CURRICULUM VITAE

8 April 2020
NAME: Donna Shapiro Neuberg
ACADEMIC TITLE: Senior Lecturer on Biostatistics
WORK ADDRESS: Department of Data Sciences
Dana-Farber Cancer Institute
450 Brookline Avenue, LC1052
Boston, MA 02215
EMAIL: neuberg@ds.dfci.harvard.edu
HOME ADDRESS: 451 S Barrington Avenue Apt 204
Los Angeles, CA 90049:
EDUCATION:
1967 Russian B.A. Northwestern University
1969 Slavic Languages and Literatures M.A. University of Chicago
1979 Statistics M.S. SUNY at Stony Brook
1988 Biostatistics Sc.D. Harvard School of Public Health

ACADEMIC APPOINTMENTS

1989-1991 Postdoctoral Research Fellow, Department of Biostatistics, Harvard School of Public
Health and Dana-Farber Cancer Institute

1991-1992  Lecturer, Department of Biostatistics, Harvard School of Public Health and Dana-Farber
Cancer Institute

1992-1998  Assistant Professor, Department of Biostatistics, Harvard School of Public Health and the
Department of Biostatistical Science, Dana-Farber Cancer Institute

1998-2005 Lecturer, Department of Biostatistics, Harvard School of Public Health and Department of
Biostatistics and Computational Biology, Dana-Farber Cancer Institute

2005—present Senior Lecturer, Department of Biostatistics, Harvard School of Public Health and the
Department of Biostatistics and Computational Biology, Dana-Farber Cancer Institute,
Boston, MA

OTHER ACADEMIC APPOINTMENTS

1991 Visiting Lecturer, Programme in Biostatistics, Limburgs Universitair Centrum,
Diepenbeek, Belgium

MAJOR PROFESSIONAL RESPONSIBILITIES

1987-2000 Eastern Cooperative Oncology Group Committee Responsibilities
1987-1996 Breast Committee
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1987-1992 New Agents and Pilot Studies Committee, full committee and pharmacology
subcommittee
1987-1996  Statistics Center Randomization Committee
1989-1996  Chair
1989-1996 Radiation Oncology
1991-2000 Biologic Response Modifiers Committee
1991-1995 Constitution Committee
1992-1996 Pharmacology Committee
1992-1997 Response Subcommittee
1992-1996 Brain Tumor Working Group
1993-2000 Coordinating Statistician
1993-2000 Aging Subcommittee
1996-2000 Leukemia Committee

1989-present Dana-Farber Cancer Institute's Program Responsibilities
1991-present Lymphoma

1991-1998
1995-2019

Nursing
Pediatric Oncology (acute lymphoblastic leukemia, brain tumors)

1996-present Leukemia
1996—present Nonmalignant Hematology

Dr. Neuberg is currently Senior Biostatistican for the Dana-Farber/Harvard Cancer Center Programs in

Leukemia, Lymphoma, and Nonmalignant Hematology, supporting a group of six masters-level statisticians
in this effort. Total effort supported by Dr. Neuberg, including herself: 4.5 FTEs.

COMMITTEE SERVICE:

HCSPH DEPARTMENTAL AND SCHOOL SERVICE:

1990-1991 Member, Committee on Core Curriculum

1990-2000 Member, Student Advising Committee, Department of Biostatistics
1997-2000  Chair 1997-2000, Student Adviising Committee, Department of Biostatistics
2002-2003 Member, Student Advising Committee, Department of Biostatistics
1992-1993 Medical Education Committee, Department of Biostatistics

1993-1996 Member, Admissions Committee, Department of Biostatistics

2003-2004 Member, Admissions Committee, Department of Biostatistics

2005-2006 Member, Admissions Committee, Department of Biostatistics

2010-2014 Member, Admissions Committee, Department of Biostatistics

2015-2019 Member, Masters Degree Admissions Committee, Department of Biostatistics
1999-2005 Member, Curriculum Committee, Department of Biostatistics

2009-2010 Member, Curriculum Committee, Department of Biostatistics

2001-2005 Member, Degree Program Committee, Department of Biostatistics

2002-2005  Chair, Degree Program Committee, Department of Biostatistics

2001-2005 Member, Committee on Molecular and Genetic Epidemiology, HSPH
2002-2003  Member, Schering-Plough Workshop Planning Committee, Department of Biostatistics
2007-2008 Member, One Year Masters Planning Committee, Department of Biostatistics

DANA-FARBER CANCER INSTITUTE SERVICE:

1991-1994

Quality-of-Life Scientific Review Committee
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1995-2007 Pediatric Scientific Review Committee
2001-2002 Committee on Cores

NATIONAL CANCER INSTITUTE SERVICE:

1997-2001 Member, Cancer Clinical Investigation Review Committee (NCI Subcommittee H)

2000-2005 Member, Clinical Oncology Investigational Review Group (CONC Study Section)

2000-2002 Member, Brain Tumor Progress Review Group (National Cancer Institute and National
Institute of Neurologic Disorders and Stroke)

2010 Member, Chronic Lymphocytic Leukemia Working Group

2011 Member, Acute Lymphoblastic Leukemia Working Group

2011-2014  Member, Leukemia Steering Committee

2011-2020 Member, Pediatric Leukemia and Lymphoma Steering Committee

2015-2018 Member, Lymphoma Steering Committee

PROFESSIONAL SOCIETY SERVICE:

1993-1994  Planning Committee for International Symposium on the Impact of Biotechnology on
Predictive Oncology and Therapy, December 1994, for the International Sociwety for the
Prevention of Cancer

2005 Member, American Association for Cancer Research Annual Meeting Education
Committee

2005-2007 Member, American Society of Clinical Oncology Cancer Education Committee

2011-2014  Member, American Society of Clinical Oncology Cancer Education Committee

2011-2013 Member, American Society of Clinical Oncology Cancer Research Committee

2013-present Member, Joint Oversight Committee, Translational Research Training in
Hematology workshop, American Society of Hematology and European
Hematology Association

2014-2015 Co-Chairperson, 2015 American Association for Cancer Research Annual Meeting
Program Committee

2018-present Member, Data Hub Oversight Group on behalf of the American Society of
Hematology Research Collaborative

OTHER SERVICE:

2012-present Voting Member, Children’s Oncology Group Data and Safety Monitoring Committee

2005-2010 Member, External Advisory Board, Herbert Irving Comprehensive Cancer Center,
Columbia University

2006-2014 External Advisor, Lymphoma SPORE in Development, Northwestern University,
Chicago, IL. Leo Gordon, P.I.

2017-present Member, ILyAD Data and Safety Monitoring Committee, U of Rochester

2018-present External Advisor, SPORE in Leukemia, Washington Univeristy in Saint Louis, Dan Link,
MD, PI

2019-present External Advisor, SPORE in Lymphoma, Washington University in Saint Lous, Brad
Kahl, MD and Todd Fehniger, MD, PhD, co-Pls

PROFESSIONAL SOCIETY MEMBERSHIP:

American Statistical Association
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American Society of Hematology
American Association for Cancer Research
American Society for Clinical Oncology
European Hematology Association

GRANT REVIEW ACTIVITIES:

1997-2001 Member, National Cancer Institute Cancer Clinical Investigation Review Committee (NCI
Subcommittee H)
2000-2005 Member, National Cancer Institute Clinical Oncology Investigational Review Group

(CONC Study Section)
2005-2012  Ad hoc reviewer for National Heart Lung and Blood Institute
2013 Ad hoc reviewer for National Institute of Arthritis and Musculoskeletal and Skin Diseases

2013-present Study Section Member, Translational Research Training in Hematology applications,
American Society of Hematology

2017 Study Section Member, ASH Scholar Awards, American Society of Hematology

2017 Study Section Member, Clinical Research Training Institute applications, American
Society of Hematology

EDITORIAL ROLES
Ad hoc reviewer:

1998-present Reviewer, Journal of Clinical Oncology
2000-present Reviewer, Circulation

2000-2003 Reviewer, Medical and Pediatric Oncology
2004—present Reviewer, Pediatric Blood and Cancer

2003—present Reviewer, Blood

2003-2005 Reviewer, Cancer Epidemiology, Biomarkers and Prevention
2005—-present Reviewer, Cancer Research

2005—present Reviewer, Clinical Cancer Research

2010-2012 Reviewer, The Oncologist

2010-2012 Reviewer, Journal of Biomedicine and Biotechnology
2011-present Reviewer, Nature

2013-present Reviewer, Haematologica

2013-present Reviewer, American Journal of Hematology
2016-present Reviewer, Cell Systems

2016-present Reviewer, Cell Metabolism

Other editorial roles:

2006-2008 Member, Editorial Board, Journal of Clinical Oncology

2000-2009 Member, Editorial Board, Neuro-Oncology

2004—present Member, Editorial Board, Pediatric Blood and Cancer

2004-2010 Member, Editorial Board, Leukemia

2007-2012 Associate Section Editor for Biostatistics, Clinical Cancer Research
2015-present Associate Editor, Pediatric Blood and Cancer

2014-2017 Member, Editorial Board, Blood

2019-present Member, Statistical Review Committee, Cell Press
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HONORS AND DISTINCTIONS

1967
1968-71
1979
1982-86

2000-2001
2010-2011

2015-2016

Phi Beta Kappa, Northwestern University

NDEA Title VI Fellowship in Russian, University of Chicago

President's Award for Excellence in Teaching by a Graduate Student, SUNY at Stony
Brook

National Cancer Institute--National Institutes of Health Trainee in Biometry and
Epidemiology, Department of Biostatistics, Harvard School of Public Health

Junior Faculty Sabbatical Award, Harvard School of Public Health

Dana Foundation grant to develop teaching module on “Practical Statistics for Chemical
Biology” with James Bradner, M.D.

Dana Foundation grant to lead an immunology journal club to education biostatisticians
about immuno-oncology

FUNDED GRANTS AND UNFUNDED PROJECTS (past 5 years):

COMPLETED GRANTS

2/10/2016 — 1/31/2019 Risk-Adapted Thromboprophylaxis of Hospitalized Cancer Patients

NIH/NHLBI R34HL127156 (Zwicker) Subcontract from Beth Israel
Deaconess Medical Center

Site Pl and Senior Biostatistician $7,500

Senior Statistician

Dr. Neuberg will provide a robust design of this study within the Dana-
Farber/Harvard Cancer Center.

1/1/2017 — 12/31/2019 Leukemia Disease Program: Biostatistical Support

Massachusetts General Hospital subcontract

Biostatistician

Dr. Neuberg will be working collaboratively with faculty members in the
Leukemia Disease Program of the MGH Cancer Center, providing
biostatistical expertise and support for new clinical trials in Leukemia. This
will include study design and integrity, review and analysis of data accrued
as a result of these studies. Dr. Neuberg will work closely with all faculty in
order to ensure that all trials meet all benchmarks for design, significance
and analysis.

10/1/2015 — 9/30/2018 Deciphering and Targeting Clonal Evolution in Hematologic

Malignancies: Core B — DFCI

Leukemia and Lymphoma Society grant (Ghobrial)

Senior Statistician

The overall goal of these projects is to combine genomics studies of tumor
samples at the serial stages of disease progression in a prospective clinical
trial and use mouse models to better understand how blood cancers evolve
over time and how disease progression occurs during transformation from
precursor states to full blown MM or AML.

5/21/2014 — 4/30/2018 Evolution of Vemurafenib Resistance in Circulating Melanoma Cells



6/1/2014 - 5/31/2018

9/29/2013 - 7/31/2017

9/29/2016 — 9/14/2018

9/1/2011 - 7/31/2017 (NCE)

7/15/2012—6/30/2017
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NIH/NCI R01CA185151 (Novina)

Biostatistician

The goals of this proposal are to (1) generate transcriptional profiles from
melanoma CTCs, (2) determine pathways of vemurafenib resistance, and (3)
restore vemurafenib sensitivity in human melanoma cells by modulating
CTC resistance pathways.

(PQ1) Impact of Cytotoxic and Targeted Therapy on Clonal Evolution
of CLL

NIH/NCI R0O1CA184922 (Wu)

Senior Biostatistician

The major goals of this project are: 1) determine the role of clonal evolution
in relapse to fludarabine-based treatment, 2) define the impact of targeted
BTK inhibition on clonal evolution in CLL, and 3) establish the impact of
mutation fitness and therapy on CLL clonal evolution in an animal model.

Dysregulated MicroRNA Function in Diamond Blackfan Anemia
NIH/NIDDK R01DK102165 (Novina)

Biostatistician

These studies will provide a rigorous biological basis for ribosomal gene
mutations leading to anemia and cancer formation observed in Diamond
Blackfan Anemia patients.

Discovering New Drug Targets in Radiation-Induced
Myeloproliferative Neoplasms

DOD W81XWH-16-1-0591 (Balk) Subcontract from Beth Israel Deaconess
Medical Center

Site Pl and Senior Biostatistician $6,214

The major goals on this project are to examine differences in prevalence of
somatic JAK2, MPL, and CALR mutations in patients with MPN’s exposed
to ionizing radiation vs unexposed patients; perform whole-exome
sequencing and high-density SNP array analysis and compare the somatic
mutations and copy number variants acquired in patients with PMF who
were previously exposed to ionizing radiation, compared to patients with
PMF who were unexposed.

Analysis of Cap-Dependent Translational Repression by microRNAS in
Oncogenesis

NIH/NCI RO1CA140986 (Novina)

Biostatistician

he major goals of this project are: 1) determine the effect of elF4E
perturbation on cancer-relevant changes in melanomas, and 2) identify and
functionally validate miRNA-targeted mRNAs affected by perturbing elFAE
in melanomas.

A Controlled Clinical Trial of Regadenoson in Sickle Cell Anemia
NIH/NHLBI P50HL1107905 (Nathan)

Biostatistician

This proposal supports a randomized, double-blind, placebo-controlled
phase llb trial of regadenoson for the treatment of acute vaso-occlusive
episodes in children (>14 years) and adults with sickle cell disease.



2/11/2016 —12/31/2019

ACTIVE GRANTS

9/1/2015 — 7/31/2020

6/1/2011 - 4/30/2021

7/1/2016 — 6/30/2021

9/1/2016 — 8/31/2021

7/1/2016 — 6/30/2023
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Targeting PML for Leukemia Therapy

NIH/NCI subcontract, 5R01CA142874-04 (Pandolfi) Subcontract from Beth
Israel Deaconess Medical Center

Site Pl and Biostatistician $6,205

Dr. Neuberg will be responsible for the design of the clinical study of the
PPAR alpha inhibitor and for the analysis of all clinical and laboratory data
collected on this study.

Hematopoietic Stem Cell Transplantation for Young Adults with Sickle
Cell Disease — DCC

NIH/NHLBI 5U01HL128568-05 (Eapen) Subcontract from Medical
College of Wisconsin

Site PI and Senior Biostatistician $19,034

The goal of this project is to conduct a clinical trial which will test whether
HCT from an HLA-matched donor is safe and effective in young adults with
severe sickle cell disease, compared to a cohort lacking a donor.

Personal Tumor Neoantigens for Immunity Against Chronic
Lymphoma

NIH/NCI R0O1CA155010 (Wu)

Biostatistician

The goals are to provide biostatistical support for the expansion of classes of
targetable personal cancer neoantigens, the improvement of rules for
predicting cancer neoantigens from sequencing data, and determine the co-
evolution of immune response and CLL with neoantigen-specific immunity.

Targetable Immune Evasion Pathways in Hodgkin Lymphoma
NIH/NCI RO1CA161026 (Shipp)

Biostatistician

The major goals of this project are to determine how PD-L1/PD-L2
alterations in Hodgkin lymphoma impact response to PD-1 blockade.

Comprehensive dissection of the CLL genome and phenome to improve
patient outcomes — Core C: Biostatistics

NIH/NCI 5P01CA206978-04 (Wu)

Core Director

Core C: Biostatistics will work with the members of Projects 2 and 3, and
with the prima grafting component of Core B, to provide appropriate
statistical designs for mouse and basic science studies, and will perform all
analyses on behalf of these entities.

Mechanisms and Vulnerabilities of Aberrant Transcriptional
Enhancers in Cancer



7/1/2016 - 6/30/2021

9/30/2017 — 6/30/2022

9/1/2016 - 8/31/2021

9/19/2017 — 7/31/2022

7/5/2017 — 6/30/2020
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NIH/NCI 5R35CA210064-04 (Look)

Senior Biostatistician

The long-term goal of this Outstanding Investigator Award application is to
experimentally dissect the specific DNA sequences, transcription factors,
transcriptional adaptors and mediators, and epigenetic readers, writers and
erasers that are required to form and sustain aberrant transcriptional
enhancers capable of driving high levels of key oncogene expression in
human cancer cells.

STOP-CA: Statins to Prevent Cardiotoxicity from Anthracyclines
NIH/NHLBI 5R01HL130539-04 (Scherrer-Crosbie/Neilan) Subcontract
from Massachusetts General Hospital

Site Pl and Senior Statistician $23,505

Dr. Neuberg will be responsible for the statistical design of the study, the
statistical analysis of the completed data, and the interpretation of the data.
She will also supervise the junior statistician on the project.

Cancer Immune Monitoring and Analysis Center

NIH/NCI 5U24CA224331-03 (Wu)

Senior Biostatistician

The major goals of this project are to: 1) standardize a suite of high-quality
immune monitoring techniques and protocols implemented across the
proposed CIMACS; 2) collaborate amongst the CIMACSs/CIDC to develop a
coordinated data-collection structure; 3) perform a defined set of immune
assays and analyses according to trial-specific priorities.

Personalized Vaccine for Patients with AML

NIH/NCI 5R01CA212649-04 (Avigan) Subcontract from Beth Israel
Deaconess Medical Center

Site PI and Senior Biostatistician $18,382

The major goals on this project are to conduct a clinical trial evaluating an
autologous DC/AML fusion cell vaccine alone and in combination with an
anti-PDL1 antibody, evaluating immune response and 2-year relapse-free
survival. Correlative immune endpoints will also be studied. The project
will also define biomarkers of response and characterize the immune
landscape of the bone marrow microenvironment.

SPORE in Myeloid Malignancies - Core 1: Biostatistics

NIH/NCI 5P50CA206963-03 (Ebert)

Core Director

The overall goal of this SPORE in Myeloid Malignancies is to take
advantage of our increased understanding of the genetic and molecular basis
of AML and MDS to develop novel, effective therapeutic strategies for
patients with these treatment-resistant neoplasms

Thromboprophylaxis with Rosuvastatin Following Surgery for Ovarian
Cancer

NIH/NHLBI 5R34HL135226-03 (Zwicker) $5,000 Subcontract from Beth
Israel Deaconess Medical Center

Site Pl and Senior Statistician
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Dr. Neuberg will oversee the efforts of the junior statistician on this project
and will advise on the details of analysis and design of the clinical and
laboratory studies proposed in this R34.

(PQ8) Genetically Faithful Murine Models for Studying Disease
Progression in Chronic Lymphocytic Leukemia

NIH/NCI 5R01CA216273-03 (Wu)

Senior Statistician

The major goals of this project include: 1) defining the mechanisms by
which CLL is initiated, 2) determining CLL-intrinsic features that accelerate
disease onset, and 3) identifying mutational events that lead to Richter’s
transformation (RT).

Biomaterials to Create T Cell Immunity

NIH/NCI 1U54CA244726-01 (Mooney) Subcontract from Harvard
University

Biostatistician

T lymphocyte (T-cell) responses are key to cancer immunotherapy, and this
proposal is focused on enhancing the anti-cancer activity of these cells using
biomaterials. T-cell function can be compromised in a number of manners,
and we will develop biomaterials that act at various stages of T-cell
differentiation and activation to enhance anti-cancer immunity in a number
of settings. By addressing a set of fundamental questions in
immunoengineering, the results of these studies will advance the entire field,
and at the same time yield major translational advances in cancer
immunotherapy.

Clonal Hematopoiesis in Young Breast Cancer Survivors: Prevalence,
Clonal Evolution, and Association with Clinical Outcomes and Late
Effects

DT2019-009 V Foundation (Partridge)

Biostatistician

People who have been treated for cancer are not only at risk

of cancer returning, but also at risk of long-term side effects of their
treatments some of which may threaten their life, including heart disease
and other cancers. Some people will develop changes in their blood cells
called “Clonal Hematopoiesis” (CH) and people with these changes have
recently been found to be at higher risk of developing serious problems such
as cancer and heart attacks and dying. CH is found more in older than
younger people and more commonly in people who have been treated for
cancer. We don’t know how common CH is in cancer survivors, who is at
risk, when it develops and when and if we should be looking for it. But we
are finding it more commonly with genetic tests that are being done as a part
of their care. Our team hopes to provide answers to these questions by
looking for CH in a group of women who were treated for breast cancer at a
young age and agreed to give us blood samples and let us follow them over
time. We will do special testing to find CH in their stored blood and see
how it is different in different women, and changes over time. We will also
ask them how they might feel about learning about CH results if they had



11/1/2018 — 10/31/2021

9/1/2019 — 8/31/2024

8/1/2018 — 7/31/2023

4/1/2020 — 3/31/2025

9/1/2020 — 8/31/2023
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CH, how learning about these risks that might affect them, and what they
might need to support them best to help them to manage these risks.

Biomarkers for a Phase I/11 trial with anti-miR-155 in Diffuse Large B-
cell Lymphoma

V Foundation T2018-007 (Slack) Subcontract from Beth Israel Deaconess
Medical Center

Site Pl and Biostatistician $7,217

The major goals of this project include: 1) defining the mechanisms by
which CLL is initiated, 2) determining CLL-intrinsic features that accelerate
disease onset, and 3) identifying mutational events that lead to Richter’s
transformation).

Development of Novel Therapeutic Strategies in Human Myeloid
Leukemias (Biostatistics Core 2)

NIH/NCI PO1 (Ebert)

Core Director $70,000

The major goals of this project are to provide biostatistical collaboration on
the clinical, laboratory, murine and piscine studies of the grant.

Biomarkers and Mechanisms in Cancer-Associated Thrombosis
NIHNHLBI 1U01HL143365-02 (Zwicker)

Site PI and Senior Statistician $20,000

(Neuberg participation to begin year 3)

Blood clots are a common complication of cancer and are associated with
significant suffering and increased likelihood of death. Our studies will use
cutting-edge proteomic technology to identify markers of cancer- associated
thrombosis allowing caregivers to identify cancer patients at greatest risk of
thrombosis. These studies will also evaluate novel culture techniques and
thrombotic pathways to identify factors that predispose pancreatic cancer
patients to blood clots.

Understanding and Overcoming T cell Immunosuppression in GBM
NIH P01 (Chiocca)

Core Co-Director

Donna Neuberg, Sc.D. will take overall responsibility for the biostatistical
support to the projects in this grant. This includes oversight of work done by
Ms. Giobbie-Hurder in support of the clinical study and its correlatives in
Project 1. Dr. Neuberg and Mr. Fell will take responsibility for support for
the murine studies of Projects 2, 3, and 4.

Combining Locally Administered Ipilimumab with a Personalized
Neoantigen Cancer Vaccine to Improve T Cell Priming and Anti-
Tumor Immunity in High-Risk Renal Cell Carcinoma

DOD Research Grant (Choueiri)

Biostatistician

The specific aims of this project are: 1) Identify and characterize antigen
presenting cells (APCs) that stimulate neoantigenspecific T cells
following personal neoantigen vaccine with local IPI; 2) Determine
the magnitude and characterize the phenotype, state, and functional

10
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avidity of neoantigenspecific T cells following personal neoantigen
vaccine with local IPI.

Conformational Regulation and Therapeutic Targeting of Oncogenic
KRAS NIH/NCI 1R01CA233978-01A1 (Engen/Walensky)

Biostatistician

The major goals of this project are to advance the structure-function
understanding of KRAS and inform a wholly new strategy for therapeutic
targeting of KRAS in human cancer.

Loss of an Atypical Ribosomal Protein Kinase Riok2 Phenocopies MDS:
Pathogenic Role of 1L-22

NCI/NHLBI 1R01HL147110-01 (Glimcher)

Biostatistician

This proposal aims at uncovering and characterizing the mechanisms
through which Riok2 contributes to MDS via its effect on two different cell
types. Furthermore, this study will also undertake a translational approach in
testing the efficacy of disabling 1L-22 secreted by immune cells in
alleviating MDS symptoms and reducing risk of progression to AML.

Cellular pathways and vulnerabilities impacted by SF3B1 mutation in
CLL

The major goals of this project are to 1) define the key cellular pathways
impacted by SF3B1 mutation, 2) validate candidate mediators of altered
CLL pathways associated with mutated SF3B1, and 3) identify therapeutic
opportunities generated by mutated SF3B1.

Deciphering and Targeting Clonal Evolution in Hematologic
Malignancies: Core B

The overall goal of these projects is to combine deep sequencing of tumor
samples at the serial stages of disease progression, the use of murine models
of hematological malignancies, as well as state the art analysis of spatial and
sequential clonal evolution in vivo to better understand how hematological
malignancies evolve over time and how disease progression occurs during
hematopoietic transformation.

The Unfolded Protein Response and Thrombosis in Pancreatic Cancer
The overall goals of this project include: 1) evaluating the mechanistic link
between the UPR and hypercoagulability in pancreatic cancer, and 2)
identifying UPR biomarkers and prothrombotic factors that predict
thrombosis in patients with pancreatic cancer.

Phase 1 Clinical trial for Recurrent Glioblastoma with a Novel
Oncolytic Virus and Cyclophosphamide Immunomodulation

11
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This project plans to employ a form of immunotherapy that involves direct
injection of a novel tumor-selective virus in the deadly brain cancer,
gliobastoma. We plan to test in an early phase clinical trial in humans if
there is a dose of this agent that is tolerated in humans with glioblastoma
with or without additional modulation of the immune response with the
drug, cyclophosphamide. As part of this clinical trial, we also will collect
tumors, blood and MRIs to perform multiple scientific analyses.

CLL - A Molecular and Immunologic Model for Studying the
Continuum of Cancer

Dr. Donna Neuberg is the senior statistician for the program in Lymphoma.
She has worked in basic science, correlative, genomic, murine, and clinical
studies in chronic lymphocytic leukemia (CLL) for nearly 30 years. Ms.
Lillian Werner has worked in CLL for 10 years, and Mr. Robert Redd for 5
years. Together they will support the efforts of the P01 “CLL— A Molecular
and Immunologic Model for Studying the Continuum of Cancer”. This
involves the design, implementation, and analysis of basic science studies in
all four Projects on this PO1; of murine studies in Project 4; studies of the
genetic basis of the kinetics of CLL; and of the immune cells that co-exist
with CLL in Projects 2, 3, and 4. The clinical context from which the
patients materials arise ranges from watch-and-wait after initial diagnosis
through the continuum of CLL to the aggressive conversion to Richter's
transformation.

Chronic Lymphocytic Leukemia Research Consortium — Core 1:
Biostatistics

Donna Neuberg, Sc.D., has served as Core Leader for Biostatistics from the
inception of the CRC. Dr. Neuberg oversees the biostatistical collaborations
in the CRC, and has now again centralized statistical support at DFCI in
Boston. She has participated in, and will continue to participate in, the
Clinical Advisory Committee, the Internal Advisory Board, and, as a hon-
voting member, the Data Safety and Monitoring Board of the CRC. She will
continue to provide logistical and statistical review of proposals to Dr.
Rassenti of Core 2 to use samples deposited in the Tissue Core. She has
worked with members of the Medical Informatics Group within the CRC
and the Clinical Core (Core 3) to establish data collection, oversight, and
output guidelines. She will continue her work with Dr. Wu, who now heads
Project 2, and with Dr. Kipps of Project 3. She will over oversee the efforts
of Ms. Werner and Mr. Redd in support of Project 4.

Molecular analysis and therapeutic targeting of intraclonal populations
of CLL

Dr. Neuberg will oversee the statistical analysis of intraclonal fractions that
will be performed through this grant and is responsible for the designs and
analyses of the statistical studies.

GADDA45A Promoter Methylation: Prognostic Utility in Elderly AML
and Functional Characterization

Donna Neuberg, ScD will oversee the statistical analyses to be performed on
this grant, and will advise on methods of experimental design and statistical
analysis.
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BMI1 as Novel Oncomarker and Therapeutic Target in Small Cell
Lung Cancer

Donna Neuberg, ScD will oversee the design of the animal and single cell
RNA-seq experiments, to assure robust and correct statistical design. She
will also oversee the statistical technique selected for the analyses.

Anti-BMI1 therapy in Non Small Cell Lung Cancer

Donna Neuberg, ScD will oversee the design of the animal and single cell
RNA-seq experiments, to assure robust and correct statistical design. She
will also oversee the statistical technigue selected for the analyses.

DF/HCC SPORE in Melanoma and Skin Cancer: Core 2 - Biostatistics
and Bioinformatics

Core 2 - Biostatistics and Bioinformatics will provide all manner of
statistical and computational support to the four projects in this SPORE, to
the Developmental Research Projects, and to the individuals selected for the
Career Enhancement Program. For the biostatistics component, this will
include, but is not limited to,

assistance with study design, data collection plans, statistical analysis,
interim and final reporting, abstract and paper preparation, and assembly of
data for public posting. For the bioinformatics component, this will include,
but is not limited to, generating raw data, processing the results through
established pipelines, analyzing the data, and public posting.

The Boston Regional Sickle Cell Disease Implementation Consortium
Dr. Donna Neuberg will provide statistical support for the design,
implementation, and statistical analysis of the data collected in this effort to
assess the standards of care and the reasons for declining longitudinal care
in patients with sickle cell disease. She will also design and assist with the
implementation of interventions to improve the quality of care identified
through this effort, and will assess their success statistically.

TEACHING AND TRAINING

TEACHING IN HARVARD CHAN SCHOOL COURSES

Regular Courses, Department of Biostatistics, Primary Instructor

1987, 1988
1989, 1990
1994, 1995

1995
1996
1997, 1998
1998, 1999
2003
2003, 2004
2004
2005

BIO 251ab/BI0O 220ab Methods of Data Analysis

HPB 203bc
BIO 211cd

BI1O 268ab
BIO 217t
BI1O 214c
BI1O 222ab
BIO 286
BI1O 232
BI10O 289
BIO 205

Statistics for Health Policy and Management
Regression and Analysis of Variance for Experimental
Research

Statistical Methods in Human Genetics

Linear Regression and Longitudinal Analyses
Principles of Clinical Trials

Basics of Statistical Inference

Introduction to Genomics

Methods |

Reading the Medical Literature

Statistical Methods for Health and Social Policy
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2009
2011-2014
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B10232 Methods I (course content revised from 2003-4)
BIO312 Consulting

Reading Courses, Department of Biostatistics, Primary Instructor

1996
1997
1999

Introduction to Computational Biology
Introduction to Clinical and Biological Issues in Cancer
Reading the Medical Literature Statistically

TEACHING IN OTHER COURSES

1991

1995-1997

2004-2006

2005

2008-2013

2009-2013

2009

2009-2016

2009-2013

2010-2011

2010-2014

2011- 2013

Survival Analysis, taught to graduate students in biostatistics at Limburgs Universitair
Centrum (LUC), Diepenbeek, Belgium.

Introduction to Biostatistics, a four hour short course for physicians, nurses, and data
managers. Offered at semi-annual meetings of the Eastern Cooperative Oncology Group
and at regular intervals at the Dana-Farber Cancer Institute.

Faculty Member, Methods in Clinical Cancer Research, Workshop Sponsored by
American Society for Clinical Oncology and American Association for Cancer Research,
Vail, Colorado.

Faculty Member, The Astra/Zeneca Molecular and Translational Oncology Workshop,
sponsored by the Cancer Education Consortium, March 16-20, Amelia Island, Florida

Instructor, Clinical Investigator Training Program, Beth-Israel Deaconess Medical Center.
20 hours of lecture on statistics for fellows and junior faculty entering second year of two-
year program offering MMSc degree.

Module on Statistics for Hematology-Oncology Fellows, Beth Israel-Deaconess
Medical Center.

Faculty Member, Cancer Biostatistics Workshop sponsored by American Association for
Cancer Research, Sonoma, California

Faculty Member, Clinical Investigator Training Seminars, Dana-Farber Cancer
Institute training seminars for Fellows, Boston, MA

Faculty Member, Module on Statistics for Dana-Farber Cancer Institute Fellows,
Clinical Research Institute, Dana-Farber Cancer Institute

Core Faculty Member, Translational Research Training in Hematology, sponsored by
European Hematology Association and the American Society of Hematology, Marbella,
Spain.

Faculty Member, Clinical Research Training Program, Sponsored by the American
Society of Hematology, LaJolla, California

Faculty Member, CB2200 Introduction to Chemical Biology, Harvard Medical School
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2011-2014  Faculty Member, AACR Translational Cancer Research for Basic Scientists Workshop,
Boston, Massachusetts

2012-2019  Core Faculty Member, Translational Research Training in Hematology, sponsored by
European Hematology Association and the American Society of Hematology, Milano,
Italy

2012 Faculty Member, American Association of Blood Banks Annual Meeting, “The
Statistics Toolbox”, Boston, Massachusetts

2014-2015  Faculty Member, Lymphoma Research Foundation Lymphoma Clinical Research
Mentoring Program (LCRMP), Scottsdale, Arizona

2016-2018  Biostatistics Faculty, Poussaint Pre-Matriculation Summer Program, Harvard Medical
School, Boston, Massachusetts

ADVISORY AND SUPERVISORY RESPONSIBILITIES

TRAINING AND MENTORING
Dissertation Committee Member in Biostatistics, HCSPH

Patricia Stephenson (2002)
Mahlet Tadesse (2002)
Patrick Loerch (2007)

Dissertation Committee Member, representing the student's outside field in Biostatistics

Tina Bahadori Environmental Health (1998)
Mark Woodin Environmental Health (1998)
Rey de Castro Environmental Health (2000)
David Miller Environmental Health (2001)
Lisa Wang Environmental Health and Epidemiology (2002)
Fiona Percy Population and International Health (1999)
William MacLeod Population and International Health (1999)
Carole Mitnick Population and International Health (2001)
Christopher Huang Division of Biological Sciences (2002)
Marsha Wilcox Epidemiology (1999)

MENTEES

Statistical Mentees, Department of Data Sciences, Dana-Farber Cancer Institute

Shuli Li, PhD (2013-2018), currently a Research Scientist within the Department
Emanuele Mazzola, PhD (2012-2016), currently a Research Scientist within the Department

Statistical Mentees through Pipelines in Biostatistics, HCSPH, ongoing mentorship

Sergio Barrera, PhD candidate in Health Economics, U Minnesota, Minneapolis, MN (class of 2015)



Rebekah Loving, PhD candidate in Computational Biology, California Institute of Technology,
Pasadena, CA (class of 2016)
Thabat Dahdoul, PhD candidate in Biostatistics, UC Irvine, Irvine, CA (class of 2016)

Clinical Mentees through Clinical Research Training Institute (American Society of Hematology)

Huong Thien Marie Nguyen, MD (Stanford University, now at Assistant Professor, U Michigan, 2011)
Danielle Townsley, MD (NHLBI, 2013, now also at Medimmune)

Carla Casulo, MD (now Assistant Professor at U Rochester, 2013)

Betty Ky Hamilton, MD (now Associate Director, Blood and Marrow Transplant Program, Cleveland
Clinic, 2013)

James Blachly, MD (now Assistant Professor, Ohio State University, 2014)

Emily Curran, MD, PhD (now Instructor, University of Chicago, 2015)

Clinical and Laboratory Research Mentees, Dana-Farber Cancer Institute

Jonathan Friedberg, MD, Professor of Medicine, U of Rochester, Rochester, NY, 1998-2004

Lili Wang, MD, PhD, Associate Professor of Medicine, City of Hope, Duarte, CA, 2010-2018

R. Coleman Lindsley, MD, PhD, Assistant Professor of Medicine, Harvard Medical School, 2012-
present

Jacqueline S. Garcia, MD, Instructor in Medicine, Harvard Medical School, Boston, MA,2015-present
David Braun, MD, PhD, Instructor in Medicine, Harvard Medical School, Boston, MA, 2017-present

Statistical Mentoring to Members of the lab of Catherine J. Wu, MD, DFCI

Laboratory Mentees in Hematology through Translational Research Training in Hematology (sponsored
by American Society of Hematology and European Hematology Association) (reflects ongoing
mentorship beyond the expectations of the program)

Christian Scharenberg, MD, PhD, Karolinska Institute, Stockholm, Sweden, 2010-present
Simon Hallan, MD, PhD, Barts Health NHS Trust, London, England, UK, 2010-2014

Renee Beekman, MD, PhD, Centre for Genomic Regulation, Barcelona, Spain, 2011-present
Francine Garrett-Bakelman, MD, PhD, University of Virginia, Charlottesville, VA, 2012-present
Fabienne Lucas, MD, PhD, Dana-Farber Cancer Institute, Boston, MA, 2011-2019

David Sykes, MD, PhD, Massachusetts General Hospital, Boston, MA, 2013-present

Elisa Ten Hacken, PhD, Dana-Farber Cancer Institute, Boston, MA, 2016-present

Julia Maxson, PhD, Oregon Health & Science University, Portland, OR, 2018-2020

Rikhia Chakraborty, PhD, Texas Children’s Hospital, Houston, TX, 2018-present

Small Group Leader, Women in Hematology Mentoring Program, Annual Meeting of the American
Society of Hematology, 2017

INVITED PRESENTATIONS

August 2001 Introductory Overview, Lecture on Microarray, Joint Statistical Meeting, Atlanta,
GA.
May 2002 Meet the Professor Session, American Society of Clinical Oncology, Orlando, FL.

May 2003 Special Fellows Session, “Writing a Protocol and Getting it Approved,” American
Society of Clinical Oncology, Chicago, IL.



June 2004

2005

April 2006

April 2006

June 2006

June 2006

June 2008

March 2009

May 2009

January 2010

April 2010

June 2010

April 2011

June 2011

June 2012

October 2012

June 2013

Clinical Research Grantsmanship for Junior Faculty, “Statistical Requirements for a
Competitive Grant,” New Orleans, LA

“Statistical Considerations: Clinical Trials of Novel Agents,” CEC/Astra Zeneca
Molecular and Translational Oncology Workshop.

Scientist—Survivor Lecture, “Biostatistics: A Framework for Critique,” American
Association for Cancer Research, Washington, D.C.

Educational Session, “Design Challenges of Targeted Therapies: An Overview,”
American Association for Cancer Research, Washington, D.C.

Meet the Professor Session, “Caveat Lector: Potential Pitfalls in Interpreting Trial
Results,” American Society of Clinical Oncology, Atlanta, GA.

Fellows Education Session, Mock Study Section, American Society of Clinical
Oncology, Atlanta, GA.

Educational Session, “Early Data: Presentation and Publication of Preliminary Data,”
American Society of Clinical Oncology, Chicago, IL. Chair and Speaker.

“Identification and Selection of Endpoints for Cancer Studies,” City of Hope, Duarte,
California.

“Statistical Considerations: Beyond Clinical Endpoints,” Advanced Grant Writing
Workshop, American Society of Clinical Oncology, Orlando, FL.

“The Challenge of Animal Studies,” City of Hope, Duarte, California.
“Targeting Design and Implementation in Personalized Medicine,” American
Association for Cancer Research Annual Meeting, Washington, D.C. Chair and

Speaker

“Statistical Consideration: Getting that Grant” Grant Writing Workshop, American
Society of Clinical Oncology, Chicago, lllinois

“Biostatistics,” Scientist <»Survivor Program, American Association for Cancer
Research Annual Meeting, Orlando, Florida.

“Statistical Consideration: Getting that Grant”, Grant Writing Workshop, American
Society of Clinical Oncology, Chicago, Illinois

“How to talk with a statistician”, Grant Writing Workshop, American Society of
Clinical Oncology, Chicago, lllinois

“The Statistics Toolbox”, Meeting of the American Association of Blood Banks,
Boston, MA.

“How to talk with a statistician”, Grant Writing Workshop, American Society of
Clinical Oncology, Chicago, Illinois



November2013 “The Role of Variability”, Translational Cancer Research for Basic Scientists
Workshop, American Association for Cancer Research, Boston, MA

November2013 "The Answer is the Question: A Statistician's Perspective on Issues of Omics in
Oncology", Satellite Workshop on Panomics Data Analysis, 45 minute presentation,
IX. Diagnostic, Predictive and Experimental Oncology Days, Olomouc, Czech
Republic. Sponsored by the Institute of Molecular and Translational Medicine,
Palacky University, Olomouc, Czech Republic.

November 2013"Statistics in biomedicine in the 21st century: The challenges of collaboration”, 60
minute presentation, 1X. Diagnostic, Predictive and Experimental Oncology Days,
Olomouc, Czech Republic. Sponsored by the Institute of Molecular and
Translational Medicine, Palacky University, Olomouc, Czech Republic.

December “Statistics and Basic/Translational Study Design”, ASH Trainee Day, Annual
2013 meeting of the American Society of Hematology, New Orleans, LA.

September “Statistics and Basic/Translational Study Design”, Hematology/Oncology Grand
2014 Rounds, Rhode Island Hospital, Providence, RI

November2014 “The Role of Variability”, Translational Cancer Research for Basic Scientists
Workshop, American Association for Cancer Research, Boston, MA

March 2015  “Current Statistical Challenges in AML”, Hematology/Oncology Grand Rounds, Ulm
University Hospital, Ulm, Germany

May 2015 “Trials and Tribulations in AML”, Hematology/Oncology Grand Rounds in honor of
International Clinical Trials Day, Manitoba CancerCare, Winnipeg, Manitoba,
Canada

June 2015 “Advice on Writing Grants”, with Heike Pahl, MD, PhD. As part of the Early

Career Program, European Hematology Association Congress, Vienna, Austria

June 2015 “Advice on Writing Papers”, with Heike Pahl, MD, PhD. As part of the Early Career
Program, European Hematology Association Congress, Vienna, Austria

November2015 “The Role of Variability”, Translational Cancer Research for Basic Scientists
Workshop, American Association for Cancer Research, Boston, MA

January 2016 “The Challenge of Clinical Research”, Hematology/Oncology Grand Rounds, Mayo
Clinic, Scottsdale, AZ

January 2016  “Advice about Statistics”, Cell Press, Cambridge, MA.

April 2016 “A Taxonomy of Early Phase Clinical Trials”, presentation to the Leukemia Clinical
Program of the DF/HCC

November2016 “The Role of Variability”, Translational Cancer Research for Basic Scientists
Workshop, American Association for Cancer Research, Boston, MA

June 2017 “Be(a)ware of Biostatistics”. Invited talk at the 22" Annual Congress of the
European Hematology Association, Madrid, Spain



PATENTS

2012

2014

Signatures for predicting the survivability of myelodysplastic syndrome subjects (with
Benjamin Ebert, Rafael Bejar, and Kristen Stevenson) PCT/US2012/042734

Methods for determining response to a hypomethylating agent (with Benjamin Ebert,
Rafael Bejar, and Kristen Stevenson) PCT/US2014/037717
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