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Nirali N. Shah, MD, MHSc

Date: September 1, 2026

Contact Information

Business Address: University of Maryland Golisano Children’s Hospital
110 S. Paca Street, 9" floor, N-139
Baltimore, MD, 21201

Business Phone Number: (410) 328-2955

Home Phone Number: (630) 728-2083

Work Email: Nirali.Shah@som.umaryland.edu

Foreign Languages: Spanish-working knowledge; Gujarati-working knowledge
Education

1997-2000 B.S. (Secondary Education in Chemistry), University of Illinois, Chicago, IL
2000-2004 M.D., University of Illinois, College of Medicine, Chicago, IL
2010-2012 MHSc, (Clinical Research) Duke University-National Institutes of Health, Bethesda, MD

Post Graduate Education and Training

2004-2005 Internship, Massachusetts General Hospital and Boston Children’s Hospital, Harvard
Combined Internal Medicine-Pediatrics Residency Program, Boston, MA

2005-2008 Resident, Massachusetts General Hospital and Boston Children’s Hospital, Harvard
Combined Internal Medicine-Pediatrics Residency Program, Boston, MA

2007-2008 Chief Resident, Harvard Combined Internal Medicine/Pediatrics Residency Program,
Boston MA

2009-2013 Pediatric Hematology/Oncology Fellowship Program, Johns Hopkins Hospital, Baltimore,
MD and National Cancer Institute (NCI), Bethesda, MD

2013-2015 Clinical Fellow, Advanced Studies Program in Pediatric Oncology, Pediatric Oncology
Branch, NCI, Bethesda, MD

2013-2014 American Society of Transplantation and Cellular Therapy Clinical Research Training
Course

2020-2021 NCI Senior Executive Enrichment and Development (SEED) Training

2020-2021 American Society of Transplantation and Cellular Therapy Leadership Course

2024-2025 Executive Leadership in Academic Medicine (ELAM) Fellow

2024-Present  Enrolled at JHH Carey Business School, Flexible MBA program

Certifications
2008-Present  American Board of Internal Medicine
2008-Present  American Board of Pediatrics

2013-Present  American Board of Pediatrics, Hematology/Oncology

Medical Licensures

2008-2018 District of Columbia Medical License (Inactive)
2013-Present Maryland Medical License (Active)

Employment History



mailto:Nirali.Shah@som.umaryland.edu

Academic Appointments

2008-2009
2013-2019
2018-2022
2015-2017
2017-2019
2019-2025
2025-2026
2026-Present
2026-Present

Assistant Clinical Professor of Pediatrics, George Washington University

Instructor in Pediatric Oncology, Part-Time, Johns Hopkins University

Assistant Professor in Pediatric Oncology, Part-Time, Johns Hopkins University
Assistant Research Physician, Pediatric Oncology Branch, NCI

Associate Research Physician, Pediatric Oncology Branch, NCI

Tenure-track investigator, NCI

NIH Senior Investigator (with tenure)

Professor, University of Maryland School of Medicine

Associate Director for Translational Research, University of Maryland Greenebaum
Comprehensive Cancer Center

Clinical Positions

2008-2009

2013-2019
2019-2026

2026-Present

Associate Physician, Emergency Department, Children’s National Medical Center,
Washington DC

Staff Clinician, Pediatric Oncology Branch, Center for Cancer Research, NCI

Head, Hematologic Malignancies Section (Leukemia, Lymphoma, Transplantation and
Cellular Therapy)

Director, Pediatric/Adolescent and Young Adult Cell and Gene Therapy Program,
University of Maryland Golisano Children’s Hospital

Other Employment

2025-Present

Editor-in-Chief, Pediatric, Adolescent and Young Adult Cancer, American Cancer
Society,

Honors and Awards

1997-2000
1997-2000
2000
2000
2002
2003
2004
2004
2004
2004
2004
2004
2007
2011
2012

2012

2013

2014

2017

Nirali Shah

University Scholar, University of Illinois at Chicago

Guaranteed Professional Program Admissions (GPPA), University of Illinois at Chicago
University Honors, University of Illinois at Chicago

Rietz Award (top chemistry student), University of Illinois at Chicago

Pathology Honor Society (top pathology student)

AOA Honor Society, University of Illinois College of Medicine, Chicago

Graduation with Honors, University of Illinois College of Medicine, Chicago

Rute Medenis Prize in Pediatrics, University of Illinois College of Medicine, Chicago
Gold Humanism Society

Grove Outstanding Student Award, University of [llinois College of Medicine, Chicago
Sustained Service Award, University of Illinois College of Medicine, Chicago

Student Leadership Award, University of Illinois College of Medicine, Chicago
Yale/Johnson & Johnson Physician Scholars International Health

The American Society of Hematology Achievement Award for Trainee Abstract
Young Investigator Award, National Cancer Institute 2™ International Workshop on the
Biology, Prevention and Treatment of Relapse after Allogeneic Hematopoietic Stem Cell
Transplantation

American Society for Blood and Marrow Transplantation Clinical Research Training
Course

Young Investigator Travel Award, First Annual Tandem PBMTC/ASPHO

Conference “New Frontiers in Allogeneic Stem Cell Transplant”

Children’s Cancer Foundation/Giant Food Next Gen Award for Children’s Cancer
Research

JHH-NCI Pediatric Hematology Oncology Fellowship Faculty Teaching Award



2017 NIH Director’s Award: Pediatric Hematologic Malignancies Translational Team

2018 Clinical Research Forum, Top 10 Clinical Research Achievement Award: “New CAR
Therapy for Relapsed Leukemia.”

2019 Children’s Cancer Foundation/Grant Recipient

2019 Lasker Clinical Research Scholar

2019 NIH Distinguished Scholar

2019 SITC Women’s Immunotherapy Network Leadership Institute

2020 Federal Tech Transfer Award, Center for Cancer Research, National Cancer Institute

2020 NCI Director’s Award: Team Science-Clinical: “Development of CD22 CAR T-cell
Therapy for Pediatric ALL”

2020 Length of Service Award: 10 years, National Institutes of Health

2021 NIH Directors Award: CCR Woman Scientific Advisory Board

2021 AACR Team Science Award (For Stand Up 2 Cancer Dream Team)

2022 CCR Group Special Act Award: Myeloid Malignancies Program Steering Committee

2022 CCR Special Act Award: CD22 CAR Project

2023 CCR Special Act Award: Leukemia, Lymphoma, Transplantation and Cellular Therapy
Team

2023 CCR Special Act Award: Office of the Clinical Director, Advisory Committee Chair

2024 Nesbitt Award for the best clinical-translational abstract at the Histiocyte Society 40™

Annual Meeting. Presentation, “A novel CD3neg hyperactivated T-cell population
distinguishes IEC-HS from HLH.” (Senior author)

2024 NIH Clinical Center CEO Award: Adoptive Cell Therapy Toxicity Team

2024 NIH Director’s Challenge Innovation Award (see funding)

2024 Executive Leadership in Academic Medicine (ELAM) Fellow

2024 Federal Tech Transfer Award, Center for Cancer Research, National Cancer Institute

2024 American Society of Pediatric Hematology/Oncology Frank A. Oski Memorial
Lectureship

2025 NCI Director’s Award for Translational Science-Scientific

2025 Presidential Early Career Award for Scientists and Engineers (PECASE)

2026 Outstanding New Investigator Award, American Society of Gene & Cell Therapy

Clinical Activities

Clinical Expertise

Board certified pediatric hematologist/oncologist and internal medicine physician

Clinical focus on the treatment of children, adolescent and young adults with hematologic malignancies,
primarily acute lymphoblastic leukemia and acute myeloid leukemia

Expertise with chimeric antigen receptor (CAR)-T clinical trials and toxicity management

Expertise with hematopoietic stem cell transplantation (HSCT)

Early-phase protocol development (Phase I/II) and translational immuno-oncology

Clinical strategy & trial implementation

Regulatory affairs

Team leadership & mentorship

Medical ethics

Procedural expertise with bone marrow aspirate/biopsy, lumbar puncture with infusion of intrathecal
therapy and bone marrow harvests for procurement of stem cells

Scope of Clinical Practice

Nirali Shah



2015-present

Attending Physician, NIH Clinical Center, Inpatient and Outpatient Pediatric,
Adolescent, and Young Adult Oncology—Pediatric Oncology, Adult Cell and Transplant
Therapy services

Outpatients: 15 patients per year

Inpatients: 3-8 patients on service (4-6 weeks/year)

30% FTE (approximate)

Additional roles encompassed in the above: Adjunct Investigator, Immune Deficiency
Cellular Therapy Program (2023-present)

Development of Clinical Programs

2019-Present

2015-2019

Head, Hematologic Malignancies Section, Pediatric Oncology Branch

Developed a clinical/translational program focused in early phase immunotherapy trials
treating patients with relapsed/refractory acute leukemia in children, adolescents and
young adults. Achieved breakthrough therapy designation from the FDA for development
of CD22 CAR T-cells

Lead Clinical Investigator, Hematologic Malignancies Section, Pediatric Oncology
Branch

Led clinical trials for children, adolescents, and young adults with relapsed/refractory
hematologic malignancies.

Professional Society Memberships

2011-Present
2012-Present
2013-Present

2018-Present
2021-Present

2022-Present
2023-Present
2025-Present

Member, American Society of Transplantation and Cell Therapy (ASTCT)
Member, American Society of Hematology (ASH)

Member, Children’s Oncology Group (COQG)

Member, Pediatric Transplantation and Cell Therapy Consortium (PTCTC)
Member, Therapeutic Advances in Childhood Leukemia & Lymphoma (TACL)
Member, Society of Immunotherapy of Cancer (SITC)

Member, American Society of Pediatric Hematology/Oncology (ASPHO)
Member, American Association for Cancer Research (AACR)

Member, American Society of Gene + Cell Therapy (ASGCT)
International Society for Cell & Gene Therapy (ISCT)

Member (Elected), American Society of Clinical Investigation (ASCI)

Administrative Service

Institutional Service

Center for Cancer Research, National Cancer Institute

2013-Present
2015-2018

2015-2017
2016-2021
2016-Present
2018-2019
2016-2019
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Reviewer, Pediatric Oncology Branch Scientific Protocol Review Committee

Lead, Pediatric Oncology Branch QA Committee

Outcome: Established standard for continuous tacrolimus infusion and optimized bone
marrow harvest collection media

Reviewer, Scientific Review Committee, CCR

Associate Fellowship Program Director, Pediatric Oncology Branch, NCI/Johns Hopkins
Joint Fellowship Program in Pediatric Hematology/Oncology

Interviewer, Pediatric and Adult Hematology and Oncology Fellowship Programs

Staff Clinician Representative, NCI Woman’s Scientific Advisory Board

Scientific Member, National Cancer Institute (NCI), Institutional Review Board



2019-2025
2022-2025
2023-Present
2024-2026
2026-Present

Member, NCI, Office of Sponsor and Regulatory Oversight, Advisory Committee
Chair, Office of the Clinical Director Advisory Committee

Chair, Center for Cancer Research Scientific Review Committee

Co-Chair, Myeloid Malignancies Program Steering Committee

Co-Chair, Training and Workforce Development Working Group

National Institutes of Health Clinical Center

2013-Present
2019-Present

Member, NIH Transplantation and Cellular Therapy Consortium
Member, Center for Cellular Engineering, Advisory Committee

National Institutes of Health Intramural Research Program

2013-2016

2016-Present
2021-Present
2026-Present

Scientific Member, National Heart, Lung and Blood Institute (NHLBI), Institutional
Review Board;

Reviewer, NHLBI, Scientific Review Committee

Advisor, NIH Medical Research Scholars Program Board

Elected Member, Assembly of Scientists

National Service

Journal reviews/editorial boards

2015-Present

2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2015-Present
2018-2019

2020-2025

2020-2025

2022-2025
2025-Present

Ad Hoc Reviewer, Biology of Blood and Marrow Transplantation/Transplantation
Cellular Therapy (3x/yr)

Ad Hoc Reviewer, Blood (4x/yr)

Ad Hoc Reviewer, Blood Cancer Discovery (1x/yr)

Ad Hoc Reviewer, Blood Advances (3x/yr)

Ad Hoc Reviewer, Cancer Discovery (1x/yr)

Ad Hoc Reviewer, Cytotherapy (1x/yr)

Ad Hoc Reviewer, Journal of Immunotherapy of Cancer (1x/yr)

Ad Hoc Reviewer, Leukemia (1x/yr)

Ad Hoc Reviewer, Molecular Therapy (1x/yr)

Ad Hoc Reviewer, Nature Medicine (1x/yr)

Ad Hoc Reviewer, New England Journal of Medicine (1x/yr)

Ad Hoc Reviewer, Pediatric Blood and Cancer (1x/yr)

Editorial Board Member, Advances in Cell and Gene Therapy

Associate Editor (Immune Cell Therapies and Immune Cell Engineering Section),
Journal for ImmunoTherapy of Cancer

Associate Editor (Cancer Immunity and Immunotherapy Section), Frontiers in
Immunology

Associate Editor, Blood Cancer Discovery

Editor-in-Chief, Pediatric, Adolescent, Young Adult Cancer (American Cancer Society
journal)

Professional Society Roles

2012-Present
2012-2025

2014-Present

2015-2016
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Member, Therapeutic Advances in Childhood Leukemia & Lymphoma (TACL)
Protocol Chair, T2012-002 (A Pilot Study of Vincristine Sulfate Liposome Injection
[Marqibo®] in Combination with UK ALL R3 Induction Chemotherapy for Children,
Adolescents and Young Adults with Relapse of Acute Lymphoblastic Leukemia), TACL
Member, Oncology Strategy Committee, Pediatric Transplantation and Cellular Therapy
Consortium (PTCTC)

Member, Committee on Practice Guidelines, American Society for Transplantation and
Cellular Therapy (ASTCT)



2015-2018
2015-Present

2016-Present

2019-2022
2020-Present

2021-Present
2022-2026
2023-2026
2023-2026
2023-Present
2023-Present
2024-Present
2024-Present
2024-Present
2025-Present
2026-2029
2026-Present

Other Roles
2021-Present

2024-Present

Chair, Donor Health and Safety Working Committee, Center for International Blood and
Marrow Transplant Research (CIBMTR)

Executive Committee Member, Cellular Immunotherapy Data Resource (CIDR),
CIBMTR

Study Committee Member, AALL1621 (A Phase 2 Study of Inotuzumab Ozogamicin in
Children and Young Adults with Relapsed or Refractory CD22+ B-Acute Lymphoblastic
Leukemia [B-ALL]), COG

Member, Steering Prioritization Committee, TACL

Committee Member, Subcommittee on Emerging Gene and Cell Therapies, American
Society of Hematology (ASH)

Member, Scientific Review Committee, PTCTC

Chair, Cellular Therapeutics Strategy Group, PTCTC

Member at Large (Federal Liaison), Executive Committee, PTCTC

Director at Large, Board of Directors, ASTCT (February 2023-February 2026)
Member, Committee on Cellular Therapy, ASTCT

Member, ISCT Immuno-Gene Therapy Scientific Committee

Co-Chair, Immune Effector Cell Committee, TACL

Chair, CAR T-cell Toxicity Consortium, ASH

Member, Cell Therapy Strategy Group, COG

Education Co-Chair, ASH Annual Meeting 2027

Executive Board, Vice Chair, PTCTC

Pediatric Day Chair, PTCTC (2027)

Member, Cellular, Tissue, and Gene Therapies Advisory Committee (CTGTAC), Food
and Drug Administration (FDA)
Member, AML CAR T-cell Consortium (IMPACT)

International Service

2016-Present

2023-Present
2023-Present

2025-Present

Clinical Consultant, TATA Memorial Hospital and Indian Institute of Technology,
Mumbai, India

Scientific Advisor, ImmunoACT, Mumbai, India

Member, Immuno-Gene Therapy Scientific Committee, International Society for Cell &
Gene Therapy (ISCT)

Chair, Data Safety Monitoring Committee (CD22 CAR Trial, CLIC-2201), British
Columbia Cancer Agency, Canada

Teaching Service

Undergraduate Student Teaching [or Mentoring, or Advising]

2017-2025

2020-2025

Mentor, Summer students, Clinical research

Pediatric Oncology Branch, Center for Cancer Research, NCI Intramural
16 students—1-2 hours/week over 8-10 weeks each summer

Mentor, Post-baccalaureate students, Clinical Research

Pediatric Oncology Branch, Center for Cancer Research, NCI Intramural
2 students—2 hours/week over 2-3 years

Medical Student Teaching/Mentoring

2019-present

Nirali Shah

Research Mentor, Medical Research Scholars Program (for medical students)
Pediatric Oncology Branch, Center for Cancer Research, NCI Intramural



2013-present

7 trainees—1-2 hours/week over a 1-year period
Lecturer, Pediatric Oncology Topics (cell therapy, stem cell transplant, acute leukemia)
20 fellows—1-2 hours over a 1-year period

Resident and Fellow Teaching

2018-present

2019-present

2013-present

Advisor, Fellowship Scholarship Oversight committee

6 Pediatric or Adult Hematology/Oncology fellows — 0.5 hours/month over 2-3 years
Research Mentor, Hematology/Oncology fellows (adult and pediatric), Clinical research,
including Immunotherapy Fellowship

Pediatric Oncology Branch, Center for Cancer Research, NCI Intramural

16 trainees—1-2 hours/week over 2-5 years

Lecturer, Pediatric Oncology Topics (cell therapy, stem cell transplant, acute leukemia)
20 fellows—1-2 hours over a 1-year period

Research Activities

Led CAR T-cell and antibody therapy trials targeting CD19, CD22, and CD33 in acute leukemias

Led and supported stem cell transplant protocols in malignant hematology and primary immunodeficiency
Guided >200 CAR T-cell infusions in leukemia and solid tumors

Secured Breakthrough Therapy Designation for CD22 CAR T-cells

Identified novel CAR T-cell treatment-related inflammatory toxicities

Developed therapeutic approaches shaping the relapsed/refractory leukemia treatment landscape
Supported development for CAR T-cells in India

Clinical Trials:

Principal Investigator Roles: Prospective Clinical Trials

2011-2018

2014-2024

2014-Present

2015-2020

2017-2024

2017-Present
2017-Present

2015-2020
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A Phase I Study of NK Cell Infusion Following Allogeneic Peripheral Blood Stem Cell
Transplantation From Related or Matched Unrelated Donors in Pediatric Patients With
Hematologic Malignancies (NCT01287104)

Phase I Dose Escalation Study of Anti-CD22 Chimeric Receptor T Cells in Pediatric and
Young Adults With Recurrent or Refractory CD22-Expressing B Cell Malignancies
(NCTO02315612)

Follow-Up Evaluation for Gene-Therapy Related Delayed Adverse Events After
Participation in Pediatric Oncology Branch Clinical Trials (NCT02315599)

A Phase II Study of the Anti-CD22 Recombinant Immunotoxin Moxetumomab Pasudotox
(CAT-8015, HA22) in Children With B-lineage Acute Lymphoblastic Leukemia and
Minimal Residual Disease Prior to Allogeneic Hematopoietic Stem Cell
TransplantationNCT02338050

A Pilot Study of Vincristine Sulfate Liposome Injection (Marqibo®) in Combination With
UK ALL R3 Induction Chemotherapy for Children, Adolescents and Young Adults With
Relapse of Acute Lymphoblastic Leukemia (NCT02879643)

Leukapheresis for CAR or Adoptive Cell Therapy Manufacturing (NCT03226704)
Children's Oncology Group Phase II Study of Inotuzumab Ozogamicin in Children and
Young Adults With Relapsed or Refractory CD22+ B-Acute Lymphoblastic Leukemia
(AALL1621) (NCT02981628)

Related and Unrelated Donor Hematopoietic Stem Cell Transplant for DOCKS Deficiency
(NCT01176006)



2018-2024

2020-2025

2021-2025

2022-Present

2022-Present

2023-2025

2023-2025

2023-2025

2025-Present

2026

Phase [ Dose-Escalation Study of Anti-CD19/CD22 Bispecific Chimeric Antigen Receptor
T Cells in Children and Young Adults With Relapsed/Refractory Leukemia
(NCT03448393)

Phase 1/2 Study of Anti-CD33 Chimeric Antigen Receptor-Expressing T Cells
(CD33CART) in Children and Young Adults With Relapsed/Refractory Acute Myeloid
Leukemia (NCT03971799)

A First-In-Human, Open-Label, Multicenter Study of VOR33 in Patients With Acute
Myeloid Leukemia Who Are at High-Risk for Leukemia Relapse Following Hematopoietic
Cell Transplantation (NCT04849910)

Phase 1/2 Dose Escalation Study of CD19/CD22 Bicistronic Chimeric Antigen Receptor
(CAR) T Cells in Children and Young Adults With Recurrent or Refractory CD19/CD22-
Expressing B Cell Malignancies (NCT05442515)

A Long-Term Follow-Up Study of Patients Who Received VOR33 (NCT05309733)

Pilot Prospective Study for PET-CT Imaging in Participants With Relapsed/Refractory
Acute Leukemias (NCT05969002)

Phase 1/2 Study of Donor-Derived Anti-CD33 Chimeric Antigen Receptor Expressing T
Cells (VCAR33) in Patients With Relapsed or Refractory Acute Myeloid Leukemia After
Allogeneic Hematopoietic Cell Transplantation (NCT05984199)

An Open-Label, Multicenter Phase 2 Study Evaluating the Efficacy and Safety of CRG-
022, a CD22-Directed Autologous Chimeric Antigen Receptor (CAR) T-Cell Therapy in
Patients With Relapsed/Refractory Large B-Cell Lymphoma (FIRCE-1) (NCT05972720)

A Multicenter Study to Evaluate Next-Generation Sequencing (NGS) Testing and
Monitoring of B-Cell Recovery to Guide Management Following Chimeric Antigen
Receptor T-cell (CART) Induced Remission in Children and Young Adults with B Lineage
Acute Lymphoblastic Leukemia (NCT05621291)

Phase I Dose Escalation Study of Anti-CRLF2-R/TSLPR Chimeric Antigen Receptor T
Cells (TSLPR-CART) in Participants With Recurrent or Refractory CRLF2-R/TSLPR-
Overexpressing B-cell Acute Lymphoblastic Leukemia (B-ALL) (NCT07572136)

Principal Investigator Roles: Retrospective Studies

2018-2021

2019-2026

2021-2024

Retrospective Study of Optimal Methods of Disease Detection in Children and Young
Adults With Acute Lymphoblastic Leukemia in the Pediatric Oncology Branch
(NCT03627208)

Retrospective Study of Immunotherapy Related Toxicities and Factors Impacting
Outcomes in Children and Adults With Cancer (NCT03827343)

CAR-Multicenter Analysis (CAR-MA): Retrospective Study to Characterize CAR T-cell
Outcomes and Related Toxicities in Children and Young Adults With B-ALL
(NCT05440409)

Associate Investigator Roles

2010-Present

2012-2017

2018-2022

2022-Present

Nirali Shah

Related and Unrelated Donor Hematopoietic Stem Cell Transplant for DOCKS Deficiency
(NCTO01176006) (PI Role from years 2015-2020)

Phase I Study of T Cells Expressing an Anti-CD19 Chimeric Receptor in Children and
Young Adults With B Cell Malignancies (NCT01593696)

A Phase II Pilot Trial to Estimate Survival After a Non-Total Body Irradiation (TBI) Based
Conditioning Regimen in Patients Diagnosed With B-Acute Lymphoblastic Leukemia
(ALL) Who Are Pre-Allogeneic Hematopoietic Cell Transplantation Next-Generation
Sequencing Minimal Residual Disease Negative (NCT03509961)

A Phase I Trial of Autologous GD2-Specific Chimeric Antigen Receptor (CAR) Modified
T Lymphocytes for Children and Young Adults With Relapsed/Refractory Osteosarcoma
and Neuroblastoma (GD2-CAR PERSIST) (NCT04539366)



2022-Present  Phase I Study of Anti-CD22 CAR T-cells in Patients With Relapsed/Refractory Hairy Cell
Leukemia and Variant (NCT04815356)

2024-Present  Investigation of the Cognitive Aftereffects of Neurotoxicity in Children and Young Adults
With Relapsed/Refractory Hematologic Malignancies Who Received CAR T-cell Therapy
(NCT05237986)

2026-Present A Phase Il Study to Examine the Impact of CD22 CAR T-cells to Extend the Duration of
Remission Following Commercial CD19 CAR T-cells in Children, Adolescents, and
Adults with Relapsed/Refractory B-cell Acute Lymphoblastic Leukemia (NCT07328503)

Grant Support
Active Grants or Contracts

4/28/2019-7/31/2026

7/1/2024-6/30/2027

9/1/2026-8/31/2029

Nirali Shah

Grant #: 1 SI2 CA239912
Lasker Clinical Research Scholars Program (Si2/R00)

PIL, 50%%*
“Development of Novel Approaches to Optimize CAR T-cell Therapies
for B-cell Malignancies”
National Cancer Institute
Annual Direct Costs: $1,023,609
Total Direct Costs: $1,023,609

PI, 25%%*

“Development of Novel Immunotherapeutic Strategies for Myeloid
Malignancies”

National Cancer Institute

Annual Direct Costs: $767,708

Total Direct Costs: $767,708

PI, 25%%*

“Comprehensive Interrogatino of Toxicity Profiles Associated with
Novel CAR T-cell Constructs”

National Cancer Institute

Annual Direct Costs: $767,708

Total Direct Costs: $767,708

Grant #: HT9425-24-1-0620

Co-PI, funds will all go to St. Jude to support the trial conduct
“CONQUER: CAR T-cell long-term follow-up, quality of life and
adverse reactions.”

Department of Defense Congressionally Directed Medical Research
Program, Peer Reviewed Cancer Research Program (PRCRP) Patient
Well-Being and Survivorship Award

Annual Direct Costs: $1,284,546

Total Direct Costs: $1,284,546

Grant #: CA250473

Co-Investigator

Department of Defense, Peer Reviewed Cancer Research Program
(PRCRP) Impact Award — Clinical Trial. “Chemotherapy Induction



Regimen for Lineage Switch AML (LS-AML) or MPAL (LS-MPAL)
Post ALL-Directed Immunotherapy
Total Costs: $1,623,850

Completed Grants or Contracts*

2014-2015

2019-2022

2020-2022

2021-2025

1/312022-6/30/2024

2022-2025

2023-2025

Nirali Shah

PI

“A Phase I Study of Haploidentical Activated Natural Kiler Cells for Children,
Adolescents and Young Adults with Relapsed/Refractory Leukemia.”

Next Gen Award for Children’s Cancer Research

Children’s Cancer Foundation/Giant Food

Annual Direct Costs: $100,000

Total Direct Costs: $100,000

PI

“A Phase I/ll Clinical Trial Testing a Novel Combinatorial CD19/CD22 CART +

Checkpoint Inhibitor to Prevent Antigen Loss and Improve Durable Responses
Acute Lymphoblastic Leukemia”

Children’s Cancer Foundation/Grant Recipient:

Annual Direct Costs: $75,000

Total Direct Costs: $75,000

Co-PI (Co-PIs: Grégoire Altan-Bonnet, Naomi Taylor),
“High-dimensional dynamic profiling of CAR T-cells to optimizing
immunotherapies for B-cell leukemia/lymphoma.”

FLEX: CCR Synergy Award

Annual Direct Costs: $150,000

Total Direct Costs: $300,000

Co-PI (Funds went to the National Marrow Donor Program)

“A Phase I/l Study of CD33 CAR T-cells in children, adolescents and young
adults with relapsed/refractory AML.”

Gateway Foundation

Total Direct Costs: $800,000.

I'was the co-Pl for the clinical trial. The funds went directly to the National
Marrow Donor Program (IND Sponsor) to support conduct of the study

3 U01 CA232563-01S3

Co-PI (Co-PIs: Andrei Thomas-Tikhonenko)

“Alternative splicing of CD22 following Inotuzumab”

NIH Bench to Bedside and Back/Cancer Moonshot Supplemental
Total Direct Costs: $420,362

Co-PI (Co-PlIs: Jack Shern, Naomi Taylor),

“Identification of mechanisms resulting in CD22 modulation following CD22-
CART therapy”

FLEX: CCR Basic-Translational-Clinical Axis

Total Direct Costs: $300,000

Co-I (PIs: Naomi Taylor, Crystal Mackall)
“CAR design and manufacturing for childhood ALL”
NIH Bench to Bedside and Back/Cancer Moonshot

in

10



Total Direct Costs: $150,000
I'was a leading investigator on the study supporting the clinical development

2023-Present Co-PI (Co-PIs: Muna Qayed, Marie Bleakley; all funds will support clinical trial
implementation)
CAR-CURE Study
Peach Bowl Grant, Children’s Hospital of Atlanta
Total Direct Costs: $750,000

2024-Present Co-PI (Co-PlIs: David Stroncek, Irini Sereti, Eytan Ruppin)
“Predicting CAR T-cell toxicity and response: A bioinformatics-based approach”
NIH Director’s Challenge Innovation Award
Annual Direct Costs: $125,000
Total Direct Costs: $250,000

2022-2024 PI
“A Pilot Study Incorporating Prospective PET-CT Imaging with Peripheral
Blood Next-Generation Sequencing and Cell-Free DNA to Identify and Optimize
Outcomes of CAR T-cell Therapy in Extramedullary B-Cell Acute Lymphoblastic
Leukemia (B-ALL)”
Children’s Cancer Foundation/Grant Recipient:
Annual Direct Costs: $75,000
Total Direct Costs: $75,000

Patents, Inventions and Copyrights

None

Please note that I have received royalties from the NIH for the development of CD22 CAR T-cells for
providing materials and scope of use. (Not an inventor)

Peer-reviewed Journal Articles

Complete list of publications: https://www.ncbi.nlm.nih.gov/myncbi/nirali.shah.1/bibliography/public/

Peer-Reviewed Journal Articles

1. Rodriguez-Galindo C, Wilson MW, Haik BG, Merchant TE, Billups CA, Shah N, Cain A, Langston J,
Lipson M, Kun LE, Pratt CB. Treatment of intraocular retinoblastoma with vincristine and carboplatin.
J Clin Oncol. 2003;21:2019-25.

2. Rodriguez-Galindo C, Shah N, McCarville MB, Billups CA, Neel MN, Rao BN, Daw NC. Outcome
after local recurrence of osteosarcoma: the St. Jude Children's Research Hospital experience (1970-
2000). Cancer. 2004;100:1928-35.

3. Corey KE, Shah N, Misdraji J, Abu Dayyeh BK, Zheng H, Bhan AK, Chung RT. The effect of
angiotensin-blocking agents on liver fibrosis in patients with hepatitis C. Liver Int. 2009;29:748-53.

4. Shah NN, Bacher U, Fry T, Calvo KR, Stetler-Stevenson M, Arthur DC, Kurlander R, Baird K, Wise B,
Giralt S, Bishop M, Hardy NM, Wayne AS. Myelodysplastic syndrome after allogeneic hematopoietic
stem cell transplantation: diagnostic and therapeutic challenges. Am J Hematol. 2012;87:916-22.

5. Haso W, Lee DW, Shah NN, Stetler-Stevenson M, Yuan CM, Pastan IH, Dimitrov DS, Morgan RA,
FitzGerald DJ, Barrett DM, Wayne AS, Mackall CL, Orentas RJ. Anti-CD22-chimeric antigen
receptors targeting B-cell precursor acute lymphoblastic leukemia. Blood. 2013;121:1165-74.
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Shah NN. Demystifying Medicine Talk: “Is Leukemia Curable? Challenges and Milestones in Current
Approaches.” Bethesda, MD (NIH). https://videocast.nih.gov/summary.asp?Live=26659&bhcp=1
January 16, 2018.

Shah NN. Chronic GVHD Intramural Retreat. Talk: “GVHD in the Era of Cell and Immunotherapy.”
Bethesda, MD (NIH). February 6, 2018.

Shah NN. Cancer Autoimmunity and Immunology Meeting. Talk: “Toxicities Associated with
Adoptive Cell Transfer.” March 23, 2018

Shah NN. Advanced Oncology Education Series for Nurses: Cancer Immunotherapy Course. Talk,
“Adoptive Cell Therapy: CAR T-Cells.” April 23, 2018.

Shah NN. NIH Research Festival. Talk, “CAR-T Cell Therapy for AML.” Wednesday, September 12,
2018.

Shah NN. POB Research Seminar: “CAR-T Cell Therapy in Pediatric Leukemias: Bench to Bedside
and Back Again.” Thursday, October 11, 2018.

Shah NN. Advanced Oncology Education Series for Nurses, “Adoptive Cell Therapy: CAR T-Cells.”
November 27, 2018

Shah NN. NCI Workshop on Cell-Based Immunotherapy for Solid Tumors, “CAR T-Cell Therapy:
Going Beyond the Test Drive.” Tuesday, December 11, 2018

Shah NN. Demystifying Medicine Talk, “CAR T-Cell Therapy in Pediatric Leukemia.” Tuesday,
February 26, 2019

Shah NN. Advanced Oncology Education Series for Nurses, “Adoptive Cell Therapy: CAR T-Cells.”
Tuesday, April 30, 2019.

Shah NN. NIH Myelodysplastic Syndromes Symposium. “CAR T-Cell Therapy in Pediatric
Leukemia.” Friday, July 12, 2019.

Shah NN. AACR SU2C Monthly Meeting NCI Presentation. “HLH-like Manifestations of CD22 CAR
T-cells: More than Just Severe CRS?” Monday, March 9, 2020

Shah NN. FDA/NCI/CTEP Meeting. NIH COVID-19 Platform Trials. “Compassionate Use Study of
Tocilizumab in Cancer Patient with COVID-19” June 5, 2020

Shah NN. NIH Clinical Center Grand Rounds. “CAR T-cell Therapy in Pediatric Leukemia: Current
Status and Future Directions.” Wednesday, January 6, 2021

Shah NN. Several yearly educational conferences to NCI/NHLBI/DTM and POB. Bethesda, MD (NIH
Clinical Center)

Shah NN. MDS Symposium, “CD33 CAR T-cells” February 25, 2022NIH Clinical Center, Pediatric
Remembrance Day, Keynote speaker. March 3, 2022.

Shah NN. 2022 NCI Cancer Immunology and Immunotherapy Conference, CCR Center of Excellence
in Immunology. “CAR T-cell Therapy in Pediatric Leukemia. Current Status and Future Directions.”
September 15, 2022

Shah NN. Translational Research in Clinical Oncology (TRACO), “CAR T-cell Therapy in Pediatric
Leukemia: Current Status and Future Directions.” October 3, 2022

Shah NN. 2022 NCI Cancer Immunology and Immunotherapy Conference, CCR Center of Excellence
in Immunology. “CAR T-cell Therapy in Pediatric Leukemia. Current Status and Future Directions.”
September 15, 2022

Shah NN. Translational Research in Clinical Oncology (TRACO), “CAR T-cell Therapy in Pediatric
Leukemia: Current Status and Future Directions.” October 3, 2022
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29.

30.

31.

32.

Shah NN. Translational Research in Clinical Oncology (TRACO), “CAR T-cell Therapy in Pediatric
Leukemia: Current Status and Future Directions.” October 2023

Shah NN. Thoracic and GI Malignancies Branch Seminar, “CAR T-cells in Pediatric Leukemia:
Current Status and Future Directions.” April 2024

Shah NN. Myeloid Malignancies Monthly Seminar, “CAR T-cells for Myeloid Malignancies: So near
and yet so far.” April 3, 2024

Shah NN. Pediatric Hematology Oncology Core Lecture Series: Acute Lymphoblastic Leukemia.
August 13, 2025.

Local/Regional

1.

2.

3.

10.

11.

12.

Shah NN. Life with Cancer Organization, Family Center. Pediatric Oncology Parent Night. “Childhood
Leukemia: Past, Present and Future.” Fairfax, VA. September 24, 2013.

Shah NN. Pediatric Grand Rounds, University of Virginia, Department of Pediatrics. “Tackling Post-
Transplant Relapse, One Trial at a Time” Charlottesville, VA. September 26, 2014,

Shah NN. Children’s Cancer Foundation Research Symposia. “Immunotherapy for Childhood
Leukemia.” Landover, MD. June 1, 2016.

Shah NN. Children’s National Medical Center, Pediatric BMT Departmental Meeting. “My Love Hate
Relationship with CD22: The blood, sweat and tears of clinical research.” Washington DC. January
12,2017.

Shah NN. The Children’s Cancer Foundation, Inc. 4™ Annual Research Symposium: Solving
Childhood Cancer through Collaboration. “Phase [ CD22 CAR T-Cell Trial Updates.” Landover, MD.
June 5, 2019.

Shah NN. Food and Drug Administration (FDA); Center for Drug Evaluation and Research (CDER);
Pediatric Subcommittee of the Oncologic Drugs Advisory Committee (pedsODAC) Meeting. June 20,
2019

Shah NN. Walter Reed Systems Pediatric Hematology/Oncology Speaker. “CAR T-cell trials in the
Pediatric Oncology Branch.” (Virtual) Friday, July 24, 2020

Shah NN. Children’s National Medical Center, Pediatric Hematology/Oncology Grand Rounds. “CAR
T-cell Associated HLH.” October 1, 2020.

Shah NN. Pediatric Specialists of Virginia at INOVA Schar Cancer Institute Journal Club. “CAR T-
cell Therapy in Pediatric Leukemia: Current Status and Future Directions.” Tuesday, January 19, 2021
Shah NN. FDA Speaker Series-American Society of Hematology. “CAR T-cell Trials for
Hematologic Malignancies in Children and the AYA Population” November 1, 2022

Shah NN. Lymphoma Research Foundation. “Minimal residual disease in pediatric B-ALL”
Arlington, VA. September 20, 2023.

Shah NN. University of Maryland Pediatrics Grand Rounds. “The future of cell and gene therapy:
lessons learned from the experience with CAR T-cells in B-cell malignancies.” May 8, 2025

National

13.

14.

15.

Shah NN. National Marrow Donor Program Council Meeting. “Treating Disease Relapse after
Allogeneic HSCT Transplantation: Antibody and other Immunotherapeutic Approaches to Treat Post-
HSCT Relapse.” Friday, Minneapolis, MN. November 7, 2014.

Shah NN. Children’s Hospital of Philadelphia, Division of Pediatric Hematology/Oncology and
Transplantation. Departmental Meeting. “Vasculopathy, Infection and Cancer: A Role for
Transplantation.” Philadelphia, PA. May 13, 2015.

Shah NN. Society of Adolescent and Young Adult Oncology: From Pediatric to Adult Acute
Lymphoblastic Leukemia: A Common Strategy for Cure. “Margibo® in Acute Lymphoblastic
Leukemia.” Los Angeles, CA Monday, October 26, 2015.
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16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

Shah NN. Pediatric Blood and Marrow Transplant Consortium/American Society of Pediatric
Hematology Oncology—Plenary Session: Advances in Stem Cell Therapy for Pediatric ALL.
“Bridging Therapy Prior to BMT for ALL.” Minneapolis, MN. May 11, 2016.
Shah NN. Children’s Oncology Group: Novel Therapies for Relapsed ALL. “CD22 Antigen
Expression.” Wednesday, Atlanta, GA. September 14, 2016.
Shah NN. ISBioTech 7™ Spring Meeting. “Lessons Learned with CAR T-Cell Therapies for Acute
Lymphoblastic Leukemia.” Washington DC. March 6, 2017.
Shah NN. Children’s Oncology Group, Spring Meeting. “Targeting CD33 and CD123 for AML CAR.”
March 29, 2017.
Shah NN. American Society of Clinical Oncology, Abstract Discussant. “Expanding CAR-T Cells for
Extramedullary Disease.”. Chicago, IL Saturday, June 3, 2017
Shah NN. FAES-CAR Technology Course. Talk, “Current Clinical Applications and Considerations
of CAR-T Cell Therapy.” March 16, 2018.
Shah NN. Translational Science 2018 Conference, “Top 10 Clinical Achievement Award,” Talk, “New
CAR Therapy for Relapsed Leukemia Patients.” April 20, 2018.
Shah NN. 4™ International Workshop, Biology, Prevention, Treatment of Relapse After Allogeneic
Hematopoietic Stem Cell Transplantation. Steering Committee, Session Head, Invited Speaker.
Chicago, IL. September 21-22, 2018.

a. Novel Therapies as a Bridge to HSCT and Maintenance Therapy post-HSCT in ALL

b. Relapse post CAR-T Cell Therapy
Shah NN. “Multispecific CAR-T Cell Targeting in ALL: What Does the Future Hold?” Society for
Adolescent and Young Adult Oncology Conference, From Pediatric to Adult Acute Lymphoblastic
Leukemia: The Age of Cellular Therapy. Newport Beach, California. November 5, 2018.
Shah NN. Memorial Sloan Kettering Cancer Center: Clinical Application of CAR T-Cells. “CAR T-
cell Therapy: Workflow Challenges and Optimal Timing for Delivery” New York, New York. March
14-15, 2019.
Shah NN. American Association of Cancer Research: Advances in Organ Site Research, Emerging
Immunotherapies for Childhood Cancer. “The Evolving Landscape of CAR T-Cell Based
Immunotherapy in Hematologic Malignancies.” Atlanta, GA. Monday, April 1, 2019.
Shah NN. American Society for Transplantation and Cellular Therapy. Consensus Conference on
Management of T-cell Therapy Toxicities. Silver Spring, MD. Tuesday, July 30, 2019
Shah NN. University Hospitals: Cleveland Medical Center, Division of Pediatric
Hematology/Oncology. Invited Speaker. “CAR T-Cell Therapy: Beyond CD19 Targeting.” Cleveland,
OH. Friday, July 19, 2019.
Shah NN. Children’s Mercy Hospital, Visiting Professor, Division of Pediatric Hematology/ Oncology.
“CAR T-Cell Therapy: Beyond CD19 Targeting.” Kansas City, MO. Tuesday, July 23, 2019.
Shah NN. Society of Hematology Oncology, (SOHO), “CAR-T Therapy for ALL: Moving Beyond
Single Agent Targeting.” Houston, TX. Thursday, September 12, 2019.
Shah NN. First International Workshop on CAR-T (iWCAR), “Mechanisms of Resistance to CAR T-
cells.” Session Chair. Miami, FL.. Sunday, October 13, 2019.
Shah NN. Stanford Cancer Cell Therapy and Blood and Marrow Transplant Symposium: Update on
Current Advances in BMT and Cancer Cell Therapy. Update on CD22 CAR T-cells for B-ALL.
Stanford, CA. April 2, 2020
Shah NN. CARTOX Program Seminar Speaker. MD Anderson. “HLH-like Manifestations of CD22
CAR T-cells: More than just Severe CRS?” Houston, TX (Virtual) Friday, May 1, 2020.
Shah NN. Seventh Annual Pediatric Cancer Symposium: Exploring Imunotherapy in Pediatric
Cancers. Children’s Hospital of Wisconsin MACC Fun Center for Cancer and Blood Disorders. “CAR
T-cell therapy: Going beyond CD19.” (Rescheduled due to COVID)
Shah NN. 8" Annual Translational Workshop on Hematologic Malignancies: Transforming Therapy
in Blood Cancers. “CAR T-cells in Pediatric ALL: Current Status and Future Directions.” (Virtual)
Friday, October 16, 2020
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36.

37.

38.

39.

40.

41.

42.

43.
44,

45.

46.

47.

48.

49.
50.

S1.

52.

53.

54.

55.

56.

57.

58.

59.

60.

Shah NN. American Society of Hematology (ASH) Workshop on Developing Biomarkers for CAR T-
cells and BiTES Toxicity and Efficacy. October 7, 2020

Shah NN. Massachusetts General Hospital, Internal Medicine and Pediatrics Grand Rounds. “CAR T-
cell Therapy in Pediatric Leukemia: Current Status and Future Directions.” Thursday, April 29, 2021
Shah NN. Cellicon Valley ’21: Future of cell and gene therapies. “Long-term toxicities,
hypogammaglobulinemia, cytopenias and infection risks.” Thursday, May 6, 2021

Shah NN. Baylor College of Medicine, Texas Children’s Hospital. Pediatric Hematology/Oncology
Research Seminar Series. “CAR T-cell therapy: Beyond CD19.” Thursday, May 6, 2021

Shah NN. Children’s Wisconsin, Northwest Mutual Foundation, Pediatric Cancer Symposium:
Exploring Immunotherapy in Pediatric Cancers. “CAR T-cell therapy: Beyond CD19.” Wednesday,
May 12, 2021 A.C. Camargo Cancer Center’s 5™ Next Frontiers to Cure Cancer 2021. “CAR T-cell
therapy: Beyond CD19.” Saturday, June 26, 2021

Shah NN. Transplantation Meeting. “CAR T-cell therapy: Beyond CD19.” Thursday, August 26,
2021

Shah NN. Mayo Clinic Updates in CAR T-cell Therapy 2021. “CAR T-cell therapy: Beyond CD19.”
Thursday, August 26, 2021

Shah NN. Blood Cancer Discovery, Webinar, CAR T-cell manufacturing. September 27, 2021

Shah NN. Pediatric Transplantation and Cell Therapy Fall Meeting: CAR T-cell Late effects and
CD33 CAR T-cell updates. September 27, 2021

Shah NN. St. Jude Children’s Research Hospital, Research Seminar. “CAR T-cells: Beyond CD19.”
September 29, 2021

Shah NN. Infectious Disease (ID) Week. “Novel cell and immunotherapies: how do they work and
effect on immunotherapy.” Saturday, October 2, 2021

Shah NN. Society of ImmunoTherapy of Cancer: Bispecific T cell engagers virtual workshop. “CRS
and neurotoxicity: Lessons learned from CAR T-cells.” October 1, 2021

Shah NN. National Marrow Donor Program: Mid-Atlantic Virtual Roundtable. “CAR-T for pediatric
patients with B-ALL: Complement or cure?” November 3, 2021.

Shah NN. AcCELLerate Forum Virtual Workshop. “CAR T-cells and HLH.” November 19, 2021
Shah NN. Johns Hopkins Hospital/Sidney Kimmel Comprehensive Cancer Center Oncology Grand
Rounds. “CAR T-cells in Hematologic Malignancies: Beyond CD19.” December 10, 2021

Shah NN. Caring Cross, Monthly Seminar. “Current Challenges in CD19 CAR T-cells for Pediatric
ALL: Implications for the Global Community.” January 21, 2022.

Shah NN. Medical College of Wisconsin, Hematology & Oncology Grand Rounds. “CAR T-cells and
Pediatric ALL: Where do we go from here?” January 13, 2022.

Shah NN. Histiocyte Society Invited Talk. “The Yin and Yang of HLH and T-cell engaging
Therapies: CAR T-cell associated HLH.” February 10, 2022

Shah NN. Memorial Sloan Kettering Cancer Center, Grand Rounds. “CAR T-cell associated HLH
(CarHLH)” March &, 2022.

Shah NN. Pediatric Acute Lung Injury & Sepsis Investigators Network (PALISI), Hematopoietic
Cell Transplant-Comorbidities Subgroup Meeting. “CAR-HLH” March 28, 2022.

Shah NN. UCSF Pediatric Malignancies Meeting, Advances in Immunotherapy and CAR-T cell
therapy. “CAR T-cells and Pediatric Leukemia: Where do we go from here?” March 23, 2022.

Shah NN. Children’s Oncology Group, HSCT and Cell Therapy Committee, Spring Meeting. “CAR
T-cells and Pediatric ALL: Next0Gen Approaches.” April 5, 2022,

Shah NN. American Society of Transplantation and Cellular Therapy/CIBMTR Tandem Annual
Meeting, Advanced Practice Provider. “CAR T-cells and Pediatric ALL: Updates and Future
Directions.” April 23, 2022.

Shah NN. American Society of Transplantation and Cellular Therapy/CIBMTR Tandem Annual
Meeting, Pediatrics Day. “Treatment of Post CAR T-cell Relapse.” April 25, 2022.

Shah NN. American Society of Transplantation and Cellular Therapy/CIBMTR Tandem Annual
Meeting, Pediatrics Day. “Meet-the-Professor” April 25, 2022.
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61.

62.

63.

64.

65.

66.

67.

68.
69.

70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

81.
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Shah NN. American Society of Pediatric Hematology Oncology, Workshop. “AML Directed CAR T-
cells: The Next Frontier.” May 5, 2022
Shah NN. Women in Lymphoma, WiLing Wednesdays. “Mechanism of Resistance to CAR T-cells.”
May 11, 2022.
Shah NN. American Society of Gene and Cell Therapy, Pre-Meeting: Immune Effectors Cell
Therapies Workshop. “CarHLH—An Initially Overlooked Complication of CAR T-cell Therapy.”
May 15, 2022
Shah NN. 8" Conference on Cell Therapy and Regenerative Medicine, Midwest Stem Cell Therapy
Center. “CD19 CAR T-cells and Pediatric ALL: Current Status and Future Directions.” September
16, 2022.
Shah NN. SITC 38" Annual Meeting. Immune therapy toxicities, evolving frontiers. “Immune
effector cell associated HLH-like syndrome.” San Diego, CA November 4, 2023.
Shah NN. PALISI (Pediatric Acute Lung Injury and Sepsis) HCT-CI Subgroup. “CAR T-cells and
HLH” September 19, 2022
10™ Annual Translational Workshop on Hematologic Malignancies. “Extramedullary Disease and
Response to CAR T-cells.” September 22, 2022
PI-DDN, “HLH-like complications of CAR T-cell Therapy.” October 26, 2022
Shah NN. National Marrow Donor Program, the ONE Forum. “The Role of CAR T-cell Therapy in
Pediatric Patients.” November 5, 2022
Shah NN. American Society of Hematology Annual Meeting. Education Program Speaker. “Long
term follow up of CD19-CAR T-cell Therapy in Children and Young Adults with B-ALL.” San Diego,
CA
Shah NN. Society for Immunotherapy in Cancer, Winter School. Faculty Speaker.
“Immunotherapeutic Strategy: Adoptive Cell Therapy.” January 17, 2023
Shah NN. Memorial Sloan Kettering Pediatric Grand Rounds, “CAR T-cells: Prevention and
Treatment of Relapse.” January 26, 2023
Shah NN. Keystone Symposia, Emerging Cellular Therapies at the Forefront of Cancer
Immunotherapy. “CAR T-cells in pediatric B-cell ALL: Reflections on the past decade.” January 30,
2023
Shah NN. 2023 Tandem Meetings: Transplantation and Cellular Meetings of ASTCT and CIBMTR.
Orlando FL. February 15-19, 2023

a. “HLH-like Toxicities and CAR T-cells, Nursing Track, Friday, February 17, 2023

b. “Delayed Hematopoietic recovery in a Pediatric Patient Undergoing CAR T-cell Therapy”.

Saturday, February 18, 2023

Shah NN. ASH Summit on Immunotherapies for Hematologic Diseases, “Mechanism of Resistance
to CAR T-cell Immunotherapy: Relapse Associated with Late Immunotherapy Failure.” Washington
DC. March 2-3, 2023.
Shah NN. Pediatric Onco-Critical Care Conference, “HLH-like Cytokine Release Syndrome.” St.
Jude Children’s Research Hospital, Memphis, TN. April 19-20, 2023.
Shah NN. Children’s Hospital Los Angeles, Hematology Grand Rounds. “CAR T-cells: a Decade in
Review.” Los Angeles, CA. Wednesday, May 17, 2023.
Shah NN. American Society of Clinical Oncology. “CAR T-Related Toxicities: Everything
Clinicians Need to know. “Perspective on cytopenias and HLH: Management in Patents with
Hematologic Malignancies.” Chicago, IL. June 5, 2023.
Shah NN. SITC Advances in Clinical Immunotherapy. “CD19 CAR T-cells in children and young
adults with B-ALL.” Washington DC. August 17, 2023,
Shah NN. Children’s Oncology Group Annual Meeting. “CAR T-cell related multicenter
collaborations.” Atlanta, GA. September 6, 2023.
Shah NN. LUPUS2023. Keynote speaker. “CD19 CAR T-cells: Current status and future directions.”
Naples, FL. September 30, 2023.
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82.

3.

84.

85.

86.

87.

88.

89.

90.

91.

92.

93.

94.

95.

96.

97.

98.

99.

Shah NN. AML CAR T-cell workshop. “CD33 CAR T-cells in children and young adults with
relapsed/refractory AML” St. Jude Children’s Hospital. Memphis, TN. September 25, 2023.

Shah NN. SITC 38" Annual Meeting. Immune therapy toxicities, evolving frontiers. “Immune
effector cell associated HLH-like syndrome.” San Diego, CA. November 4, 2023.

Shah NN. Updates in Cancer Novel Immunotherapies 2023. Mayo Clinic. “Post CAR T-cell
Transplant in B-ALL” Rochester, MN. October 6, 2023.

Shah NN. Pediatric Immunotherapy-Discovery and Development Network Presentation, “/mmune
effector cell associated HLH-like syndrome.” (Virtual) January 12, 2024

Shah NN. Columbia University, Department of Hematology/Oncology Grand Rounds, “CAR T-cells

for long-term cure in B-ALL” (Virtual) February 14, 2024

Shah NN. ASTCT & CIBMTR Tandem Meetings February 2024

a. APP Track: How I treat refractory cytokine release syndrome and ICANS

b. Scientific Concurrent Sessions: Implications of sequential targeting and biomarker informed

risk stratification

Shah NN. ASPHO American Society of Pediatric Hematology/Oncology Frank A. Oski Memorial
Lectureship, Seattle, WA. “The CAR T-cell Way: The quintessential embodiment of team science.”
April 5,2024
Shah NN. Cellular Immunotherapy in Pediatric Oncology, St. Jude Children’s Research Hospital,
Memphis, TN. “dpproaches to extending durable remissions following CAR T-cells.” June 2024
Shah NN. Histiocyte Society Webinar. “Immune effector cell-associated HLH-like syndrome (IEC-
HS).” June, 6, 2024
Shah NN. Emil J Freireich Leukemia Hematology Grand Rounds, MD Anderson Cancer Center.
“Two is better than one? Challenges in combinatorial antigen CAR T-cell targeting in B-ALL.” July
10, 2024.
Shah NN. Stanford Pediatric Hematology/Oncology Bass Center Grand Rounds. “Immune Effector
Cell-associated HLH-like Syndrome.” Thursday, October 24, 2024
Shah NN. Division of Hematology/Oncology Rounds, Hospital for Sick Children (SickKids),
Toronto. “Post CAR T-cell cytokine release syndrome and HLH-like syndrome.” Thursday, October
24,2024
Shah NN. University of Colorado Cancer Center Symposium Series. Aurora, CO. “Two is Better than
One? Challenges and Future Directions in Combinatorial CAR T-cell Targeting in B-ALL.” Visiting
professor. Tuesday, October 29, 2024
Shah NN. Cleveland Clinic Children’s Lecture Series. Cleveland, OH. “Two is Better than One?
Challenges and Future Directions in Combinatorial CAR T-cell Targeting in B-ALL.” Visiting
professor. Tuesday, December 3, 2024
Shah NN. AACR Special Conference in Cancer Research Acute Lymphoblastic Leukemia, San
Diego. “Cellular therapies in ALL.” Saturday, March 8, 2025—Meeting cancelled
Shah NN. Children’s Hospital of Philadelphia Research Institute, Normal and Malignant
Hematopoiesis Research Affinity Group. Children’s Hospital of Philadelphia, Philadelphia, PA.
“CAR T-cells in AML.” Monday, March 10, 2025
Shah NN. Hemophagocytic Lymphohistiocytosis (HLH) Across Pediatric Specialties: Spotlight on
Immune Effector Cell HLH Like Syndrome. Keynote Speaker. Duke University, Raleigh, NC.
“Immune effector cell associated HLH-like syndrome.” Thursday, March 13, 2025.
Shah NN. City of Hope Children’s Cancer Center Speaker Series. “The evolving paradigm of antigen
modulation following immunotherapy.” Thursday, March 27, 2025

100.Shah NN. Acute Leukemia Research and Care Network (ALRCaN) Resonance Lecture Series: “Two

is better than one? Challenges in combinatorial antigen CAR T-cell targeting in B-ALL.” September
5,2025.

101.Shah NN. 3" International AML CAR Workshop. “CD33 CAR T-cells” and “Project EVOLVE and
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102.Shah NN. Therapeutic Advances in Childhood Leukemia & Lymphoma. “Immune effector cell
working group updates.” Sunday, November 9, 2025.

103.Shah NN. Pediatric Hematology, Oncology and Stem Cell Transplantation Grand Round Series at
Maria Fareri Children’s Hospital at New York Medical College. “Two is better than one? Challenges
in combinatorial antigen CAR T-cell targeting in B-ALL.” December 11, 2025.

104.Shah NN. Translational Research Cancer Centers Consortium (TRCCC) Plenary Presentation.
“Bedside to Bench: The role of the bedside clinician in investigating novel CAR T-cell toxicities.”
February 25, 2026.

International

105.Shah NN. 2015-Innovative Therapies for Children with Cancer (ITCC)/International BFM/Therapeutic
Advances in Childhood Leukemia & Lymphoma (TACL) International Meeting. “Marqgibo® in Acute
Lymphoblastic Leukemia.” Toronto, Canada. Monday, October 19, 2015.

106.Shah NN. 1* Immuno-Oncology Society of India Congress, 2019. Immunotherapies in Cancer:
Challenge in translating from bench to bedside. Tata Memorial Centre (TMC) Mumbai. “CAR T-Cell
Therapy in ALL: Challenges and Future Directions.” Mumbai, India. March 15-17, 2019.

107.Shah NN. Therapeutic Advances in Childhood Leukemia and Lymphoma: Investigators Conference.
BC Children’s Hospital and Research Institute. “Updates on Protocol T2012-002, A Pilot Study of
Vincristine Sulfate Liposome Injection (Marqibo®) in Combination with UK ALL R3 Induction
Chemotherapy for Children, Adolescents and Young Adults with Relapse of Acute Lymphoblastic
Leukemia.” Vancouver, BC. April 7-9, 2019.

108.Shah NN. XIII International Society of Paediatric Oncology ASIA Conference 2020. “The Emerging
Role and Future Directions of CAR T-cell Therapies.” (Cancelled-COVID19). Mumbai, India Friday,
March 27, 2020

109.Shah NN. European Society for Blood and Marrow Transplantation (EBMT)/American Society for
Transplantation and Cellular Therapy (ASTCT) Joint Webinar: Treatment Options of COVID19
Patients with a Focus on Stem Cell Transplant. “CAR T-Cells and COVID-19” Tuesday, May 26, 2020

110.Shah NN. 5" International Conference on Immunotherapy in Pediatric Oncology (CIPO2020):
Expanding the Therapeutic Potential of Immunotherapy in Pediatric Oncology. “CD22 CAR T-cells in
the Clinic” (Rescheduled due to COVID19) Friday, September 25, 2020

111.Shah NN. Immuno-Oncology Society of India, 2" Annual Congress 2020, “Immuno-Oncology
towards 2021: Reboot, Resolve and Evolve.” Invited as a Keynote Speaker, “CAR T-cells: Beyond
CD19.” October 31, 2020

112.Shah NN. Programme Preparatory Call: Paediatric Strategy Forum on Medicinal Product Development
of CAR T-cells children. “CAR T-cell Therapy in Pediatric ALL: Considerations and Future
Directions.” Friday, December 18, 2020

113.Shah NN. Societe Internationale D’oncologie Pediatrique (SIOP)-ASIA 2021. Mumbai, India. “The
Emerging Role and Future Direction of CAR T-cell Therapies.” Friday, March 19, 2021

114.Shah NN. 3" International Workshop on CAR-T. “Approaches to Dual Targeting with CARTSs.”
Wednesday, April 21, 2021.

115.Shah NN. ACCELERATE: Innovation for Children and Adolescents with Cancer, in collaboration
with the European Medicines Agency with participation of the US Food and Drug Administration.
Paediatric Strategy Forum for Medicinal Product Development of CAR T-cells in children. “Alternate
Targets for B-Cell ALL.” May 25, 2021

116.Shah NN. TATA Memorial Hospital “CAR T-cell Therapy in Pediatric Leukemia: Current Status and
Future Directions.” Saturday, July 17, 2021

117.Shah NN. International Congress of BMT 2021, 26™ Annual Congress of Korean Society of Blood
and Marrow Transplantation Meeting. “CAR T-cell therapy: Beyond CD19.” Thursday, August 26,
2021
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118.Shah NN. 6™ Annual Congress on Controversies in Stem Cell Transplantation and Cellular Therapies
(COSTEM). “Controversy: Are dual CAR T-cells more effective?”” October 24, 2021

119.Shah NN. International Workshop on CAR-T and Immunotherapies (iwCAR), 4™ International
Workshop on CAR-T, “CD22 CAR T-cells: Current Status and Future Directions.” Saturday, April
20,2022

120. Shah NN. Saudi Arabian Pediatric Hematology Oncology Society, Annual Symposium. “Treatment
of Post CAR T-cell Relapse.” May 20, 2022.

121.Shah NN. Terapias Avancadas Celulas e Gene (TACG). “Relapse after CAR T-cell failure:
Mechanisms and Management.” August 6, 2022

122.Shah NN. Annual Meeting, Histiocyte Society. “CAR T-cells and HLH” September 18, 2022.

123.Shah NN. TATA Memorial Hospital. “CAR T-cell Trials for Hematologic Malignancies in Children
and the AYA Population” November 25, 2022

124.Shah NN. Series on Advancements in Cell Therapy, CAR T & Cell Therapy Centre (CTCTC), Tata
Memorial Hospital. “CAR T-cell Therapy: Factors Affecting Clinical Outcomes in B-Cell
Malignancies.” Mumbai, India (Virtual). January 6, 2023,

125.Shah NN. Westhafen Intercontinental Group, “Evaluation of Lineage Switch” Paris, France. April
22-23,2023.

126.Shah NN. 3" International Symposium on Biology, Prevention and Treatment of Toxicities After
Transplantation and Cellular Therapy. “Immune effector cell associated HLH-like syndrome.”
Memorial Sloan Kettering Cancer Center, New York. Friday, April 28, 2023.

127.Shah NN. International Society Cell & Gene Therapy North American Regional Meeting. Plenary
Speaker. “Peri-CAR T-cell risk factors: Optimizing durable remissions in B-ALL.” Houston, TX.
September 9, 2023.

128.Shah NN. Series on Advancements in Cell Therapy “CAR T-cells for Myeloid Malignancies: So near
and yet so far.” Mumbai, India. February 3, 2024,

129.Shah NN. 6" International workshop on CAR-T and Immunotherapies (iwCAR-T),

a. CAR T-cells and Pediatric Access, “CAR-pooling: Innovative strategies in pediatric CAR T-
cell development.” April 20, 2024
b. “CAR T-cells and pediatric AML,” April 21, 2024

130.Shah NN. 9" Annual Cell and Gene Therapy Symposium, Centre for Stem Cell Research, Christian
Medical College, Vellore, Tamil Nadu, India. “CAR T-cell induced T-cell Malignancies.” Friday,
August 2, 2024

131.Shah NN. Indian Society for Blood & Marrow Transplantation. “CAR T-cell Therapy for Acute
Lymphoblastic Leukemia.” Wednesday, February 5", 2025. —Unable to present due to restrictions on
federal employee communications.

132.Shah NN. EBMT (European Society for Blood and Marrow Transplantation), 51% Annual Meeting.
Florence, Italy. “Relapse in acute leukemia”. Monday, March 31, 2025—Unable to present due to
restrictions on federal employment travel

133. Shah NN. Cole Foundation, Research Celebration Day, 18" year. “CAR T-cell Therapy in
Adolescent and Young Adults: 2025 and Beyond!” May 2, 2025

134. Shah NN. Asia Pacific Vaccine and Immunotherapy Conngress, APVIC 2025. Brisbane, Australia.
“Advances in CAR T-cell therapy in B-ALL.” May 20-22, 2025

135.Shah NN. Pediatric Immuno-Oncology Forum, Queensland Children’s Hospital. “Limitations of CAR
T-cell therapy in pediatric leukemia.” May 22, 2025

136.Shah NN. 3™ Australian Paediatric Immunotherapy Conference. “Two is better than one? Challenges
in combinatorial antigen CAR T-cell targeting in B-ALL.” May 23, 2025

137.Shah NN. 9" French International symposium, ‘CAR T Day 2025.” “CAR T-cells in Pediatric
Cancer.” September 12, 2025

Planned meetings (future):
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L.

iwCAR 2026, Invited speaker. April 25, 2026

Meeting Organizer or Chair:

Future:

Pediatric Transplantation and Cell Therapy Pediatric Day Annual Tandem Meeting Chair, February
2028
American Society of Hematology Annual Meeting Education Co-Chair, December 2027

Completed:

L.

10.
11.
12.
13.
14.

15.

16.

17.

18.

Minor Donor Ethics Conference, Co-Sponsored by CCR-Pediatric Oncology Branch and the Pediatric
Blood and Marrow Transplant Consortium. “Children as Stem Cell Donors in Research: When is it
Ethical? When is it approvable?” Program Chair. March 13, 2015

4™ International Workshop, Biology, Prevention, Treatment of Relapse After Allogeneic
Hematopoietic Stem Cell Transplantation. Steering Committee, Session Head, Invited Speaker.
September 21-22, 2018. Chicago, IL

American Course on Drug Development and Regulatory Sciences-NIH Workshop: Cell-Based
Immunotherapy: From Bench to Bedside and Beyond. Chair, Session 4: Challenges and Opportunities
in Clinical Studies.

5™ International Workshop on the Biology, Prevent, and Treatment of Relapsed After Allogeneic
Hematopoietic Stem Cell Transplantation. Session Chair. October 2020, New York, New York
(Rescheduled to October 2021 due to COVID19)

CAR T-cell Therapy: Beyond the Storm, Thursday, May 14, 2020. Conference Chair and Organizer.
Bethesda, MD. https://ncifrederick.cancer.gov/events/conferences/car-t-cell-therapy-beyond-storm
American Society of Transplantation and Cellular Therapy/CIBMTR, Pediatrics Day. Session Chair:
“CAR T-cell therapy: Real World Topics” April 25, 2022.

American Society of Pediatric Hematology Oncology, Workshop Chair. “Challenges of AML CAR
T-cell Therapy in Children and Young Adults.” May 5, 2022

Investigations in Myeloid neoPlasms and Acute lymphoblastic leukemia in Children with Trisomy
21. (IMPACT21) Conference Chair and Organizer. Tuesday, May 10, 2022.
https://ncifrederick.cancer.gov/events/conferences/impact21

ASTCT AcCELLerate Forum, Chair for “Toxicities” Thursday, November 17-Friday, November 18,
2022.

American Society of Hematology, Annual Meetings, Scientific Workshop Chair. “Bedside to Bench:
Dissecting Emergent CAR T-cell Toxicities Beyond CRS and ICANS.” Friday, December 9, 2022
ASTCT-CIBMTR Annual Meetings, Oral Abstract Session Chair. Wednesday, February 15, 2023
Insights in Pediatric CAR T-cell Immunotherapy: Recent Advances and Future Directions
(INSPIRED) Symposium, Meeting organized and Chair. Wednesday, March 1, 2023.
https://ncifrederick.cancer.gov/events/conferences/INSPIRED2023

ASGCT CAR T-cell and Immune Effectors Workshop, Chair. Tuesday, May 16, 2023

SITC Advances in Cancer Immunotherapy Workshop: Co-Chair, Cell therapies and T-cell engagers
workshop. August 17, 2023

Accelerate innovation for children and adolescents with cancer. Hybrid models for development of
CAR T-cells in children and adolescents with malignancy: Relative roles of academia and industry,
Co-Chair. September 22, 2023.

2023 AcCELLerate Forum: Creating a sustainable ecosystem of cell and gene therapy. Co-Chair,
Emergent toxicities and management thereof. October 2-3, 2023.

International Society for Cell & Gene Therapy and the American Society for Transplantation and
Cellular Therapy, Cellular Therapy Training Course. Invited faculty and planning committee
member. October 23-27, 2023

DMV Cell and Gene Therapy Forum, Planning Committee, November 2, 2023
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19. Relapse after HSCT Workshop, Steering Committee Member and Session Chair, November 10-11
2023
20. ASTCT and CIBMTR Tandem Meetings,

o Pediatric Track Chair, Late effects after CAR T-cell therapy: A new paradigm. February 21,

2024
o Scientific Concurrent Session Chair: Evolving landscape for treatment of B-ALL
21. INSPIRED (Insights in Pediatric CAR T-cell Immunotherapy: Recent Advances and Future
Directions) Symposium, Conference organizer. September 2025
22. Relapse after HSCT Workshop, Steering Committee Member and Session Chair, November 2025
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