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CURRICULUM VITAE: Devan V. Mehrotra, Ph.D.
I. PERSONAL DATA
Devan V. Mehrotra
18 Douglas Road, Lansdale, PA 19446
Home Telephone: (215) 822 3964
Citizenship: US
II. EDUCATION
	University of Delaware, Newark, DE
	1991
	Statistics
	Ph.D.

	University of Bombay, Bombay, India
	1986
	Statistics
	MSc.

	St. Xaviers College, Bombay, India
	1984
	Mathematics & Statistics
	BSc.


III. CURRENT EMPLOYMENT HISTORY 
	Merck Research Laboratories (MRL), Merck & Co., Inc.
	

	Vice President, Biostatistics & Research Decision Sciences (BARDS)
	2019 – present

	Associate Vice President, BARDS
	2015 – 2019

	Executive Director, BARDS
	2012 – 2015

	Senior Director, BARDS
	2007 – 2011

	Director, BARDS
	2003 – 2007

	Associate Director, BARDS
	2000 – 2002

	Senior Biometrician, BARDS
	1996 – 2000

	Key Pipeline-Related Merck Activities (2015-present):

Strategic, technical and operational oversight of Early Development Statistics (~80 statisticians) supporting a broad range of discovery, pre-clinical, early-phase clinical and non-clinical (CMC) projects in the Merck R&D pipeline.

Key Pipeline-Related Merck Activities (2008-2015):

Strategic, technical and operational oversight of Early Clinical Development Statistics (~30 statisticians) supporting clinical pharmacology, discovery medicine, PK/PD modeling and simulation, and pharmacogenomics/genetics.
Key Pipeline-Related Merck Activities (1996-2008):

Contributed to strategic decision making, study design, data analysis, statistical reporting and regulatory interactions/submissions in several therapeutic areas.  Responsible for statistical oversight and leadership for HIV/AIDS and ophthalmic drugs (1996-1999), HIV vaccine (1999 – 2008), influenza vaccine (2004 – 2008), hepatitis A/B vaccines (2006 – 2008), and HPV vaccines (2007 – 2008).  Lead statistician for the landmark multinational HIV vaccine Step trial.  
Merck Committees and Departmental Service (1997-present):

1. MRL Design Validation Committee (co-chair, 2019 – present); senior leadership committee for review and approval of global clinical development clinical trial core protocols.
2. MRL Talent and Culture Working Group (2019 – 2020); group chaired by head of HR at MRL.
3. MRL Discovery and Translational Research Committee (2017 – present); senior leadership governance committee for drugs/biologics/vaccines projects from discovery thru clinical proof-of-concept at Merck.  

4. MRL Drug Discovery Review Committee (2015 – 2016); senior leadership governance committee for drugs/biologics/vaccines discovery projects at Merck. 

5. MRL Early Development Review Committee (2014 – 2016); senior leadership governance committee for preclinical and early phase clinical development projects at Merck.

6. Emerging Leaders Program (sponsor: Merck CEO, 2012 – 2013).
7. MRL Biologics Protocol Review Committee (2010 – 2012).

8. MRL Consortia Review Committee (2009 – 2014); senior leadership committee for review of external funding requests from various consortia.

9. Biomarker Alignment Committee (2009); senior leadership committee for approving strategic and technical biomarker identification and qualification plans at Merck.
10. MRL Research Document Review Committee (2007 – 2011); senior leadership committee for approving late-stage clinical trial protocols at Merck.

11. Vaccines and Biologics Assays Committee, Merck (2006 – 2008); senior leadership committee for technical oversight of bioassay-related laboratory issues at Merck.
12. Founder and Chair, Early and Late-stage Statistics Technical Issues Committee (ELSTIC), Biostatistics and Research Decision Sciences (BARDS) (2006 – 2016).

13. Mentor, Merck & Co. Mentor Program (2002 – 2005).
14. Editor, Technical Report Series, BARDS (2000 – 2015).

15. Chair, Statistics Study Group Seminar Series, BARDS (1999 – present).
16. Mentor, Summer Internship Program, BARDS (1997 – 2017).

	IV. PRIOR EMPLOYMENT HISTORY 
	

	G.D. Searle & Co., Skokie, IL
	

	Consulting Statistician I 
	1995 – 1996

	Senior Statistician I/II
	1991 – 1995

	Contributed to study design, data analysis, statistical reporting, and regulatory interactions for preclinical and clinical trials in the following therapeutic areas: antibiotics, antiplatelet, antiarrhythmia, arthritis, congestive heart failure, hypertension, microvascular surgery, and osteoporosis.

	
	

	Delaware Department of Public Instruction, Dover, DE
	

	Statistical Intern
	1988 (Jun – Aug)

	Constructed efficient sampling designs for statewide testing of school students in Delaware.


V. ACADEMIC EXPERIENCE
	1. Doctoral Thesis Committee Member, Department of Biostatistics, Boston University, Boston, MA

2. Instructor (with Prof. Susan Ellenberg; Clinical Trial Design and Analysis course), Biostatistics, Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA 

3. Instructor, Invited Travelling Course, American Statistical Association 

4. Adjunct Professor, Biostatistics, Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA
	2022 – present
2021

2018
2015 – present 

	5. Doctoral Thesis Co-Advisor (Biostatistics), Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA [2 students]
	2018

2014 – 2017

	6. Masters Thesis project mentor, Biostatistics, Drexel University
	2012

	7. Instructor, American Course on Drug Development and Regulatory Sciences (ACDRS)
	2011

	8. Instructor, Summer Institute for Statistics and Modeling in Infectious Diseases (SISMID), University of Washington, Seattle
	2009 – 2012

	9. Doctoral Thesis Committee Member, Department of Biostatistics, University of North Carolina at Chapel Hill, NC
	2008 – 2011

	10. Doctoral Thesis Co-Advisor (Biostatistics), Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA
	2005 – 2009

	11. Doctoral Thesis Co-Advisor, Department of Statistics, Temple University, Philadelphia, PA
	2005 – 2007



	12. Doctoral Thesis Committee Member, Department of Statistics, Temple University, Philadelphia, PA
	2004 – 2005

	13. Adjunct Scholar, University of Pennsylvania, Philadelphia, PA
	2003 – 2014

	14. Adjunct Faculty, Villanova University, Villanova, PA
	1998 – 2003

	15. Doctoral Thesis Co-Advisor, Department of Statistics, Temple University, Philadelphia, PA
	1998 – 2000


	16. Instructor, Teaching and Research Assistant, Department of Mathematical Sciences, University of Delaware, Newark, DE
	1986 – 1991




VI. TRAINING
	1. Training Course in Non-Clinical Statistics
	1992
	PERI

	2. Design, Analysis and Monitoring of RCTs
	1993
	ASA/Northern Illinois Chapter

	3. Analysis of Repeated Measures 
	1994
	ASA/Northern Illinois Chapter

	4. Exact Statistical Inference 
	1995
	ASA/Northern Illinois Chapter

	5. CV Disease: Trial Design to Expedite Develop.
	1996
	PERI

	6. Robust and Adaptive Statistical Methods
	1996
	ASA/Northern Illinois Chapter

	7. Longitudinal Data Analysis
	1997
	ASA/Philadelphia Chapter

	8. Multiple Imputation 
	1998
	JSM/ASA

	9. Basic Immunology
	1999
	Merck Research Laboratories

	10. Multiple Comparisons 
	1999
	ASA/Philadelphia Chapter

	11. Analysis of Longitudinal Data
	2002
	ASA/Philadelphia Chapter

	12. Flexible Designs for Clinical Trials
	2003
	ASA/Philadelphia Chapter

	13. Bayesian Modeling, Prediction and Inference
	2004
	ASA/Philadelphia Chapter

	14. Business Leadership Program
	2007
	RHR International

	15. Prevention and Treatment of Missing Data
	2011
	Nat. Acad. Sci. Panel Faculty

	16. Emerging Leaders Program (Merck)
	2012
	Wharton School, Univ. of Penn.

	17. Leader Connect Program (Merck)
	2013
	Harvard Business School

	18. MRL Management Engagement Program

19. Build the Best Teams & Talent Prog. (Merck)

20. MRL Leader Development Experience
21. Exec. Leadership Assessment/Development

22. Merck Executive Acceleration Experience
	2015

2016

2017

2020

2020
	Wharton School, Univ. of Penn.

Harvard Business School

BTS Consulting Group
Barry Morris Consulting Group
?WHAT IF! (Accenture Group)


VII. SOCIETY MEMBERSHIPS AND PROFESSIONAL SERVICE
	1. Member, American Statistical Association (1991 – present)

	2. Referee for: Biometrical Journal, Biometrics, Biostatistics, British Medical Journal, Clinical Cancer Drugs, Clinical Pharmacology and Therapeutics, Contemporary Clinical Trials, Controlled Clinical Trials, Journal of Biopharmaceutical Statistics, Journal of Immunological Methods, Journal of the American Statistical Association (JASA), Journal of Statistical Computation and Simulation, Journal of Statistical Planning and Inference, Nature, New England Journal of Medicine (NEJM), Pharmaceutical Statistics, Psychometrika, Statistical Papers, Statistica Sinica, Statistics in Biopharmaceutical Research, Statistics in Medicine, Therapeutic Innovation and Regulatory Science, Vaccine (1995 – present)

	3. Newsletter Editor, Northeastern Illinois Chapter, American Statistical Association (1995 –1996)

	4. Steering Committee & Session Organizer, FDA/Industry Statistics Workshop (1999 – 2003)

	5. Vice President, Philadelphia Chapter, American Statistical Association (1999 – 2001)

	6. Member, International Biometric Society (2000 – present)

	7. President, Philadelphia Chapter, American Statistical Association (2001 – 2002)

	8. Consultant, Center for Scientific Review, US National Institutes of Health (2003)

	9. Chapter Representative, Philadelphia Chapter, American Statistical Association (2004 –2007)

	10. Editorial Board: Journal of Biopharmaceutical Statistics (2001 – 2004)

	11. Editorial Board: Biometrical Journal (2004 – 2019)

	12. Program Chair, Midwest Biopharmaceutical Statistics Workshop (2005, 2006)

	13. Partnership in AIDS Vaccine Evaluation (trial design): NIH sponsored committee (2004 – 2005)

	14. Editorial Board: The American Statistician (2006 – 2020)

	15. Secretary, Biopharmaceutical Section, American Statistical Association (2006 – 2008)

	16. PhRMA Committee: Safety, Planning, Evaluation and Reporting Team (2006 – 2009)
17. Expert consultant (HIV vaccine trial design), Bill and Melinda Gates Foundation (2007)

	18. Publications Officer, Biopharmaceutical Section, American Statistical Association (2010 – 2012)

	19. Committee on Career Development, American Statistical Association (2009 – 2014)
20. Statistical expert input (missing data), National Academy of Sciences (2010)

	21. Steering Committee, FDA/Industry Statistics Workshop (2011)

	22. Clinical Trials Transformation Initiative – Safety Group [FDA/Duke University] (2011 – 2014)

	23. DIA Scientific Working Group for Missing Data (2012 – present)
24. Chair, Committee on Career Development, American Statistical Association (2014)
25. Election candidate for Vice President of the American Statistical Association (2014) [not elected]
26. ASA’s representative on advisory committee for 2015 Math. Awareness Month (2014 – 2015)  

27. ICH E9 (R1): Expert Working Group on Missing Data/Sensitivity Analyses (2014 – present)
28. ICH E14: PK/QTc White Paper Working Group (2015 – 2018)
29. Member, ASA Careers in Statistics Working Group (2015 – 2018)
30. Member, American Association for the Advancement of Science (2016 – present)

31. ENAR Education Advisory Committee (2018-2019)
32. Cytel Innovation Advisory Board (2019 – present)

33. Expert consultant (COVID-19 vaccine trials): CEPI & Bill and Melinda Gates Foundation (2020)
34. Planning Committee, UPenn Conference on Statistical Issues in Clinical Trials (2021 – present)


VIII. AWARDS AND HONORS

	1. Sloyer-Baxter Award for Teaching Excellence, Math. Sci., University of Delaware (1990)

	2. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (1997)

	3. Best contributed paper award (2nd place), Biopharmaceutical Section, JSM/ASA (1998)

	4. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (1999)

	5. Merck Excellence Award, Biostatistics and Research Data Systems (1999)

	6. Three Merck Excellence Awards, Biostatistics and Research Decision Sciences (2000)

	7. Merck Special Achievement Award, Biostatistics and Research Decision Sciences (2000)

	8. Best contributed paper award (2nd place), Biopharmaceutical Section, JSM/ASA (2002)

	9. Merck Excellence Award, Biostatistics and Research Decision Sciences (2002)

	10. Excellence in Service Award, American Statistical Association (for “outstanding and devoted service to the Philadelphia chapter of the ASA”) (2003)

	11. Merck Special Achievement Award, Biostatistics and Research Decision Sciences (2004)

	12. Best poster award, Midwest Biopharmaceutical Statistics Workshop (2004)


	13. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2004)

	14. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2005)

	15. Merck Excellence Award, Biostatistics and Research Decision Sciences (2005)

	16. Merck Special Achievement Award, Biostatistics and Research Decision Sciences (2006)

	17. HIV Vaccine Trials Network (HVTN) Award for the Design, Conduct and Analysis of the STEP and Phambili trials (2007)

	18. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2007)

	19. Critical Contributor Award (HIV vaccine project), Merck Research Laboratories (2008)

	20. Elected Fellow of the American Statistical Association (2008)

	21. Merck Excellence Award, Modeling and Simulation (2011)
22. MRL Presidential Fellowship Award (2012)
23. Selected for Merck CEO’s Emerging Leaders Program (2012)
24. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2014)
25. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2015)
26. Distinguished Alumni Award, University of Delaware (2015)

27. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2017)
28. Best contributed paper award (1st place), Biopharmaceutical Section, JSM/ASA (2019)
29. ASA Philadelphia Chapter [Statistical] Practice Award (2022)


IX. PUBLICATIONS
	1. Panzer-Knodle S., Taite B.B., Mehrotra D.V., Nicholson, N.S. and Feigen, L.P.  Species Variation in the Effect of Glycoprotein IIb/IIa Antagonists of Inhibition of Platelet Aggregation.  Journal of Pharmacological and Toxicological Methods, 30, 47-53.  (1993)
2. Salyers, A.K., Mehrotra, D.V., Szalony, J.A., Taite, B.B., Haas, N.F., Fiegen, L.P. and Nicholson, N.S.  A New Method for Measurement of Plasma Concentrations of Orally Active Glycoprotein IIb/IIIa Antagonists.  Thrombosis Research, 75, 409-417.  (1994)
3. Mehrotra, D.V.  Robust Elementwise Estimation of a Dispersion Matrix. Biometrics, 51, 1344-1351.  (1995)
4. Szalony, J.A., Haas, N.F., Salyers, A.K., Taite, B.B., Nicholson, N.S., Mehrotra, D.V. and Fiegen, L.P.  Extended Inhibition of Platelet Aggregation with the Orally Active Platelet Inhibitor SC-54684A.  Circulation, 91, 411-416.  (1995)
5. Gullikson, G.W., Loeffler, R.R., Mehrotra, D.V., Casler, J.J., Bianchi, R.G., Schmidt, R.E., Khoshaba, N. and Perkins, W.E.  Polymeric Delivery of the Active Isomer of Misoprostol Reduces Systemic Availability and Uterotonic Activity.  Journal of Pharmacology and Experimental Therapeutics, 273, 1123-1131.  (1995)


	6. Mehrotra, D.V.  Non-iterative Robust Estimators of Variance Components in Within-Subject Designs. Statistics in Medicine, 16, 1465-1479.  (1997)


	7. Mehrotra, D.V.   Improving the Brown-Forsythe Solution to the Generalized Behrens-Fisher Problem. Communications in Statistics, B, 26, 1139-1145.  (1997)
8. Liu, C., Ng, J.S., Behling, J.R., Yen, C.H., Campbell, A.L., Fuzail, K.S., Yonan, E.E. and Mehrotra, D.V.  Development of a Large Scale Process for an HIV Protease Inhibitor.  Organic Process Research and Development, 1, 45-54.  (1997)
9. White, W.B., Mehrotra, D.V., Black, H.R. and Fakouhi, T.D.  Effects  of Controlled-Onset Extended-Release Verapamil on Nocturnal Blood Pressure (Dippers Versus Nondippers).  American Journal of Cardiology, 80, 469-474.  (1997)

	

	10. Mehrotra, D.V.  Book Review of 'Survival Analysis: A Practical Approach by Parmar MKB and Machin D'.  Statistical Methods in Medical Research, 9, 75.  (2000) 

	

	11. Railkar, R., Mehrotra, D.V. and Iglewicz, B.  A Simultaneous Testing Strategy for Comparing Two Treatments in a Stratified Binomial Trial.  Journal of Biopharmaceutical Statistics, 10, 335-349.  (2000)
12. Smith, D., Berrey, M.M., Robertson, M., Mehrotra, D.V., Markowitz, M., Perrin, L., Clumeck, N., Lazzarin, A., Burckhardt, B., Weber, R., Corey, L. and Cooper, D.  Virological and Immunological Effects of Combination Antiretroviral Therapy with Zidovudine, Lamivudine, and Indinavir During Primary Human Deficiency Virus Type 1 Infection.  Journal of Infectious Diseases, 182, 950-954.  (2000)

	

	13. Mehrotra, D.V. and Railkar, R.  Minimum Risk Weights for Comparing Treatments in Stratified Binomial Trials.  Statistics in Medicine, 19, 811-825 (2000)
14. Haas, D.W., Arathoon, E., Thompson, M.A., Pedro, R., Gallant, J.E., Uip, D.E., Currier, J., Noriega, L.M., Lewi, D.S., Uribe, P., Benetucci, J., Cahn, P., Paar, D., White, A.C., Collier, A.C., Ramirez-Ronda, C.H., Harvey, C., Chung, M., Mehrotra, D.V, Chodakewitz, J. and Nguyen, B.  Comparative Studies of Two-Times-Daily Versus Three-Times-Daily Indinavir in Combination with Zidovudine and Lamivudine.  AIDS, 14, 1973-1978.  (2000)

	

	15. Mehrotra, D.V. and Heyse, J.F.  Multiplicity Considerations in Clinical Safety Analyses.  Proceedings of the Annual Meeting of the American Statistical Association.  (2001)

	

	16. Mehrotra, D.V.  Stratification Issues with Binary Endpoints.  Drug Information Journal, 35, 1343-1350.  (2001)

	

	17. Mehrotra, D.V. and Roth, A.J.  Relative Risk Estimation and Inference Using a Generalized Logrank Statistic.  Statistics in Medicine, 20, 2099-2113.  (2001)

	

	18. Mehrotra, D.V.  Stratified Comparative Clinical Trials - Analysis and Interpretation Issues.  Proceedings of the 21st International Biometric Conference, 201-217.  (2002)

	

	19. Mehrotra, D.V. A Comparison of Generalized Linear Mixed Model Procedures with Estimating Equations for Variance and Covariance Parameter Estimation in Longitudinal Studies and Group Randomized Trials (Letter to the Editor).  Statistics in Medicine, 23, 3745-3748.  (2002)

	

	20. Chan, I.S.F. and Mehrotra, D.V.  Confidence Intervals and Hypothesis Testing.  Encyclopedia of Biopharmaceutical Sciences (2nd Edition), 231-234.  (2003)

	

	21. Mehrotra, D.V. and Chan, I.S.F.  Hypothesis Testing.  Encyclopedia of Biopharmaceutical Sciences (2nd Edition), 433-436.  (2003)

	

	22. Ganju, J.H. and Mehrotra, D.V.  Stratified Experiments Re-Examined with Emphasis on Multicenter Clinical Trials.  Controlled Clinical Trials, 24, 167-181.  (2003)

	

	23. Mehrotra, D.V., Chan, I.S.F. and Berger, R.L.  A Cautionary Note on Exact Unconditional Inference for a Difference Between Two Independent Binomial Proportions.  Biometrics, 59, 441-450.  (2003)

	

	24. Mehrotra, D.V.  A Cautionary Note on the Analysis of Randomized Block Designs with Missing Values.  Statistical Papers, 45, 51-66.  (2004)

	

	25. Mehrotra, D.V.  A Method for Comparing Two Normal Means Using Combined Samples of Correlated and Uncorrelated Data (Letter to the Editor).  Statistics in Medicine, 23, 1179-1180.  (2004)

	

	26. Mehrotra, D.V. and Heyse, J.F.  Use of the False Discovery Rate for Evaluating Clinical Safety Data.  Statistical Methods in Medical Research, 13, 227-238.  (2004)

	

	27. Mehrotra, D.V.  Discussion on Establishing Efficacy of a New Experimental Treatment in the ‘Gold Standard’ Design.  Biometrical Journal, 47, 794.  (2005)
28. Coplan, P.M., Gupta, S.B., Dubey, S.A., Pitisuttithum, P., Nikas, A., Mbewe, B., Vardas, E., Schechter, M., Kallas, E.G., Freed, D.C., Fu, T-M., Mast, C.T., Puthavathana, P., Kublin, J., Collins, K.B., Chisi, J., Pendame, R., Thaler, S.J., Gray, G., Mcintyre, J., Straus, W.L., Condra, J.H., Mehrotra, D.V., Guess, H.A., Emini, E.A., Shiver, J.W.  Cross-Reactivity of Anti-HIV-1 T-Cell Immune Responses Among the Major HIV-1 Clades in HIV-positive Individuals from Four Continents.  Journal of Infectious Diseases, 191, 1427-1434.  (2005)  

	

	29. Li, X., Mehrotra, D.V. and Barnard, J.  Analysis of Incomplete Longitudinal Binary Data Using Multiple Imputation.  Statistics in Medicine, 25, 2107-2124.  (2006)

	

	30. Mehrotra, D.V.  Vaccine Clinical Trials – A Statistical Primer.  Journal of Biopharmaceutical Statistics, 16, 403-414.  (2006)

	

	31. Mehrotra, D.V., Li, X. and Gilbert, P.B.  A Comparison of Eight Methods for the Dual-Endpoint Evaluation of Efficacy in a Proof-of-Concept Clinical HIV Vaccine Trial.  Biometrics, 62, 893-900.  (2006)

	

	32. Wang, W., Mehrotra, D.V., Chan, I.S.F. and Heyse, J.F.  Non-Inferiority/Equivalence Trials in Vaccine Development.  Journal of Biopharmaceutical Statistics, 16, 429-441.  (2006)  

	

	33. Mehrotra, D.V. and Fan, X.  Adaptive vs. Group Sequential Self-Designing Trials.  Biometrical Journal, 48, 710-712.  (2006)
34. Tobery, T.W., Dubey, S.A., Anderson, K., Punt, K.S., Lin, J., Prokop, M.T., Sykes, K.J., Freed, D.C., Mogg, R., Mehrotra, D.V., Fu, T., Casimiro, D.R., and Shiver, J.W.  A Comparison of Standard Immunogenicity Assays for Monitoring HIV-1 Gag-Specific T Cell Responses in Ad5 HIV-1 Gag Vaccinated Human Subjects.  AIDS Research and Human Retroviruses, 22, 1081-1090.  (2006)

	

	35. Mehrotra, D.V.  Book Review of 'Exact Analysis of Discrete Data by Karim F. Hirji'.  Biometrics, 63, 303-303.  (2007)

	

	36. Shepherd, B., Gilbert, P.B., and Mehrotra, D.V.  Eliciting a Counterfactual Sensitivity Parameter.  The American Statistician, 61, 1-8.  (2007)

	

	37. Mogg, R. and Mehrotra, D.V.  Analysis of Antiretroviral Immunotherapy Trials with Potentially Non-Normal and Incomplete Longitudinal Data.  Statistics in Medicine, 26, 484-497.  (2007)
38. Gupta, S.B., Jacobson, L.P., Margolick, J.B., Rinaldo, C.R., Phair, J.P., Jamieson, B.D., Mehrotra, D.V., Robertson, M.N., and Straus, W.L.  Estimating the Benefit of a HIV-1 Vaccine that Reduces Viral Load Set Point.  Journal of Infectious Diseases, 195, 546-550.  (2007)
39. Fu, T., Dubey, S.A., Mehrotra, D.V., Freed, D.C., Trigona, W.L., Adams-Muhler, L.A., Clair, J.H., Evans, T.G., Steigbigel, R.T., Jacobson, J., Goepfert, P.A., Mulligan, M., Kalams, S.A., Rinaldo, C.R., Kalinyak, C., Zhu, L., Punt, K.S., Guan, L., Long, R.S., Persaud, N.V., Caulfield, M.J., Sadoff, J.C., Emini, E.A., Thaler, S.J., and Shiver, J.W.  Evaluation of Cellular Immune Responses in Subjects Chronically Infected with HIV-1.  AIDS Research and Human Retroviruses, 23, 67-76.  (2007)
40. Dubey, S.A., Clair, J.H., Fu, T-M., Guan, L., Long, R.S., Mogg, R., Anderson, K., Collins, K.B., Gaunt, C.M., Fernandez, V.R., Zhu, L., Kierstead, L.S., Thaler, S.J., Gupta, S.G., Straus, W.L., Mehrotra, D.V., Tobery, T.W., Casimiro, D.R., and Shiver, J.W.  Detection of HIV Vaccine-Induced Cell-Mediated Immunity in HIV Seronegative Clinical Trial Participants Using an Optimized and Validated Elispot Assay.  Journal of Acquired Immune Deficiency Syndrome, 45, 20-27.  (2007)
41. Kierstead, L.S., Dubey, S.A., Meyer, B.E., Tobery, T.W., Mogg, R., Fernandez, V.R., Long, R.S., Guan, L., Gaunt, C.M., Collins, K.B., Sykes, K.J., Mehrotra, D.V., Chirmule, N., Casimiro, D.R., and Shiver, J.W.  Enhanced Rates and Magnitude of Immune Responses Detected Against an HIV Vaccine: Effect of Using an Optimized Process for Isolating PBMCs.  AIDS Research and Human Retroviruses, 23, 86-92.  (2007)

	

	42. Stefanescu, C. and Mehrotra, D.V.  A More Powerful Average Bioequivalence Analysis for the 2x2 Crossover.  Communications in Statistics – Simulation and Computation, 37, 212-221.  (2008)

	

	43. Li, D. and Mehrotra, D.V.  Gate-Keeping Testing Via Adaptive Alpha Allocation.  Biometrical Journal, 50, 704-715.  (2008)

	

	44. Li, D. and Mehrotra, D.V.  An Efficient Method for Accomodating Potentially Underpowered Primary Endpoints.  Statistics in Medicine, 27, 5377-5391.  (2008)
45. McElrath, M.J., De Rosa, S.C., Moodie, Z., Dubey, S., Kierstead, L., Janes, H., Defawe, O.D., Carter, D.K., Hural, J., Akondy, R., Buchbinder, S.P., Robertson, M.N., Mehrotra, D.V., Self, S.G., Corey, L., Shiver, J.W., Danilo R. Casimiro, and the Step Study Protocol Team.  HIV Vaccine-induced Immunity in the Test-of-Concept Step Study: A Case-Cohort Analysis.    Lancet, 372, 1894-1905.  (2008)
46. Quirk, E., Mogg, R., Brown, D., Lally, M., Mehrotra, D.V., DiNubile, M., and Robertson, M.N.  HIV Seroconversion Without Infection After Receipt of Adenovirus-Vectored HIV Type 1 Vaccine.  Clinical Infectious Diseases, 47, 1593-1599.  (2008)
47. Buchbinder, S.P., Mehrotra, D.V., Duerr, A., Fitzgerald, D.W., Mogg, R., Li, D., Gilbert, P.B., Lama, J.R., Marmor, M., Del Rio, C., McElrath, M.J., Casimiro, D.R., Gottesdiener, K.M., Chodakewitz, J.A., Corey, L., Robertson, M.N., and the Step Study Protocol Team.  Efficacy Assessment of a Cell-Mediated Immunity HIV-1 Vaccine (the Step Study): A Double-Blind, Randomised, Placebo-Controlled, Test-of-Concept Trial.  Lancet, 372, 1881-1893.  (2008)

	

	48. Priddy, F.H., Brown, D., Kublin, J., Monahan, K., Wright, D.P., Lalezari, J., Santiago, S., Marmor, M., Lally, M., Novak, R.M., Brown, S.J., Kulkarni, P., Dubey, S.A., Kierstead, L.S., Casimiro, D.R., Mogg, R., DiNubile, M.J., Shiver, J.W., Leavitt, R.Y., Robertson, M.N., Mehrotra, D.V., and Quirk, E.  Safety and Immunogenicity of a Replication-Incompetent Adenovirus Type 5 HIV-1 Clade B gag/pol/nef Vaccine in Healthy Adults.  Clinical Infectious Diseases, 46, 1769-1781.  (2008)

	

	49. Lu, K., Mehrotra, D.V., and Liu, G.F.  Sample Size Determination for Constrained Longitudinal Data Analysis.  Statistics in Medicine, 28, 679-699.  (2009)
50. Gilbert, P.B., Sato, A., Sun, X., and Mehrotra, D.V.  Efficient and Robust Method for Comparing the Immunogenicity of Candidate Vaccines in Randomized Clinical Trials.  Vaccine, 27, 396-401.  (2009)

	

	51. Liu, G.F., Lu, K., Mogg, R., Mallick, M., Mehrotra, D.V. Should Baseline Be a Covariate or Dependent Variable in Analyses of Change from Baseline Data in Clinical Trials?  Statistics in Medicine, 28, 2509-2530.  (2009)

	

	52. Crowe, B.J., Xia, H.A., Berlin, J.A., Watson, D.J., Shi, H., Lin, S.L., Kuebler, J., Schriver, R.C., Santanello, N.C., Porter, J.B., Oster, M., Mehrotra, D.V., Li, Z., King, E.C., Harpur, E.S., and Hall, D.B. Recommendations for Safety Planning, Data Collection, Evaluation and Reporting During Drug, Biologic and Vaccine Development: A Report of the Safety Planning, Evaluation and Reporting Team (SPERT).  Clinical Trials, 6, 430-440.  (2009)
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