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cardiovascular disease and mortality in stable kidney transplant recipients: post-hoc
analysis of the FAVORIT trial. American Journal of Transplantation, 12(9), 2437-2445.
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159.1I’asova, D., Ivanova, A., Morrow, J.D., Cesari, M., Pahor, M. (2008). Correlation
between two markers of inflammation, serum C-reactive protein (CRP) and interleukin-6
(1L-6) and indices of oxidative stress in patients with high risk of cardiovascular disease.
Biomarkers, 13, 41-51. PMID: 17852073

160.Dees, E.D., O’Neil, B.H., Lindley, C.M., Collichio, F., Carey, L.A., Collins, J., Riordan,
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165.Carson, S.S., Kress, J.P., Rodgers, J.O., Vinayak, A., Campbell-Bright, S., Levitt, J.,
Bourdet, S., Ivanova, A., Henderson, A.G., Pohlman, A., Chang, L., Rich, P.B., Hall, J.
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analysis in oncology trials. In Statistical Approaches in Oncology Clinical Development
(Roychoudhury, S., Lahiri, S. eds.). Taylor & Francis Group, LLC.
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Analysis of Clinical Trials Using SAS (Dmitrienko, A., Koch, G. eds.), 2" ed.

175.1vanova, A., Oron, A. (2013). Up-and-down and escalation designs. In Methods and
Applications of Statistics in Clinical Trials, Volume 1: Concepts, Principles, Trials and
Design, Hoboken: John Wiley & Sons, Inc., 353-361.
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Hoboken: John Wiley & Sons, Inc.

178.lvanova, A., Flournoy, N. (2008). Phase | clinical trials. Chapter 1 in Statistical
Advances in the Biomedical Sciences: Clinical Trials, Epidemiology, Survival Analysis,
and Bioinformatics (A. Biswas, S. Datta, J. Fine, M. Segal eds.). John Wiley, 3-15.
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180.1vanova, A. (2006). Dose-finding in oncology - non-parametric methods. Chapter 4 in
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Non Peer-Reviewed Publications

Ivanova, A., Tamura, R. (2013). Letter to the Editor. Journal of Biopharmaceutical Statistics,

23, 709-710
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Ivanova, A., Bunce, L. (2010). Design of Phase | trials. Chapter 11 in Oncology Clinical Trials:
Successful Design, Conduct and Analysis (K. Kelly, S. Halabi eds.). Demos Medical
Publishing, 57-64.

Ivanova, A., Flournoy, N. (2006). Up-and-down designs in toxicity studies. Chapter 11 in
Statistical Methods for Dose-Finding Experiments (S. Chevret, ed.). John Wiley, 115-130.
Hu, F., Ivanova, A. (2004). Adaptive design. In Encyclopedia of Biopharmaceutical Statistics,

2nd edition, Marcel Dekker.

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 Il 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 (7+3) in newly diagnosed adverse-risk
acute myeloid leukemia. Journal of Oncology Pharmacy Practice. Submitted.

Song, F., Stucchi, S., Tsahouridis, O., Walhart, T., Hardy, B., Gilbert, T., Graves, L.M., Herring,
L.E., Savoldo, B., Ma, X., Woodcock, M., Milner, J., Ivanova, A., Pearce, H., Xu, Y., Dotti
G. A multi-kinase inhibitor screen identifies inhibitors preserving stem-cell-like chimeric
antigen receptor T cells. Submitted

Moses, J,..., . Kappelman, M.D. Low anti-tnf levels during maintenance phase are associated
with treatment failure in children with Crohn’s disease. Submitted

Zhao*, B., Fine, J., Ivanova, A. Finding the best subgroup with differential treatment effect with
multiple outcomes. Submitted

Li*, L., Ivanova, A. Order restricted designs for biomarker-stratified trials. Submitted

Chang®, Y., lvanova, A., Albanes, D., Fine, J., Shin, Y.E. The proportional risks model for
cause-specific hazards in nested case-control studies. Submitted

Chung*, Y., lvanova, A., Fine, J. Additive isotonic proportional hazards models. Statistics in
Biosciences Submitted.

Kanapka®, L., Ivanova, A. Dynamic borrowing methods for basket trials with order restrictions
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)
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Software

http://cancer.unc.edu/biostatistics/program/ivanova/
Easy to use software for Phase Il 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), 2021 (28 students), 2023 (44
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), 2022 (65 students)
Nonparametric Statistics (Case Western Reserve)  Spring 1999

Student Supervision

Student Name Year Degree Short Title

Graduated
Camille Liu ongoing PhD Multi-stage biomarker-stratified trials
Tianhao Song ongoing PhD Competing risks in observational studies
Yen Chang ongoing PhD Competing risks in nested case-cohort studies
Lang Li ongoing PhD Optimal design for clinical trials with a subgroup
Beibo Zhao ongoing PhD Subgroup estimation with multiple outcomes
Lauren Kanapka 2024 PhD Order-restricted basket trials
Pooja Saha 2021 PhD Dose-finding design for immunotherapy trials
Tianhao Song 2021 MS Optimal futility stopping in two-stage trials
Camille Liu 2021 MS Applying the CompEXx algorithm to data
Yixiao Dong 2021 MS Dose-finding designs for virology trials
Yen Chang 2019 MS Futility stopping in clinical trials
Neha Joshi 2019 PhD Clinical trials with adaptive enrichment
Xiaogiang Xue 2019 DrPH Models for enrollment in clinical trials
Julie Dorais 2018 MS Models for longitudinal and event time data
Rachel Silverman 2017 PhD Clinical trial with enrichment by response
(jointly with J Fine)
Beibo Zhao 2017 MS Methods for pharmacovigilance
Yunro Chung 2016 PhD Order restricted inference with continuous

(jointly with J Fine) covariate
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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

7/15/2024
Response adaptive designs and entropy
Dose-finding with delayed outcome

5-year change in Phase Il oncology trials
Current Phase | 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 I trials
Order restricted estimation and testing with
correlated data

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

Zoome-in designs for dose-finding
Escalation designs

Bayesian two-dimensional dose-finding
Adjusting for selection bias

Department

Student Name Year Graduated
Emily Shives ongoing
Daniel De Marchi ongoing
Elaine Kowalewski  ongoing
M. Polinkovsky ongoing
John Sperger 2023
Beth Weiner 2019
Jing Yu 2019
Siying Li 2017
Jung In Kim 2017
Hengrui Sun 2016
Byeongyeob Choi 2016
Natnaree Aimyong 2014
Kelley Wekheye 2014
Emily Colby 2012
Michael Hussey 2012
Lily Wang 2004
Szu-Yun Leu 2003
Michael Klotsman 2003
Dora Illyasova 2001

Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Biostatistics
Epidemiology
Epidemiology

Student Funded on my Projects (with Ivanova as Principle Investigator)
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Student Name Years Funded Project

Yue Jiang 2017-2019 PreclSE
Chalmer Tomlinson 2019-2020 PrecISE
Tianhao Song 2021-present PrecISE
Noah Won 2021-2023 PreclSE
Mingwei Fei 2022 PrecISE
Service

Nationwide service (non NIH related)

ASA Deming Lectureship Committee, 2019 — 2022 Chair, 2023-2025 Member

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

Nationwide service (NIH related)

Member, Hematology Data and Safety Monitoring Board (DSMB), National Institutes of
Health, National Heart Lung and Blood Institute, 2007 — present

Member, DSMB for the BLOCK-SAH trial, EPPIC Net, NINDS, 2023 — present

NHLBI-CONNECTS (Collaborative Network of Networks for Evaluating COVID-19 and
Therapeutic Strategies), Statistics and Data Analysis Committee 2020 — 2021

The NIH Special Emphasis Panel/Scientific Review Group, reviewer 2021

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

UNC Academic Committees

School or University-wide committees

SPH Appointments, Promotions, and Tenure, 2019 — 2022

SPH UCRF-SPH student award, 2016 - present

SPH Conflict of Interest Committee/Research Council, school-wide committee, 2016 — 2020
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SPH Advisory Committee for Diversity Programs and Recruitment, 2012 — 2019
SPH Task Force on Scientific Review of IRB Applications, University-wide, 2013 — 2014

UNC’s Lineberger Comprehensive Cancer Center (LCCC) committees
Protocol Review Committee, LCCC, 1999 — present

Search committee, LCCC, 2004, 2006, 2007, 2008, 2009, 2011, 2012, 2014.
Member, Data and Safety Monitoring Committee, LCCC, 1999 — present

Departmental level committees

CSCC director search committee (chair), 2021

BIOS department chair search committee, 2020

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

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. Dose-finding designs, is Bayesian better? DISS, Durham, NC, April 2024

Ivanova, A. and Kanapka, L., A frequentist design for basket trials using adaptive lasso. The
International Society for Biopharmaceutical Statistics (ISBS) 7" Symposium, Baltimore,
March 2024.

Ivanova, A. and Saha, P., Dose finding with adaptive rescaling. The International Society for
Biopharmaceutical Statistics (ISBS) 7"" Symposium, Baltimore, March 2024.

Ivanova, A., How to design the best biomarker-guided clinical trial? Department of Statistics,
George Mason University, Fairfax VA, November 2023.

Ivanova, A. Testing treatment effect in the biomarker negative subgroup. JSSM, Toronto,
Canada, Aug 2023.

Ivanova, A. Testing treatment effect in the biomarker negative subgroup. Model-Oriented
Analysis and Optimal Design (mODa13), University of South Hampton, UK, July 2023.
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Ivanova, A. Dose-finding designs, is Bayesian better? Dose Finding and Other Topics in Drug
Development In Honor of Dr. Naitee Ting’s 70th Birthday, Storrs, CT, June 2023

Ivanova, A. Testing treatment effect in the biomarker negative subgroup, is it too costly?
ASA/FDA Forum on Cancer Clinical Trial Design and Analysis Considerations in
Evaluating Treatment Effect in Marker Negative Population, virtual, May 2023

Ivanova, A. Five lessons learned from the PreclSE trial, a platform biomarker stratified trial,
keynote speaker, Annual Cleveland Clinic/Ohio State U/Case Western Reserve U Joint
Biostatistics Symposium, Cleveland OH April 2023.

Lang, A., Ivanova, A. Biomarker-stratified trials, DISS, virtual, March 2023.

Ivanova, A. Randomization tests in clinical trials with multiple imputation for handling missing
data. ENAR, Nashville TN, March 2023.

Ivanova, A, Saha, P. Dose finding with heterogeneous patient subgroups. JSM, Washington
DC, August 2022.

Ivanova, A. Methodological challenges in PreclISE, 14 Annual Conference on Statistical
Issues in Clinical Trial, University of Pennsylvania, virtual, April 2022.

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
(PreclSE) 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
20109.

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

Ivanova, A., Wages, N. Modern Methods in Phase | and Il 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.

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

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

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

Ivanova, A. End point selection in Phase 11 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 | oncology trials. FDA, Oncology,
Silver Spring, MD, September 2013.

Dragalin, V., lIvanova, 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
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