

120.   Design and Analysis of Factorial Clinical Trials. Henry Stewart Conference on         Understanding, 

Appllying and Not Misusing the Mathematical and Statistical Techniques  Used in Clinical Trials. 

Rockville Maryland, October 25, 1996. 

 

121.  Accelerated Titration Designs for Phase I Clinical Trials. Memorial Sloan-Kettering  Cancer Center. 

New York, November 1996.  

 

122.  Bayesian methods for developing improved prediction and classification systems when  there are many 

potential covariates. Mathematical Models for  Diagnosis and Prognosis.  Oberwolfach, Germany, 

February 1997. 

 

123.  Bayesian design and analysis of active-control clinical trials. Institute for Mathematics  and its 

Applications. Workshop on Medical Statistics, University of Minnesota, July  1997. 

  

124.  Accelerated escalation designs for phase I oncology trials.  Workshop on FDA and  Industry: 

Working Together to Expedite the Development of New Pharmaceutical  Products. October 1997, 

Washington D.C. 

 

125. Megavariate analysis of DNA micro-array data. Second Workshop on Methods and  Applications of 

DNA micro-array technology. Tucson Arizona, January 1998. 

 

126. Innovative designs for translational cancer vaccine clinical trials. Cancer Vaccine  Development Workshop, 

National Cancer Institute, Bethesda Maryland, March 1998. 

 

127. Early stopping of clinical trials when there is evidence that the experimental treatment  will not prove 

beneficial. International Biometric Society, Pittsburgh Pa, March 1998. 

 

128.  A Bayesian approach to the design and analysis of active control clinical trials. Henry  Stewart 

Conference on Understanding, Applying and Not Misusing the Mathematical  and Statistical Techniques 

used in Clinical Trials. Reston Va, April 1998. 
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129. A new approach to the design and analysis of factorial trials. Society for Clinical Trials,  Atlanta Georgia, 

May 1998. 

 

130. An overview of the development and use of prognostic classification systems. Society  for Clinical 

Trials, Atlanta Georgia, May 1998. 

 

131. Accelerated titration designs for phase I clinical trials in oncology. Drug Information  Association 

National Meeting. Boston Ma, June 1998. 

 

132. Using surrogate endpoints in cancer clinical trials. NIH Workshop on Surrogate Endpoints in Clinical Trials. 

Potomac Md, November 1998.  

 

133. Innovative clinical trial designs for the development of tumor vaccines. First Walker’s Cay Colloquium on 

Cancer Vacines and Immunology. Walker’s Cay Bahamas, March 1999. 

 

134. A new Bayesian approach to the design and analysis of therapeutic equivalence trials. Harvard Symposium 

on Bayesian Statistics. Harvard University, June 1999. 

 

135. Organizer and sole presenter of short course on statistical methods in genomics and computational biology. 

Heidelberg Germany, September 1999. 

 

136. Statistics in molecular medicine. International Association for Clinical Biostatistics and German Society for 

Medical Informatics, Biometry and Epidemiology, September 1999. 

 

137. The role of neural networks in developing prognostic classification systems for cancer. Conference on 

Prognostic Factors and Staging in Cancer Management: Contributions of Artificial Neural Networks and 

other Statistical Methods. Sponsored by American Joint Committee on Cancer, International Union Against 

Cancer, and Institute for Clinical Research, Washington D.C., September 1999. 

 

138. Statistical analysis of unexpected events. FDA/Industry Statistical Worksop. Sponsored by the Americal 

Statistical Association, September 1999. 

 

139. Design of clinical trials in pediatric oncology. Surgical Committee of the Children’s Oncology Group, 

Chicago Ill, October 1999. 

 

140. Principles for the design and interpretation of clinical trials. Oncology Research Nurse Education Program, 

National Cancer Institute, Bethesda Md, October 1999. 

 

141. Successes and lessons learned from the sequencing world and challenes for the microarray world. Keynote 

address at the Granlibakken Conference on Microarray Algorithms and Statistical Analysis: Methods and 

Standards, Lake Tahoe CA, November 1999. 

 

142. Bayesian design and analysis of therapeutic equivalence trials. Oncologic Drug Advisory Committee 

Meeting, Food and Drug Administration, December 1999. 

 

143. Bayesian subset analysis. 9
th

 International Symposium on long-term clinical trials, London England, June 

2000. 

 

144. Bayesian design and analysis of positive control clinical trials. Midwest Biopharmaceutical Statistics 

Workshop, Muncie Indiana, May 2000. 
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145.      Statistical Challenges in the use of DNA Microarray technology. Oberwolfach Meeting on adaptive clinical 

trials and molecular medicine. Oberwolfach Germany, February 2000.  

 

146.      A Bayesian approach to indirect comparisons using external data in the analysis of a phase III clinical trial. 

Annual meeting of the Drug Information Association, San Diego Ca, June 2000. 

 

147.      Statistical challenges in molecular medicine. University of Michigan Department of Biostatistics. March 

2000. 

 

148. Assessing cluster reproducibility in the analysis of DNA microarray expression profiles.   National Cancer 

Institute Meeting on Analytic Tools for a Molecular Classification of Cancer, Bethesda MD, April 2000. 

 

149. Biostatistics, DNA Microarrays and molecular medicine. Fred Hutchinson Cancer Research Center,    

University of Washington, Seattle, May 2000. 

 

150. Organizer of Institute for Pure and Applied Mathematics Conference on Expression Arrays, Genetic 

Networks and Diseases, UCLA, November 2000. 

 

151. Organizer of Conference on Expression Arrays, Genetic Networks and Diseases, Institute of Pure and 

Applied Mathematics, UCLA, October 2000. 

 

152. Short Course in analysis of microarray expression data. M.D. Anderson Cancer Center, November 2000. 

 

153. Short course in analysis of microarray expression data. National Institutes of Health, Bethesda MD, 

September 2000, October 2000. 

 

154. Statistical analysis of microarray expression data. Seminars in Clinical and Molecular Medicine, National 

Institutes of Health, Bethesda MD, December 2000.  

 

155. Advanced statistics and informatics for DNA microarray expression data. First Annual Meeting of 

Microarray Researchers. National Institute of Drug Abuse and National Institute of Diabetes and Digestive 

and Kidney Diseases, Bethesda MD, January 2001 

 

156. Analytic methods for the analysis of DNA microarray data., Siteman Cancer Center, Washington University 

School of Medicine, St. Louis Missouri, February 2001. 

 

157. Bioinformatics in whole genome expression profileing using DNA microarrays. American Association for 

the Advancement of Science, San Francisco, February 2001. 

. 

 

158. Analytic methods for the analysis of gene expression profiles from DNA microarrays, Samuel Lunenfeld 

Research Institute, Toronto Ontario Canada, April 2001. 

 

159. Development of molecular classification systems using whole genome expression profiles. The Henry 

Kunkel Society, Rockefeller University, May 2001. 

 

160. Bayesian methods in the design and analysis of clinical trials: Today and tomorrow.. The Life Scientists 

Guide to Statistical Issues in Drug Development. Washington D.C., June 2001. 

 

161. BRB-ArrayTools, integrated bioinformatics for the analysis of DNA-Microarray data. Am Mathematical 

Society, Institute of Mathematical Statistics, Society of Industrial and Applied Mathematics Conference on  

Statistics in Functional Genomics; Mt. Holyoke College, June 10-14 2001. 
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162. Statistical methods for discovery using DNA-microarrays. Starr Seminar on Human Genetics, Rockefeller 

University, June 19, 2001. 

 

163. Design and analysis of experiments using DNA-microarrays. National Cancer Institute Early Detection 

Research Network, Washington D.C. June 21-22, 2001. 

 

164. Biostatistics and the book of life. Keynote address at Eighth Annual Biopharmaceutical Applied Statistics 

Symposium, December 3-7, Savannah Georgia. 

 

165. Bioinformatic issues in gene expression profiling using DNA microarrays. University of Maryland Lecture 

Series on Computational Biology, College Park MD, January 30, 2002. 

 

166. Bioinformatics in cancer research. Cancer Prevention and Control Colloquia Lecture Series, Bethesda MD, 

February 6,2002. 

 

167. Bioinformatics in 21
st
 century cancer therapeutics. Conference on Cancer Trials in Asia, March 5-6, Hong 

Kong. 

 

168. Biometric issues in the study of cancer pathogenesis using DNA microarray expression profiles, Grand 

Rounds, Department of Biostatistics, Johns Hopkins University, March 13, 2002, Baltimore MD. 

 

169. Short Course on the Statistical analysis of DNA microarray studies. Biometric Society (ENAR), March 17, 

2002, Arlington VA. 

 

170. Intensive short course in the design and analysis of DNA microarray studies. Rockefeller University, 

Statistical Genetics Laboratory, April 18-20, 2002. 

 

171. State of the art in DNA microarray bioinformatics. Conference on Macro-results  thru Microarrays, April 

29-May 1, 2002, Boston MA. 

 

172. Short Course on applications of DNA microarrays in clinical trials. Society for Clinical Trials, May 12 

2002, Washington D.C. 

 

173. Molecular biometry in the genomic era: Applications to use of DNA microarrays for the discovery and 

development of molecularly targeted pharmaceuticals. 38
th

 Annual Meeting of the Drug Information 

Association, Chicago Illinois, June 17, 2002.  

 

174. Accelerated titration designs for phase I oncology trials. Henry Stewart International Conference on New 

Statistical Methods for Dose Finding. Washington D.C. September 18-19, 2002. 

 

175. Design and analysis of studies using DNA microarrays. FDA Center for Veterinary Medicine. Rockville 

Maryland, September 17, 2002. 

 

176. Design of DNA microarray studies. Fox Chase Cancer Center, Philadelphia PA, October 18, 2002. 

 

177. Short Course on design and analysis of DNA microarray studies. Biopharmaceutical Applied Statistics 

Symposium, December 2002, Savanah Georgia. 

 

178. Use of DNA microarrays for diagnostic and prognostic classification. Inserm Workshop on Statistical 

Analysis of Microarrays, May 2003, Toulon, France. 
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179. The design of DNA microarray studies. Royal Statistical Society Conference on the design and analysis of 

gene expression studies, July 2003, Imperial College, Wye, England. 

 

180. Myths and Truths about gene expression profiling. Transplantation Genomics Workshop, National Institute 

of Allergy and Infectious Diseases, April 30-May 1 2003, Bethesda MD. 

 

181. Strategies for the Development of Molecularly Targeted Therapeutics: Bioinformatics and Clinical Trial 

Design, Tromso Symposium on Targeted Cancer Therapies, Tromso Norway, June 2003. 

 

182. Where Bayesian methods are essential in clinical trials. Keynote address at German Society for Medical 

Informatics, Biometry and Epidemiology, September 2003, Munster Germany. 

 

183. Design of DNA microarray studies. Microarray Data Analysis Conference, Cambridge Healthtech Institute, 

September 2003, Baltimore MD. 

 

184. Development of cancer diagnostics using DNA microarrays. National Cancer Policy Board, Institute of 

Medicine, October 2003, Washington D.C. 

 

185. Design & analysis of DNA microarray expression profiling studies: Myths, hype and scientific 

discovery.Keynote Address: U.S. AMRMC Bioinformatics Workshop, Fredrick MD Nov 4-6, 2003. 

 

186. Design strategies for the development of molecularly targeted therapeutics in oncology. University of 

Chicago, January 23, 2004. 

 

187. Key features in the design and analysis of DNA microarray studies. PhRMA/FDA Genomics Biostatistics 

Workshop. University of Maryland Shady Grove, Gaithersburg MD, April 15-16, 2004. 

 

188. Challenges in the application of DNA microarrays to biomedical research. Auburn University Symposium 

on Biomathematics & Statistical Genetics. Auburn University, May 4, 200. 

 

189. Methods and myths in prognostic prediction with microarray and proteomic data. International Conference 

on Analysis of Genomic Data, Harvard Medical School, May 10-11, 2004. 

 

190. Use of Bayesian methods in FDA decision making (discussant). FDA-Johns Hopkins University Workshop 

on Can Bayesian Approaches to Studying New Treatments Improve Regulatory Decision-Making. Bethesda 

Maryland, May 20-21, 2004. 

 

191. Design and analysis of DNA microarray studies. Special Invited Address, Statistical Society of Canada, 

Montreal, June 1, 2004. 

 

192. Supervised analysis when the number of candidate features greatly exceeds the number of cases. 36
th

 

Symposius on the Interface: Computing Science and Statistics. Baltimore, May 26-29, 2004. 

 

193. Integrating DNA microarrays into clinical trials. Organizer and speaker for education session. American 

Society of Clinical Oncology National Me.eting, New Orleans, June 5-6 2004. 

 

194. Breast Cancer Genomics: Ready for the Prime Time? American Society of Clinical Oncology National 

Meeting, New Orleans, June 5, 2004. 

 

195. Validation of Profile Biomarkers, Joint NCI-FDA Workshop on Research Strategies, Study Designs and 

Statistical Approaches to Biomarkers Validation for Cancer Diagnosis and Detection, Bethesda MD, July 

28-29, 2004.  
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196. Effectively developing and evaluating medical diagnostics based on whole genome technologies. American 

Statistical Association Joint Statistical Meetings, Toronto Canada, August 8-12, 2004. 

 

197. Inference and prediction with genomic and proteomic data. International Society of Clinical Biostatistics, 

Leiden Netherlands, August 15-19, 2004. 

 

198. Design considerations for DNA microarray experiments. Microarray Gene Expression Data (MGED) 

Society, Toronto Canada, September 8-10, 2004. 

 

199. Key features in the design and analysis of DNA microarray studies, Fourth Virtural Conference on 

Genomics and Bioinformatics, September 23, 2004. 

 

200. What is adequate validation of a diagnostic classifier developed from high dimensional genomic data, FDA-

Industry Statistics Workshop, Washington D.C., September 21-23, 2004. 

 

201. Key features in the design and analysis of DNA microarray studies. CAMDA (Critical Assessment of 

Microarray Data Analysis) 2004, Duke University,  November 10-12, 2004. 

 

202. Effective validation of pharmacogenomic biomarkers, Gordon Conference on Cancer Detection and 

Diagnosis, Santa Barbara California, January 2005.  

 

203. Pharmacogenomics in phase II clinical trials. NCI Early Drug Development Meeting, Bethesda Maryland, 

March 2005. 

 

204. Expression profiling of tumors: Transforming clinical oncology or stuck on the research bench? American 

Association of Cancer Research, Anaheim California, April 2005. 

 

205. Statistical designs for validating high dimensional pharmacogenomic signatures in drug development, Drug 

Information Association, Washington D.C., June 2005. 

 

206. On the efficiency of targeted clinical trials, Drug Information Association Workshop on Statistical 

Methodology in the Biopharmaceutical Sciences, Washington D.C., March 2005. 

 

207. The development and validation of pharmacogenomic biomarkers, American Association for the 

Advancement of Science, Washington D.C., February 2005. 

 

208. Conducting definitive phase 3 pharmacogenomic based clinical trials. Workshop on Pharmacogenomics in 

Drug Development and Regulatory Decision Making Sponsored by the Drug Information Association, 

Pharmaceutical Research and Manufactures of America and Food & Drug Administration, Washington 

D.C., April 2005.  

 

209. Development and validation of therapeutically relevant genomic classifiers. Center for Devices and 

Radiological Health, U.S. Food and Drug Administration, June 20, 2005. 

 

210. Prospective use of pharmacogenomics in pivotal studies of new drugs. Biomarker Strategies in Cancer 

Therapeutics Development, Johnson & Johnson, Bridgewater NJ, June 27, 2005. 

 

211. Genomic targeting of patients likely to benefit from a new therapeutic for improving the efficiency of 

clinical trials. FDA/Industry Statistics Workshop, Safety & The Critical Path: Keys to the Successful 

Development of Medical Products, Washington D.C., September 14-16, 2005. 
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212. Developing and validating genomic classifiers. Application & Validation of Genomic Biomarkers for Use 

in Drug Development and Regulatory Submissions, Drug Information Association, Bethesda MD, October 

7, 2005. 

 

213. A roadmap for developing and validating genomic classifiers for treatment selection, International 

Workshop on Translational Genomics in Neuroblastoma, Bethesda Maryland, October 16-18, 2005. 

 

214. Development and validation of genomic classifiers for treatment selection. 58
th

 Annual Symposium on 

Cancer Research, MD Anderson Cancer Center, October 28, 2005. 

 

215. A new paradigm for the co-development of drugs and predictive biomarkers. Visiting Professor Lecture, 

Food and Drug Administration, February 2, 2006. 

 

216. Roadmap for co-development of therapeutics and diagnostics in the genomic era. International Conference 

on Drug Development, Austin Texas, February 15, 2006. 

 

217. Clinical trial designs and biomarker-based tumor classification systems, Institute Of Medicine National 

Cancer Policy Forum on Developing Biomarker-based Tools for Cancer Screening, Diagnosis and 

Treatment, Washington D.C., March 2006. 

 

218. New clinical trial designs for the clinical development of molecularly targeted drugs, American Society of 

Clinical Oncology, Atlanta Ga, June 2006. 

 

219. Transforming correlative science to predictive science: New approaches to the interface of laboratory and 

clinic in cancer therapeutics development. American Society of Clinical Oncology Education Session, 

Atlanta Ga, 2006. 

 

220. Pre-conference workshop on the design and analysis of DNA microarray experiments. Conference on 

Critical Assessment of Microarray Data Analysis (CAMDA) 2006. Duke University, June 2006. 

 

221. Sample size planning for clinical studies based on microarray expression profiling. Annual Meeting of the 

Biometric Society WNAR, Flagstaff Arizona, June 2006. 

 

222. New clinical trial designs for molecularly targeted drugs. Symposium on Developmental Strategies and 

Clinical Trial Methods for Oncological Products, Arlington Va., July 2006.  

 

223. Moving from correlative studies to predictive medicine: How to include biomarkers in clinical trials. First 

American Association of Cancer Research International Conference on Molecular Diagnostics in Cancer 

Therapeutics Development, Chicago Illinois, September 2006. 

 

224. Development and validation of genomic classifiers for treatment selection. German Society for Medical 

Informatics, Leipzig Germany, September 2006. 

 

225. A roadmap for the development and validation of therapeutically relevant predictive biomarkers. 9
th

 Annual 

West Hawaii Cancer Symposium, Hawaii, September 2006. 

 

226. New designs for biomarker utilization in new drug development. FDA-Industry Workshop, American 

Statistical Association, Washington D.C., September 2006. 

 

227. The design of targeted clinical trials. Experimental Medicine Symposium on Optimizing Drug Development 

with Genomics, Abbott Laboratories, Chicago Ill., September 2006. 
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228. New frontiers for clinical trial design. Day 1- Molecular targeted agents; Day 2- Analysis of DNA 

Microarray gene expression data. National Cancer Center, Taipei Taiwan, November 2006. 

 

229. On validating predictive biomarkers: Multi-platform comparison of DNA Microarray based classifiers. The 

MicroArray Quality Control Project Planning Committee, National Center for Toxicological Research, US 

Food and Drug Administration, Jefferson Arkansas, September 2006. 

 

230. Moving from correlative science to predictive medicine, Danny Thomas invited lecture, St. Jude Children’s 

Research Hospital, October 2006. 

 

231. Cancer clinical trials in the genomic era, Division of Biostatistics, Yale University Medical School, New 

Haven Conn., October 2006. 

 

232. Half Day Workshop on Clinical Trial Design for Molecularly Targeted Agents, Sponsored by National 

Institute of Cancer Research, Taipei Taiwan, November 9, 2006.  

 

233. One Day Workshop on Analysis of Microarray Gene Expression Data Using BRB-ArrayTools, Sponsored 

by National Institute for Cancer Research, Taipei Taiwan, November 10, 2006.  

 

234. Development and evaluation of predictive gene expression classifiers, Microarray Quality Control II 

Project, Food and Drug Administration, Silver Spring Maryland, November 29, 2006. 

 

235. Statistical considerations in analysis of  whole genome data, oncogenomics 2007: Dissecting Cancer Thru 

Genome Research, Americal Association of Cancer Research, Phoenix Arizona, February 1 2007.   

 

236. Development and use of pharmacogenomic biomarkers in cancer drug development, Novartis, Florham 

Park NJ, February 5 2007. 

 

237. Challenges in early development of therapeutic cancer vaccines, NCI/FDA Conference on Bringing 

therapeutic cancer vaccines and immunotherapies through development to licensure, National Institutes of 

Health, Bethesda MD, February 8-9, 2007.  

 

238. Development and use of pharmacogenomic biomarkers in cancer drug development, Pfeizer Conference on 

Cancer Drug Development, La Jolla CA, February 28-March 2, 2007. 

 

239. New designs for translational studies of molecularly targeted agents. American Association of Cancer 

Reserarch, Los Angeles, April 2007. 

 

240. New approaches to using biomarkers in the design of cancer clinical trials. American Association of Cancer 

Research, Education Session on Clinical Trial Design, Los Angeles, April 2007.  

 

241. Using gene expression profiling for developing predictive classifiers. Genentech, San Francisco, May 2007. 

 

242. Using predictive biomarkers in the design of phase III clinical trials. Genentech, San Francisco, May 2007. 

 

243. Guidelines on statistical analysis and reporting of DNA Microarray studies of cancer outcome, Laboratory 

of Carcinogenesis, Center for Cancer Research, National Cancer Institute, Bethesda MD, May 2007. 

 

244. Using predictive biomarkers in the design of adaptive phase III clinical trials. Keynote address, 

International Conference on Adaptive Designs for Clinical Trials, Cambridge MA, May 2007. 
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245. Statistical aspects of using gene expression profiling for the development and validation of predictive 

classifiers, Department of Biostatistics, Vanderbilt University, Nashville TN, May 2007. 

 

246. Developing predictive classifiers and their use in the design of pivotal clinical trials, Midwest 

Biopharmaceutical Workshop, Muncie Indiana, May 2007. 

  

247. Statistical genomics in cancer therapeutics. Keynote address at the Statistical Genomics Workshop, Pacific 

Institute for the Mathematical Sciences, Calgary Canada, June 20, 2007. 

 

248. Adaptive designs for using predictive biomarkers in phase III clinical trials; Center for Biologics Evaluation 

and Research, Food and Drug Administration, Rockville MD, September 10, 2007. 

 

249. Predictive classifiers based on high dimensional data: Development & Use in clinical trial design. Glaxo 

SmithKline, King of Prussia PA, September 27, 2007. 

 

250. Planned subset analyses in phase III clinical trials; Cancer Vaccine Consortium annual Meeting, Bethesda 

MD, September 28, 2007. 

 

251. Moving from correlative clinical science to predictive cancer medicine. SPECS Investigators Meeting, 

National Cancer Institute, St. Louis Mo, October 11-12, 2007. 

 

252. Use of predictive classifiers in the design of pivotal clinical trials, Amgen, Thousand Oaks CA, October 24, 

2007. 

 

253. Critical review of published Microarray studies for cancer outcome: Do’s and Don’ts in design, analysis and 

reporting. NIH Symposium on the Functional Genomics of Critical Illness and Injury, Bethesda MD, 

November 14-15, 2007. 

 

254. Novel clinical trial designs for predictive cancer medicine. Hematology/Oncology Grand Rounds at the 

Beth Israel Deaconess Medical Center-Harvard Medical School, Boston MA, November 28, 2007 

 

255. Moving from correlative clinical science to predictive medicine. Cleveland Clinic Department of 

Quantitative Health, December 14, 2007. 

 

256. Prospective subset analysis. International Conference on Bayesian Biostatistics, M.D. Anderson Cancer 

Research Center, Houston Texas, Jan 30-31, 2008. 

 

257. Moving from correlative science to predictive medicing. AvaMed Conference on Molecular Diagnostics 

and the Changing Landscape, Washington D.C., February 6-7, 2008. 

 

258. Using genomics in clinical trial design. Genomics Interest Group, Food and Drug Administration, Silver 

Spring MD, March 12, 2008. 

 

259. 21
st
 century clinical trials in transforming oncology into a predictive science. Conference on FDA Oversight 

of Oncology Drug Development and Commercialization, American Enterprise Institute, Washington D.C., 

March 13-14, 2008. 

 

260. Moving from correlative clinical science to predictive medicine. International Biometric Society (ENAR), 

Arlington Va, March 16-19, 2008. 

 

261. Using predictive biomarkers in clinical trial design. American Society of Clinical Oncology Education 

Session on Advanced Topics in Clinical Trial Design, Chicago Illinois, May 30, 2008. 
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262. Development and use of predictive biomarkers in new drug development. Novartis, Florham Park NJ, June 

16, 2008. 

 

263. Moving from correlative clinical science to predictive medicine, American Association of Cancer Research 

Conference on Cancer Clinical Trials and Personalized Medicine, Monterey Ca, July 20-23, 2008. 

 

264. Pathways and roadblocks in translating genomic advances to predictive medicine. FDA/DIA Conference on 

FDA Critical Path Initiative on the Move: Complexities and Challenges, Bethesda MD, September 15-16, 

2008. 

 

265. Co-development of diagnostics and therapeutics. Brookings Institution Conference on Clinical Cancer 

Research, Washington D.C,, September 26, 2008. 

 

266. Applications of genomics to breast cancer. Istituto Nazionale Tumori, Milan Italy, October 2, 2008. 

 

267. Development of gene expression based predictive classifiers and their use in clinical trial design. Novartis 

Diagnostics, Emeryville Ca, October 14, 2008. 

 

268. Development and validation of prognostic and predictive biomarkers, FDA Center for Drug Evaluation and 

Research Educational Conference on Development of Biomarkers: From Exploration to Qualification of 

Clinical Utility for Therapeutics, White Oak MD, November 3, 2008. 

 

269. Steps on the path to predictive oncology, Department of Biostatistics & Medical Informatics, University of 

Wisconsin, Madison WI, November 4, 2008. 

 

270. Predictive oncology today and tomorrow. Keynote speaker at the 24
th

 Nagoya International Cancer 

Treatment Symposium, Nagoya Japan, February 14-15 2009. 

 

271. Statistical aspects of the development and validation of prognostic and predictive biomarkers. Department 

of Biostatistics and Epidemiology, University of Tokyo, February 18, 2009. 

 

272. Development and validation of prognostic and predictive biomarkers. Future of Genomic Medicine II, 

Sponsored by The Scripps Research Institute and J. Craig Venter Institute, La Jolla CA, February 27-28, 

2009. 

 

273. Prospective and prospective-retrospective study designs for the validation of prognostic and predictive 

biomarkers. U.S. Cooperative Oncology Group Breast Cancer Correlative Sciences Workshop, February 

23, 2009, Bethesda MD. 

 

274. Development and use of predictive biomarkers. First Quebec Conference on Therapeutic Restance in 

Cancer. Montreal, March 27-28, 2009. 

 

275. Levels of evidence for studies using archived tissue in evaluating the medical utility of prognostic and 

predictive biomarkers. American Association of Cancer Research, April 19, Denver Colorado. 

 

276. Validation of predictive biomarkers in prospective and prospective-retrospective clinical trials. Third 

Annual Statistical Forum co-sponsored by the Drug Information Association and the Food and Drug 

Administration, Washington D.C., April 27, 2009. 

 

277. Clinical trials for predictive medicine, new challenges and paradigms. University of Pennsylvania Annual 

Conference on Statistical Issues in Clinical Trials. Philadelphia, April 29, 2009. 
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278. Development of predictive biomarkers based on gene expression signatures for oncology therapeutics 

development. Wyeth Inc., Pearl River NY, May 8, 2009.  

 

279. Development and use of predictive biomarkers in oncology therapeutics development. Biogen-Idec Inc., 

Boston Massachusetts, May 15, 2009. 

 

280. Making sense of molecular markers in lung cancer. American Society of Clinical Oncology, May 29, 2009. 

 

281. When is a prognostic and predictive biomarker ready for prime time. 14
th

 Congress of the European 

Hematology Association, Berlin, June 5, 2009.  

 

282. Use of genomics in clinical trial design. Annual Meeting of the Drug Information Association, San Diego 

CA, June 24, 2009. 

 

283. Pre-conference workshop on the development of prognostic and predictive biomarkers. Dalla Lana School 

of Public Health, University of Toronto, Toronto Canada, July 24-26, 2009. 

 

284. Workshop on use of genomic biomarkers in the design of pivotal clinical trials. American Statistical 

Association, New Jersey Chapter, July 31, 2009. 

 

285. Personalizing cancer therapeutics using predictive biomarkers. Cancer Research UK Cambridge Research 

Institute Annual Symposium, Cambridge UK, September 11-12, 2009.  

 

286. Interpretation of diagnostic markers in the development of targeted agents, Joint Meeting of the European 

Cancer Organization and European Society of  Medical Oncology, Berlin, September 24, 2009. 

 

287. Use of genomic biomarkers in the design of pivotal clinical trials. Webinar for American Statistical 

Association Biopharmaceutical Section, September 28, 2009. 

 

288. Development and evaluation of probabilistic forcasters. University of Michigan, Dept of Biostatistics,Ann 

Arbor MI, October 1, 2009. 

 

289. Predictive classification with high dimensional data: the p>n problem, and use of classifiers in clinical trial 

design. American Statistical Association, Delaware Chapter, October 22, 2009. 

 

290. Use of prognostic and predictive biomarkers in the design of clinical trials for therapeutic cancer vaccines. 

FDA-NCI Workshop on Therapeutic Cancer Vaccines, National Cancer Institute, Bethesda MD October 

27, 2009. 

 

291. On the road to predictive oncology with genomics: New challenges for statistics and for clinical 

investigation. Distinguished Scholars Lecture, University of Buffalo, Buffalo NY, February 18, 2010. 

 

292. Lost in translation. Key barriers to bridging the “valley of death”. NCI Symposium on Integrative Cancer 

Biology and Genomics. Bethesda MD, March 5, 2010. 

 

293. New paradigms for the design of clinical trials for predictive oncology. Am Society of Clinical Oncology, 

Chicago Ill, June 4, 2010. 

 

294. A key hallmark of cancer is heterogeneity; Lessons for therapeutics development. Am Association of 

Cancer Research Meeting on Translational Cancer Medicine, San Francisco Ca, July 12, 2010. 
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295. New approaches to clinical trial design for predictive medicine. National Cancer Institute wokshop on 

methods for adaptive quality assurance and trial designs in radiation therapy. Rockville Md, September 7-8, 

2010. 

 

296. Novel clinical trial designs for oncology. American Congress of Clinical Pharmacology, Baltimore MD, 

Sept 13, 2010. 

 

297. Personalized predictive medicine and genomic clinical trials. Workshop on clinical trials: Past, present and 

future. Sponsored by the National Heart, Lung and Blood Institute, Bethesda MD, September 14, 2010. 

 

298. Predictive analysis of phase III clinical trials. FDA-Industry Statistics Workshop, Washington D.C., 

September 20, 2010. 

 

299. Adaptive clinical trial designs for simultaneous testing of matched diagnostics and therapeutics. Conference 

on Clinical Cancer Research sponsored by Engelberg Center for Health Care Reform at Brookings and 

Friends of Cancer Research, Washington D.C., October 20, 2010. 

 

300. Use of genomics in the design of clinical trials. Short course at the Seventeenth Annual Biopharmacuetical 

Applied Statistics Symposium, Hilton Head South Carolina, October 10-12, 2010. 

 

301. Prospective-retrospective designs for assessing the medical utility of prognostic and predictive biomarkers. 

Institute of Medicine Workshop on Evidence Development for Genomic Diagnostic Test Development. 

Washington D.C.  November 17, 2010. 

 

302. Clinical trials for predictive personalized oncology. 4
th

 Seattle Symposium on Biostatistics. Seattle 

Washington. November 20-23, 2010.  

 

303. Use of genomics for design of phase III clinical trials. Workshop on Androgen receptor signaling in 

prostate cancer: Translating biology into clinical practice. Arlington VA, December 6-7, 2010. 

 

304. Novel clinical trial designs for use when all cancers are orphan diseases. American Society of Clinical 

Oncology Workshop on Clinical trial designs in small populations. Alexandria Va. December 9, 2010. 

 

305. The use of archived tissues in evaluating the medical utility of prognostic and predictive biomarkers. 

Institute of Medicine Workshop on Omics-based Tests for Predicting Patient Outcomes in Clinical Trials. 

Washington D.C.,. March 30, 2010. 

 

306. Use of cross-validation toevaluate survival risk with high dimensional data. Workshop on analysis of 

survival and event history data. Centre de researches mathematiques, Montreal, May 16-19, 2011. 

 

307. Bottlenecks in Translational Research: New paradigms to enhance progress. Cancer Prediction, Prevention, 

Prognosis Workshop, Sponsored by The Defense Advanced Research Projects Agency and the National 

Cancer Institute,  Rockville MD, April 25-26, 2011. 

 

308. Adaptive designs for development and validation of predictive biomarkers in randomized clinical trials. 

International Conference on Sequential Analysis, Stanford University, June 14-16, 2011.  

 

309. Clinical trial designs for development of new drugs and companion diagnostics. FDA Industry Statistics 

Workshop, Washington D.C., September 19-21, 2011. 

 

310. Probabilistic classification for high dimensional data. Conference on Risk Assessment and Evaluation of 

Predictions. University of Maryland, October 13-14, 2011. 
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311. Impact of companion diagnostics on the design of early phase clinical trials. Drug Information Association, 

Mumbai India, October 15-18, 2011. 

 

312. New paradigms for the development and validation of biomarkers with medical utility. Non-clinical 

Biostatistics Conference. Harvard School of Public Health. Boston MA, October 18-20, 2011. 

 

313. Clinical trials for predictive medicine. Drug Industry Association/FDA meeting. Rockville MD, October 

25-26, 2011. 

 

314. Clinical trials for predictive medicine: New paradigms and challenges. Georgetown University, January 

2012.  

 

315. Innovative clinical trial designs for discovering highly effective treatments for molecularly characterized 

target populations. Multi-institutional prostate cancer program retreat. Fort Lauderdale Fla, March 2012. 
 

316. Biostatistics for discovery, prediction and decision making in biomedical research. Keynote address, Cerner 

Symposium, University of Kansas Medical Center. Kansas City Kansas, April 2012.  

 

317. Predictive analysis of clinical trials. Biometric Society (Eastern North American Region), Washington 

D.C.,April 2012. 

 

318. Clinical trials for personalized predictive medicine. Keynote address to the International Chinese Statistical 

Association, Boston, June 23-26, 2012. 

 

319. Genomics and personalized medicine: An interim analysis. Keynote address to the Pacific Coast 

Statisticians and Pharmacometricians Innovation Conference. San Louis Obispo Ca, June 26, 2012. 

 

320. Predictive analysis of clinical trials. FDA Statistical Association. Silver Spring MD, July 9, 2012. 

 

321. Predictive analysis of clinical trials.  International Biometric Society, Kobe Japan, August 2012. 

 

322. Cancer clinical trials in the genomic era. Cambridge Health Institute Conference on Clinical Trial Designs 

for Personalized Therapy, Washington DC, September 20, 2012. 

 

323. Using genomics to develop effective therapeutics and companion diagnostics. Biomarker Development 

2012: Concepts, Assays, Bioinformatics. Austrian Institute of Technology, Vienna Austria, October 3, 

2012. 

 

324. New clinical trial designs for co-development of drugs with companion diagnostics. Millenium, Cambridge 

MA, October 14, 2012. 

 

325. Using high dimensional assays in the development of new drugs with companion diagnostics. Novartis 

Statistics Workshop, Cambridge MA, October 15, 2012. 

 

326. Development of predictive biomarkers for targeted therapies. IMPACT Smposium on Clinical Trials in the 

Era of Personalized Medicine, Raleigh NC, Nov 1-2, 2012. 

 

327. Cancer clinical trials in the genomic era. Deming Conference on Applied Statistics, Atlantic City NJ, Dec 5, 

2012. 
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328. Using prognostic and predictive biomarkers in therapeutics development. 12
th

 annual McGill Workshop on 

Systems Biology. Barbados, January 25-31 2013.  

 

329. Biomarker development as a parallel to drug development. 2013 Genitourinary Cancers Symposium, 

American Society of Clinical Oncology, Orlando FL, February 16, 2013. 

 

330. Biomarker validation based on archived tumor tissue from clinical trials to obtain level I evidence for 

medical utility. Interdisciplinary Workshop on Methodology in Stratified Medicine. Berlin – Brandenburg 

Academy of Medicine, Berlin, March 18, 2013. 

 

331. Efficient designs for screening combination regimens in cancer immunotherapy development. Cancer 

Immunotherapy Clinical Trials: Concepts and Challenges. Bethesda MD, April 5, 2013.  

 

332. Finding the right target population for a drug.. FDA-Industry Biostatistics Symposium, Washington D.C.. 

September 16-18 2013. 

 

333. Big data and biomarkers. FDA-Industry Biostatistics Symposium, Washington D.C. September 16-18 2013.  

 

334. Replacing subset analysis with indication classifier development in clinical trials. FDA-Industry 

Biostatistics Symposium, Washington D.C. September 16-18 2013. 

 

335. New clinical trial designs for co-development of a drug and diagnostic. Department of Biostatistics and 

Epidemiology, Memorial Sloan Kettering Cancer Research Center, New York NY, October 2, 2013. 

 

336. New clinical trial designs for co-development of a drug and diagnostic. Drug Information Association, 

Washington D.C., November 6, 2013.  

 

337. Cancer genomics in drug development and clinical trial design. Medical Grand Rounds, Ohio State 

University James Cancer Center. January 2014.  

 

338. Cancer genomics and oncology drug development. Department of Biostatistics, University of Pittsburgh, 

January 2014. 

 

339. Using genomics in oncology clinical trials. Memorial Sloan-Kettering Cancer Center, New York, February 

2014.  

 

340. Some new clinical trial designs for prospective use in genomic cancer clinical trials. Department of 

Biostatistics, Johns Hopkins University, Baltimore MD, March 2014. 

 

341. Using next generation DNA sequencing in cancer clinical trials. Biometrics Society, ENAR, Baltimore MD, 

March 2014.  

 

342. Workshop on development and validation of prognostic and predictive classifiers with high dimensional 

data. With Noah Simon. University of Washington Short Course, June 2014. 

 

343. Genomic clinical trials and predictive medicine. One-day short course at the Joint Statistical Meetings, 

Boston, August 2014. 

 

344. Design of enrichment and adaptive enrichment clinical trials. FDA/Industry Statistical Workshop, 

September 2014.  
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345. An overview of adaptive biomarker-driven clinical trial designs. Biopharmaceutical Applied Statistics 

Symposium 2014 Meeting, Rockville Maryland, November 2014. 

 

346. Adaptive biomarker driven clinical trials in oncology. Department of Biostatistics, Johns Hopkins 

University, Baltimore MD, October 2014. 

 

347. Adaptive clinical trials. Biopharmaceutical Applied Statistics Symposium. Rockville MD, November 2014. 

 

 

348. Software for biological discovery by biologists with genome-wide assays: BRB-ArrayTools. Workshop on 

Statistical Issues in Biomarker and Drug Co-development, Canadian Statistical Sciences Institute, Toronto, 

November 2014. 

 

349. Design and analysis of genome-wide assays to answer medically relevant questions. University of Toronto, 

Strategic Training for Advanced Genetic Epidemiology Program. Toronto, November 2014.  

 

350. Evaluating the medical utility of a biomarker test for informing treatment decisions. Evidence-Based 

Reimbursement Summit, Bethesda MD, November 2014.  

 

351. Statistical aspects of the design of single arm pivotal clinical trials for breakthrough therapies. Friends-

Brookings Conference on Clinical Cancer Research. Engleberg Center for Health Care Reform at 

Brookings Institution, Friends of Cancer Research. Washington D.C. November 2014. 

 

352. Workshop on development and validation of prognostic and predictive classifiers with high dimensional 

data. With Noah Simon. Deming Conference on Applied Statistics, Atlantic City NJ, November 2014. 

 

353. Adaptive designs for developing and validating predictive biomarkers. ENAR Biometrics Conference, 

Miami, March 2015. 

 

354. New paradigms for clinical trials in oncology. Symposium on Innovative Clinical Trial Designs: 

Personalized Medicine, Statistical and Operational Challenges. Sponsored by Johns Hopkins University, 

Stanford University and VA Cooperative Studies Program. May 2015.  

 

355. On the intended use population in clinical trials. FDA-Industry Statistics Workshop, Washington D.C. 

September 17, 2015. 

 

356. Cancer biomarkers: Opportunities and obstacles. Plenary Address to meeting of Cancer Steering Committee 

Annual Meeting of the Biomarkers Consortium of the Foundation of the NIH, Rockville MD, October 15, 

2015. 

 

357. Design of clinical trials for omics data. 5
th

 Seattle Symposium in Biostatistics, November 23, 2015, Seattle 

Washington 

 

358. How best to design a personalized medicine trial? What can be learned from oncology trialists. 12
th

 Global 

Cardiovascular clinical trialists forum. Washington D.C. December 3-4, 2015.  

 

359. Innovative designs for early clinical trials of immunomodulating agents. Immunotherapy for Cancer, 

Current Status and Future Prospects. Atlanta Georgia, January 21, 2016. 

 

360. A New Paradigm for Finding the Subset of Patients who Benefit from a Test Treatment; Tutorial with Noah 

Simon at Biometrics Society (ENAR) Meeting, Austin Texas, March 7, 2016. 
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361. Personalized Oncology in 2015: New paradigms in clinical trial methodology. Session on Statistical 

Considerations in Personalized Medicine: Concept & Methodology. Biometrics Society (ENAR) Meeting, 

Austin Texas, March 8, 2016.  

 

362. Immunotherapy is Different: Clinical Development of Cancer Immunotherapy, National Cancer Policy 

Forum of the Institute of Medicine. Washington D.C. February 29, 2016. 

 

363. Innovative designs for genomics driven clinical trials. Workshop on Translational Science in Prostate 

Cancer, April 4-5, 2016, Rockville MD.  

 

364. Accuracy measures for predictive biomarkers. Joint Statistical Meetings. Chicago Illinois, July 31, 2016.  

 

365. A Bayesian design for basket discovery clinical trials. Duke-Industry Symposium on Precision Medicine in 

Cancer Research ,Duke University, September 24, 2016.  

 

366. A Bayesian design for basket discovery clinical trials. UMBC-Stanford Workshop on Clinical Trials and 

Regulatory Science. Baltimore MD, September 24, 2016.  

 

367. New designs for finding the intended use population in therapeutic clinical trials. Society of Clinical Trials-

QSPI Regulatory Fall Innovation Workshop. November 14, 2016.  

 

368. Efficient clinical trial designs for targeted therapies. 2016 NCRI Cancer Conference. Liverpool UK. Nov 8, 

2016. 

 

369. Statistic Alps, Biomarkers & Classifiers for Diagnostic & Therapeutic Research: Discovery, Study Design 

and Analysis. 4 day short course, (taught jointly with Lisa McShane), March 19-24, 2017.  

 

370. Design issues in early cancer prevention trials. Annual Meeting of Division of Cancer Prevention Early 

Development Contractors. Rockville MD, March 31, 2017. 

 

371. Novel methods for the development and evaluation of predictive biomarkers. Princeton - Trenton Chapter 

of Biopharmaceutical Statistics Section of the American Statistical Association. April, 2017. 

 

372. State of the art in development and validation of models to inform treatment decisions. EMBL-EBI Industry 

Programme: Predictive modeling of biomarkers workshop. Cambridge MA, May 22-23, 2017. 

 

373. Enhancements to Adaptive Signature Designs. Invited Discussant on International Webinar on Adaptive 

Signature Designs by the Royal Statistical Society. July 12, 2017. 

 

374. Workshop on development and analysis of prognostic and predictive biomarkers using high dimensional 

assays. Taught jointly with NR Simon. Summer Institutes in Clinical Research. Department of Biostatistics, 

University of Washington Seattle. July 26, 2017, Seattle Wa.  

 

375. Determination of the intended use population for adaptive enrichment designs. Duke-FDA Annual Statistics 

Symposium. Durham NC, September 6-8, 2017. 

 

376. Analysis of unexpected outcomes. FDA-ASA Biopharmaceutical Workshop, Washington DC, September 

26, 2017. 

 

377. Options for the design of small clinical trials. Department of Transfusion Management, National Institutes 

of Health, September 26, 2017. 
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378. ‘ayesian ‘tatistics: Bayesian statistics without the BS. Workshop presented at the 24
th

 annual 

Biopharmaceutical Applied Statistics Symposium. November 2017, Savanah Ga. 

 

379. New designs for Basket clinical trials and comments on exploratory to confirmatory transition. Workshop on 

Site and Histology – Independent Indications in Oncology. European Medicines Agency, December 14-15 

2017, London. 

 

380. A Workshop on Biomarker Driven Clinical Trials. U.S. Food & Drug Administration, White Oak Maryland, 

February 27, 2018. 

 

381. New paradigms for identifying the appropriate intended use population for new therapeutics.  FDA/AvaMed 

Conference on Precision Medicine, Statistical Opportunities and Challenges. Washington D.C. May 9, 

2018. 

 

382. Design of System immunology studies for therapeutics development in immune-oncology. Cancer Immune 

Responsiveness Workshop, Society for Immunotherapy of Cancer, San Francisco Ca, May 14-15, 2018. 

 

383. Methods for identification of driver mutations in cancer. Aalborg University, Denmark, May 23, 2018. 

 

384. New designs for histology agnostic clinical trials. Aalborg University, Denmark, May 24, 2018.  

 

385. New designs for histology agnostic clinical trials. International Chinese Statistical Association Applied 

Statistics Symposium, New Brunswick NJ. June 14, 2018.   

 

386. What is effective translational oncology and where is academic medicine? Jackson Laboratory, Bar Harbor Me, 

June 27 2018.   

 

387. BRB-ArrayTools – From Development to 7000 Registered Users in 65 Countries. International Scientific 

Conference on Biostatistical Advising. University of Oslo, Norway, September 9, 2018. 

 

388. New developments in the design of basket trials in oncology. FDA-ASA Industry Statistics Workshop. 

Washington D.C. September 14, 2018.  

 

389. The impact of genomics on cancer drug development. Washington University Medical School. St. Louis Mo. 

November 2, 2018.  

 

390. Role of external data in combination drug development. Panel Discussion; Dr. Rajeshwari Sridhara moderator. 

Friends of Cancer Research Workshop, Washington D.C. March 2019.  

 

391. Developmental strategies for diseases where nothing works and there are no predictive biomarkers. Duke – 

Industry Statistics Symposium, Durham NC, April 2019. 

 

392. External Controls in clinical trials of rare diseases. Panel Discussion; Dr. Rajeshwari Sridhara moderator. 2019  
Accelerating Anticancer Agent Development and Validation (AAADV) Workshop, May 2019, Bethesda 

MD.  

 

393. Short Course on Resampling in the evaluation of predictive classifiers. International Chinese Statistical 

Association. June 2019, Durham NC.  
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