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Ivanova, A. (2002). On phase I trials design: Letter to the editor. Controlled Clinical Trials, 23,
182-183.

Berger, V.W., Ivanova, A. (2001). Permutation tests for phase III clinical trials. Chapter 14 in
S—PLUS in the Pharmaceutical Industry (Millard, S. Kruase, A., eds.), Springer-Verlag,
349-375.

Manuscripts under review at a refereed journal

Rudisill, M.A., Miller, J.A., Clark, S., Yogarajah, M., Ivanova, A., Auten, J., Coombs, C.C,
Jamieson, K.K., VanDeventer, H., Foster, M.C., Zeidner, J.F. Retrospective analysis of the
addition of cladribine to cytarabine and daunorubicin (743) in newly diagnosed adverse-risk
acute myeloid leukemia. Journal of Oncology Pharmacy Practice, submitted.
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Foster, M, Woods et al. Phase Ib trial of lenalidomide as post-remission therapy for older
adults with acute myeloid leukemia: safety and longitudinal assessment of geriatric
functional domains, submitted

Saha*, P., Fine, J.P., Ivanova, A. Model-based dose-finding for single- and multi-agent
immunotherapy trials, submitted

Voorhees, T., ..., Ivanova, A.,..., Grover, N. Pre-therapy metabolic tumor volume associates
with response to CD30 CAR T cells in Hodgkin lymphoma Blood Advances, submitted

Asher, G. A Phase I evaluation of the effect of curcumin on dose-limiting toxicity and
pharmacokinetics of irinotecan in participants with solid tumors, submitted

Articles in Russian

Ivanova, A. (1992). Stochastic stability of algorithms with discrete time. In The Monte Carlo
Methods in Computational Mathematics, 66-70. (In Russian)

Ivanova, A. (1991). Stochastic stability of algorithms when solving partial differential
equations with the Monte Carlo method. Publications of St. Petersburg State University. (In
Russian)

Ivanova, A., Sushkov, Y.A. (1990). Multi-state systems with binary-polar functional elements.
Computational Cybernetics, 25, 38-42. (In Russian)

Software

http://cancer.unc.edu/biostatistics/program/ivanova/
Easy to use software for Phase II oncology trials, including continuous boundary for toxicity
monitoring, Simon’s and Fleming’s two-stage designs, two-stage design with relaxed
stopping for futility and two-stage design for ordinal outcomes.

This website receives 60 unique visits per day on average which amounts to 22000 unique visits

annually.
Teaching
Graduate Courses Taught
Design and Analysis of Clinical Trials Fall 2007, 2008, 2009, 2010, 2012, 2014
(jointly with L. LaVange 2007-2010) (41 students), 2016 (22 students), 2018 (30
students)
Probability and Statistical Inference I Fall 2000, 2002, 2003, 2004, 2005, 2011,

2013, 2015 (25 students), 2017 (32
students), 2019 (38 students), 2020 (40
students)

Nonparametric Statistics (Case Western Reserve)  Spring 1999

Student Supervision

Student Name Year Degree Short Title
Graduated
Lang Li ongoing PhD Bayesian methods for clinical trials

Yen Chang ongoing PhD Sequential stopping in clinical trials
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Beibo Zhao ongoing PhD
Pooja Saha 2020 PhD
Tianhao Song 2020 MS
Camille Liu 2020 MS
Yixiao Dong 2020 MS
Yen Chang 2019 MS
Neha Joshi 2019 PhD
Xiaogiang Xue 2019 DrPH
Julie Dorais 2018 MS
Rachel Silverman 2017 PhD
(jointly with J Fine)

Beibo Zhao 2017 MS
Yunro Chung 2016 PhD
(jointly with J Fine)

Steven Hoberman 2014 PhD
(jointly with M Kosorok)

Yunfei Wang 2014 DrPH
(jointly with E Lange)

Jonela Rogers 2013 BSURE
Neerali Patel 2013 BSURE
Gouchen Song 2013 DrPH
Krishna Chotneeru 2013 MPH
Jessie Wang 2013 MS
Benjamin Gellman 2011 BSURE
Laura Lapkauskaite 2011 PhD
(jointly with S Peddada)

Changfu Xiao 2011 PhD
Yufan Zhao 2007 MS
Se Hee Kim 2007 MS
Shenghua Mao 2006 MS
Yeounsung Chung 2005 MS
Nathan Carter 2004 MS
Kai Wang 2003 PhD
Robert Barrier 2002 MS

Doctoral Dissertation Committee Member

Student Name Year Graduated
M. Polinkovsky ongoing

Beth Weiner 2019

Jing Yu 2019

Siying Li 2017

Jung In Kim 2017

Hengrui Sun 2016

Byeongyeob Choi 2016
Natnaree Aimyong 2014

9/21/2021

Subgroup estimation with multiple outcomes
Dose-finding design for immunotherapy trials
Optimal futility stopping in two-stage trials
Applying the CompEx algorithm to data
Dose-finding designs for virology trials
Futility stopping in clinical trials

Clinical trials with adaptive enrichment
Models for enrollment in clinical trials
Models for longitudinal and event time data
Clinical trial with enrichment by response

Methods for pharmacovigilance

Order restricted inference with continuous
covariate

Response adaptive designs and entropy

Dose-finding with delayed outcome

S-year change in Phase II oncology trials
Current Phase I oncology trials

Sequential designs with delayed outcome
Methods for high placebo response
Multi-arm trials when placebo response is high
Methods for triple-blind Phase 1 trials
Order restricted estimation and testing with
correlated data

Adaptive designs for Phase II trials
Dose-finding for umbrella dose-response
Optimal allocation to find PEAK dose
Improving dose selection trials

Zoom-in designs for dose-finding
Escalation designs

Bayesian two-dimensional dose-finding
Adjusting for selection bias

Department
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
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Kelley Wekheye 2014 Biostatistics
Emily Colby 2012 Biostatistics
Michael Hussey 2012 Biostatistics
Lily Wang 2004 Biostatistics
Szu-Yun Leu 2003 Biostatistics
Michael Klotsman 2003 Epidemiology
Dora Ilyasova 2001 Epidemiology
Student Funded on my Projects (with Ivanova as Principle Investigator)
Student Name Years Funded Project

Yue Jiang 2017-2019 PrecISE
Chalmer Tomlinson 2019-2020 PrecISE
Tianhao Song 2021-present PrecISE
Service

UNC Academic Committees

School or University-wide committees

SPH Appointments, Promotions, and Tenure, 2019 — present

SPH UCRF-SPH student award, 2016 - present

SPH Conflict of Interest Committee/Research Council, school-wide committee, 2016 — 2020
SPH Advisory Committee for Diversity Programs and Recruitment, 2012 — 2019

SPH Task Force on Scientific Review of IRB Applications, University-wide, 2013 — 2014

Departmental level committees

Communications committee (chair), 2014 — 2021

Diversity committee, 2016 - 2019

Social committee, 2008 - 2016

Examination committee, 2000 - present

Biostatistics Summer Undergraduate Research and Education (BSURE) program committee
(chair), 2008 — 2014

Search committee, Department of Biostatistics, 2001, 2011, 2014

New MPH program at St. Petersburg State University, Russia (Fogarty), 2004 - 2005.

Stochastic Processes Course Committee, Department of Statistics and the Department of
Biostatistics, 1999

Other committees

Protocol Review Committee, Lineberger Cancer Center, University of North Carolina at Chapel
Hill, 1999 — present

Search committee, Lineberger Cancer Center, 2004, 2006, 2007, 2008, 2009, 2011, 2012, 2014.

Academic Data and Safety Monitoring Board Service

Member, Data and Safety Monitoring Committee, Lineberger Cancer Center, University of
North Carolina at Chapel Hill, 1999 — present

Member, Hematology Data and Safety Monitoring Board, National Institutes of Health, National
Heart Lung and Blood Institute, 2007 — present
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Editorial Service

Associate Editor, Statistics in Medicine, 2006 — present

Associate Editor, Biometrics, July 1, 2011 — December 31, 2013

Guest Associate Editor for the special Gary Koch Festschrift Issue of Statistics in
Biopharmaceutical Research, 2011

Guest Editor for the special Trends and Innovations in Clinical Trial Statistics (TICTS) Issue of
Journal of Biopharmaceutical Statistics, 2016

Guest Editor for the special Duke Industry Statistics Symposium (DISS) Issue of Journal of
Biopharmaceutical Statistics, 2018

Guest Editor for the special DISS Issue of Journal of Biopharmaceutical Statistics, 2020

Other Service

ASA Deming Lectureship Committee, Chair, 2019 - present

ASA Biopharmaceutical Section working group on Clinical Trial Designs with Re-
randomization, Chair (and founder), 2016 — 2018

NC ASA chapter President, 2016

NC ASA chapter Vice President, 2015

Steering committee for 2014, 2015 and 2016 FDA/Industry Statistics Workshop

The academic advisor to Oncology subgroup under the Drug Information Association (DIA)
Adaptive Designs Scientific Working Group, 2013 — 2018

The academic advisor to Cytel’s Dose Finding Consortium, 2012 — 2018

Referee (selected list)

Annals of Statistics; Biometrika; Biometrics; Biostatistics, Journal of the Royal Statistical Society B; Journal of the
American Statistical Association; Journal of Biopharmaceutical Statistics; Journal of Clinical Oncology; Journal
of Statistical Planning and Inference; Statistics and Probability Letters; Statistics in Medicine.

Presentations

Invited Presentations (presented or coauthored)

Ivanova, A. Precision Interventions for Severe and/or Exacerbation-Prone Asthma (PrecISE),
DISS, virtual, April 2021.

Ivanova, A., LaVange, L. Precision Interventions for Severe and/or Exacerbation-Prone Asthma
(PrecISE) trial design. DIA, Washington DC, October 2019.

Ivanova, A. Subgroup estimation in clinical trials. mODa 12, Smolenice, Slovakia, June 2019.

Ivanova, A., Xue, X. Dose-finding designs for immunotherapy trials. DISS, Durham, NC, April
2019.

Ivanova, A. Sequential parallel comparison design for trials with high placebo response. NYU,
NY, April 2019.

Ivanova, A., Wages, N. Modern Methods in Phase I and II Oncology Trials, a half-day course.
DISS, Durham, NC, September 2017.

Ivanova, A. Solving clinical trial problems by using novel designs. DISS, Durham, NC,
September 2017.
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Ivanova, A. Rapid enrollment design for Phase I trials in oncology. 2™ Symposium on Early-
phase Trial Design Methodology, Charlottesville, VA, April 2017.

Ivanova, A. Sequential Parallel Comparison Design for trials with high placebo response:
overview and case studies. SCT Webinar, June 2016.

Ivanova, A. Sequential Parallel Comparison Design for trials with high placebo response:
overview and case studies. Department of Biostatistics Seminar series, Columbia University.
New York NY, May 2016.

Ivanova, A. Enrichment by response: Sequential Parallel Comparison Design (SPCD), overview
and case studies. The 2nd Trends and Innovations in Clinical Trial Statistics conference.
Durham NC, May 2016.

Ivanova, A. Statistical analysis of SPCD data. FDA-Industry meeting on SPCD. Silver Spring,
MD, Mach 2016.

Ivanova, A. Sequential Parallel Comparison Design for trials with high placebo response:
related statistical methodology and case studies. FDA, Silver Spring, MD, July 2015.

Ivanova, A. Sequential Parallel Comparison Design for trials with high placebo response.
Design and Analysis of Experiments in Healthcare. Cambridge, UK, July 2015.

Ivanova, A. Designing a Phase 2 major depressive disorder trial to select the best design for a
pivotal trial. Society for Clinical Trials meeting. Arlington VA, May 2015.

Ivanova, A. Sequential Parallel Comparison Design for dose finding. Symposium on Dose
Finding Methodology. Paris, France, April 2015.

Ivanova, A. Solving clinical trials problems with novel design approaches. Discussant. ENAR.
Miami FL, March 2015.

Ivanova, A. Rapid enrollment design for Phase I oncology trials. Fourth Workshop on Adaptive
Early-Phase Clinical Trial Designs. Charleston SC, October 2014.

Ivanova, A. Recent developments in Phase I and II oncology trials. 2014 FDA/Industry
Workshop. Washington DC, September 2014.

Ivanova, A. Phase I designs for Phase I oncology trials. Short Course, Trends and Innovations in
Clinical Trial Statistics, Durham, NC, April 2014.

Ivanova, A. End point selection in Phase II oncology trials. Trends and Innovations in Clinical
Trial Statistics, Durham, NC, April 2014.

Ivanova, A. Statistical methods in medical research. Short Course, Gastroenterology Congress,
Moscow, Russia, March 2014.

Ivanova, A. Innovative dose-finding methods for Phase I oncology trials. FDA, Oncology, Silver
Spring, MD, September 2013.

Dragalin, V., Ivanova, A. Enrichment strategies in adaptive clinical trials: theory and
implementation. Short course, 2013 FDA/Industry Workshop. Washington DC, September
2013.

Ivanova, A. Sample size considerations for the sequential parallel comparisons design. 2013
FDA/Industry Workshop. Washington DC, September 2013.

Ivanova, A. Treatment selection with the sequential parallel comparison design. Fourth
International Workshop in Sequential Methodologies. Athens GA, July 2013.

Ivanova, A. Adaptive dose-finding: from audiometry to sleep apnea. ICSA/ ISBS joint statistical
conference. Bethesda MD, June 2013.

Ivanova, A. Designs for trials with high placebo response. Society for Clinical Trials meeting.



Anastasia Ivanova, Ph.D. 22 9/21/2021

Boston MA, May 2013.

Ivanova, A. Designs for trials with high placebo response. Department of Biostatistics, Johns
Hopkins University. Baltimore MD, April 2013.

Ivanova, A. Adaptive two-stage trials with multiple treatment arms. COMPASS Consortium
meeting. Philadelphia PA, April 2013.

Ivanova, A. Comparing strategies for trials with high placebo response. ENAR. Orlando FL,
March 2013.

Ivanova, A. Learning with a two-stage design with multiple arms: adaptive and manageable.
DIA/Industry Workshop. Bethesda MD, October 2012.

Ivanova, A. High placebo response, crossover, placebo lead-in and randomized discontinuation
designs. NC TraCS Biostatistics Seminar Series for Clinical and Translational Science
Investigators. UNC September 2012.

Ivanova, A. Comparing designs for trials with high placebo response 2012 FDA/Industry
Workshop. Washington DC, September 2012.

Ivanova, A., Miller, E., Gallo, P. Recent Adaptive Designs in Phase 2 and Phase 3: Theory and
Implementation Short course, 2012 FDA/Industry Workshop. Washington DC, September
2012.

Ivanova, A. Comparing Strategies for Trials with High Placebo Response. Biopharmaceutical
Section Web-based Training Series, August 2012.

Ivanova, A. Sample size re-estimation in Phase III trials. Quintiles, Durham NC, July 2012.

Ivanova, A. Beyond the 343 design: methods for Phase I and II oncology trials. Quintiles,
Durham NC, May 2012.

Tamura, R., Ivanova, A. A doubly enriched clinical trial design merging placebo lead-in and
randomized withdrawal, ENAR, Washington DC April 2012.

Ivanova, A. Adaptive Two-Stage Designs for Multi-Arm Trials. BASS XVIII, Savannah GA,
November 2011.

Ivanova, A. Adaptive dose-finding in first-in-man: case study. 2011 FDA/Industry Workshop.
Washington DC, September 2011.

Ivanova, A. Beyond the 343 design: novel methods for oncology trials. University of Alabama
Comprehensive Cancer Center, Birmingham AL, June 2011.

Ivanova, A. Adaptive designs for dose-finding trials. Duke University, December 2010.

Ivanova, A. Can we use the CRM in Phase 2 trials? GlaxoSmithKline, October 2010.

Ivanova, A. The CRM: pros, cons and misconceptions. FDA, Oncolgoy, Silver Spring, MD,
September 2010.

Ivanova, A. Lymph node identification study: can we do better with optimal design? MODAJY,
Bertrino, Italy, June 2010.

Ivanova, A. Adaptive Dose Finding. The 4th Annual Probability and Statistics Day. UMBC,

Baltimore, MD April 2010.

Ivanova, A. Dose finding in phase 2 trials. UK Medical Research Council Workshop on Dose-
Finding Methodology in Early Phase Clinical Trials. Reading, UK, March 2010.

Ivanova, A. Innovative dose finding designs. 60™ anniversary of the Department of Biostatistics,
UNC Chapel Hill. Chapel Hill NC, October 2009.

Liu, K., Ivanova, A., Snyder, E., Snavely, D. Entsuah, R. Case Study: An Adaptive Design that
Uses a Utility Function to Identify the Best Dose in a Crossover Setting. ASA
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Biopharmaceutical /FDA Industry Workshop, Washington DC, September 2009.

Ivanova, A. Adaptive dose finding in non-life threatening diseases. JSM. Washington DC,
August 2009.

Ivanova, A. Design and estimation in dose-ranging studies6-th St Petersburg Workshop on
Simulation, St. Petersburg, Russia, July 2009.

Ivanova, A. Adaptive dose finding. The second International Workshop in Sequential
Methodologies, Troyes, France, June 2009.

Ivanova, A. Finding the dose with the best efficacy/tolerability profile. ENAR. San Antonio,
TX, March 2009.

Ivanova, A. An Adaptive Design for Identifying the Dose with the Best Efficacy/Tolerability
Profile. Department of Statistics, George Masson University. Fairfax, VA, February 2009.
Ivanova, A. Dose-finding adaptive trials. Society of Clinical Trials annual meeting. St. Louis,

May 2008.

Liu, K., Ivanova, A., Snyder, E., Snavely, D. A Three-Period Crossover Adaptive Dose Design.
Third Annual Adaptive Designs for Clinical Development. London, United Kingdom, May
2008.

Ivanova, A. Adaptive designs for dose-finding trials. Tutorial.. The 63™ annual Deming
Conference on applied statistics. Atlantic City, December 2007.

Ivanova, A. Dose-finding for umbrella dose-response. Merck Research Laboratories.
Philadelphia, September 2007.

Ivanova, A. Dose-finding designs for Phase II A studies. GlaxoSmithKline Biostatistics Annual
Conference. Philadelphia, September 2007.

Ivanova, A. Dose-finding based on t-statistic. Merck Research Laboratories. Rahway,
September 2007.

Ivanova, A. Investigation of up-and-down strategies for isotonic dose-finding. MODAS, Spain,
June 2007.

Ivanova, A. Adaptive designs for dose-selection trials. Merck Research Laboratories. Rahway,
February 2007.

Ivanova, A. Dose-finding in oncology. GlaxoSmithKline. Cary, May 2007.

Ivanova, A. Adaptive dose selection trials. Adaptive Designs For Clinical Development
Summit, Germany, March 2007.

Ivanova, A. Unified approach to treatment assignment in dose-finding trials CBI’s 1* Forum on
Dose Finding Studies, Philadelphia, February 2007.

Ivanova, A. Non-parametric dose-finding designs: recent developments and examples.
GlaxoSmithKline Biostatistics Annual Conference. Cary, November 2006.

Ivanova, A., Qaqish, B., Schell, M. Continuous toxicity monitoring in phase I trials in oncology.
Georgetown University, Washington DC, March 2006.

Ivanova, A. Aspects of teaching Biostatistics. How to teach Epidemiology, Prevention and
Biostatistics in an MPH program, Saint Petersburg State University, Saint Petersburg,
Russia, May 2005.

Ivanova, A. Dose-finding in life-threatening diseases: non-parametric methods. Designing and
analyzing dose response clinical trials, Philadelphia, PA, November 2004.

Ivanova, A. Analysis of primary and secondary outcomes in trials allowing stopping based on
secondary outcomes. Understanding applying and not misusing statistical techniques,
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Gaithersburg, MD, October 2004.

Ivanova, A., Qagqish, B., Schell, M. Continuous toxicity monitoring in phase II trials in
oncology. UMBC, Baltimore, MD, October 2004.

Ivanova, A. Response-adaptive designs: ethics and efficiency of estimation. Workshop on
Adaptive designs, Fields Institute, Toronto, September 2003.

Berger, V., Zhou, J., Ivanova, A., Tremmel, L. Exact adjustment for ordinal covariates in
randomized trials using partial orderings. ENAR, Tampa, FL, March 2003.

Coad, S., Ivanova, A. Sequential adaptive urn designs with elimination for comparing several
treatments. Meeting on Response Adaptive Clinical Trials, Sandwich, UK, November 2002.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
Department of Biostatistics, UCLA, January 2002.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
Department of Statistics, University of California, Santa Barbara, February 2002.

Barrier, R., Ivanova, A. Selection bias in adaptive clinical trials. Joint Statistical Meeting,
Atlanta, GA, August 2001.

Berger, V., Ivanova, A. An alternative to the complete randomized block procedure. Joint
Statistical Meeting, Atlanta, GA, August 2001.

Ivanova, A. Designing an epidemiologic study. HIV and AIDS Epidemiology Meeting. St.
Petersburg, May 2001.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
SmithKline Beecham, Philadelphia, PA March 2001.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
Department of Statistics, University of South Carolina, November 2001.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
The EMMES Corporation, Rockville, MD, November 2001.

Ivanova, A. Drop-the-loser rule in medical trials. University of Maryland, Baltimore, MD,
October 2000.

Ivanova, A., Berger, V.W. Adaptive tests for ordinal categorical data. NCI, Bethesda, MD,
October 2000.

Ivanova, A. Drop-the-loser rule in medical trials. University of Georgia, Athens, GA, March
2000.

Ivanova, A. Drop-the-loser rule in medical trials. Columbia University, New York, NY,
February 2000.

Rosenberger, W.F., Stallard, N., Ivanova, A. Optimal adaptive designs for binary response trials.
PhRMA/FDA Workshop, Washington DC, October 2000.

Ivanova, A. Drop-the-loser rule in medical trials. UNC at Chapel Hill, Chapel Hill, NC, October
1999.

Ivanova, A., Berger, V.W. Adaptive tests for ordinal data. The 1999 CCF-CWRU-OSU
Statistics Symposium, Cleveland, OH, May 1999.

Berger, V.W., Ivanova, A. The conditional t-test of stochastic order is biased and least stringent
for the product multinomial distribution. International Chinese Statistical Association
(ICSA) Meeting, New Brunswick, NJ, May 1997.
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Other Presentations (prior to 2006)

Coad, S., Ivanova, A. The use of triangular test with response-adaptive treatment allocation.
55th Session of the International Statistical Institute, Sydney, Australia, April 2005.

Wang, K., Ivanova, A. Bayesian designs for two-dimensional phase I trials. JSM, San Francisco,
CA, August 2003.

Ivanova, A. New approach to dose-finding studies. Infectious Diseases Conference, UNC at
Chapel Hill, July 2003 (invited as CFAR development grant recipient).

Wang, K., Ivanova, A. Designs for phase I trials with two agents. ENAR, Tampa, FL, March
2003.

Berger, V., Ivanova, A. Enhancing allocation concealment through less restrictive
randomization procedures. ENAR, Charlotte, NC, March 2001.

Ivanova A., Berger V.W. Adaptive tests for ordinal categorical data. Joint Statistical Meeting,
Baltimore, MD, August 1999.

Melki, S.A., Safar, A., Martin J., Ivanova A., Adi, M. Potential acuity pinhole: A simple method
to measure potential visual acuity in patients with cataracts, comparison to PAM. Meeting of
the American Academy of Ophthalmology, New Orleans, November 1998.

Ivanova, A., Durham, S. A birth and death urn for randomized clinical trials. Joint Statistical
Meeting, Dallas, TX, August 1998.

Ivanova, A. A birth and death urn for randomized clinical trials. St. Petersburg Workshop on
Simulation, St. Petersburg, Russia, June 1998.

Ivanova, A., Rosenberger, W.F. A birth and death urn for randomized clinical trials.
Mid-Atlantic Probability and Statistics Day, Baltimore, MD, October 1997.

Ivanova, A., Rosenberger, W.F. A birth and death urn for randomized clinical trials. Graduate
Student Research Day, Baltimore, MD, April 1997.

Ivanova, A. Stability of algorithms when solving partial differential equations with the Monte
Carlo method, Mid-Atlantic Probability and Statistics Day, Baltimore, MD, October 1996.



