
Meet-the-Expert Webinar:
Careers In Government

Monday, December 7, 2020
2:00-3:00 p.m. ET



Webinar Agenda
2:00-2:10 p.m. ET Overview: Welcome and Introductions

2:10-2:25 p.m. ET Presentation – Jennifer Gao, MD

2:25-2:40 p.m. ET Presentation – Kathryn Lurain, MD, MPH 

2:40-2:55 p.m. ET Question and Answer Session

2:55-3:00 p.m. ET Closing Remarks



How to Submit Questions
• Click the “Q&A” icon located on at the bottom of your Zoom 

control panel
• Type your question in the Q&A box, then click “Send”
• Questions will be answered in the Question & Answer session at 

the end of the webinar (as time permits)



Webinar Faculty

Chris Langsdorf –
Thermo Fisher Scientific

Jennifer Gao, MD – Food 
and Drug Administration 

Kathryn Lurain, MD, MPH 
– National Cancer Institute



Oncology 2025
A Vision For the Future
Jennifer J. Gao, MD
Associate Director for Education  

Oncology Center of Excellence

December 7, 2020



FDA Mission
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The Food and Drug Administration is responsible for protecting the public  
health by ensuring the safety, efficacy, and security of human and  
veterinary drugs, biological products, and medical devices; and by  
ensuring the safety of our nation's food supply, cosmetics, and products  
that emit radiation.

Drug and biologics must be proven safe and effective to FDA’s satisfaction  
before companies can market them in interstate commerce.

FDA does not take into account cost or payment issues.  

FDA does not regulate “practice of medicine”.



Oncology Center of Excellence
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Office of Oncologic Diseases:  
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Drug Development Lifecycle
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2019 Oncology Approvals

49
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Interagency  
Oncology Task  

Force  
Fellowship

• Eligibility: apply through  
the NCI IOTF program

• Duration: 1-2 years
• Clinical track: up to 2  

fellows per year
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Project  
Renewal



• Global collaboration

• Launched Oct 2004

• September 17, 2019: first action under Project Orbis with  
TGA (Australia) and HC (Canada)

• Utilization of RTOR and AAid programs
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Project  
Orbis



Project Community
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Project Silver

Improving the evidence  
base for treating older  
adults with cancer

 Regulatory policy
 Advocacy and outreach
 Global engagement
 Research and publications
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Project  
Patient Voice

• Pilot

• Publicly available website

• Describes patient reported,  
longitudinal, symptomatic adverse  
events

• Data collected from cancer clinical  
trials for approved drugs

• Sponsors voluntarily provide  
existing PRO data (I.e. submitted  
with NDA/BLA) for consideration
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• Develop policy/guidance
• Increase enrollment in oncology clinical trials

• Generate evidence throughout life cycle of drug (i.e.,  
pre- and post-approval)

• Foster internal and external research & policy  
collaborations

• Integrate diverse perspectives in regulatory  
activities

• Integrate across all OCE programs
20

Project Equity



Project  
Facilitate
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Academics and Publications







Careers at the National Cancer Institute

Kathryn Lurain, MD, MPH

Assistant Research Physician

HIV and AIDS Malignancy Branch

December 7, 2020

Why I love working at the Disneyland of Clinical Research
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The NIH Bethesda Campus

President Roosevelt on October 31, 1940
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The NCI Intramural Research Program

Intramural

National Cancer Institute Intramural Research Program (IRP)

DCEG

Extramural
• Grants

• Programs

• Centers

CCR
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Basic Science
Laboratories

Goal/Theme-Oriented
Programs

Clinical Research
Branches

Who is CCR?

~300 staff scientists/staff clinicians

~500 technical lab staff

~900 postdoctoral/clinical fellows

~250 postbaccalaureate/predoctoral students

~500 summer students

23 18 6

Principal Investigators in Bethesda and Frederick
238

CCR
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Our MISSION 
To improve the lives of cancer 
patients by solving important, 

challenging and neglected problems 
in cancer research, prevention and 

patient care 

Our VISION
To create the cancer medicines of 

tomorrow
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The NCI Intramural Clinical Research Program

 NIH is the largest clinical research center in the world 

 The NIH clinical center is not a regular hospital           
Dedicated to patient-intensive clinical research

and developing new approaches for prevention,
diagnosis and treatment of cancer

 Opportunity for bench-to-bedside and bedside-to-bench 
research

 Clinical training for next generations of scientists
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CCR Training for Young Clinicians & Scientists at Many Levels
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NIH Hematology-Oncology Fellowship Graduates 2020
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Examples of Groundbreaking CCR Research

 Combination chemotherapy

 Anti-retroviral therapies

 Discovery of TGFβ

 HPV vaccine development

 Early gene therapy

 Pioneering immunotherapy

 Development of immunotoxins

 Molecular classification of lymphoma and
renal cancer

 Epigenetics and chromatin biology

 Basic Immunology

 Imaging technology (SKY, UroNav)

 Laser capture microdissection

 Discovery and use of KGF (Kepivance)
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CCR Drug Approvals

Status Drug Name Drug Type Target Investigator/s Approval Date

Approved for 
marketing Avelumab Anti PD-L1 Antibody Merkel Cell Carcinoma Gulley/Schlom March 2017

Approved for 
marketing Yescarta CD19 CAR T B-Cell Lymphoma

Kochenderfer/
Rosenberg

October 2017

Approved for 
marketing Lumoxiti Anti CD22-toxin Hairy Cell Leukemia Pastan/Kreitman September 2018

Approved for 
marketing Selumetinib MEK inhibitor NF1 Widemann/Gross April 2020

Approved for 
marketing Pomalidomide Immunomodulator Kaposi Sarcoma Yarchoan May 2020

Breakthrough Therapy LN-145 TIL therapy Advanced cervical cancer Surgery Branch May 2019

Breakthrough Therapy CD22 CD22 CAR T
B-cell Acute Lymphoblastic 

Leukemia
Shah August 2019

Breakthrough Therapy MK-6482 Hypoxia-inducible
factor-2 alpha inhibitor 

von Hippel-Lindau disease-
associated renal cell carcinoma 

Linehan/
Srinivasan

July 2020 

Orphan Drug Zotiraciclib Kinase inhibitor Glioma Wu December 2019
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The story of pomalidomide in Kaposi sarcoma
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The story of pomalidomide in Kaposi sarcoma

Journal of Clinical Oncology 2000 Jul;18(13):2593-602

Blood (2011) 118 (11): 2970–2975
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The story of pomalidomide in Kaposi sarcoma
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The story of pomalidomide in Kaposi sarcoma
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The story of pomalidomide in Kaposi sarcoma
Pomalidomide combined with chemotherapy…

Immunomodulatory agents for new virus-driven cancers…Novel combination immunotherapy approaches…
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The story of pomalidomide in Kaposi sarcoma
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The NCI Intramural 
Research Program



ccr.cancer.gov



How to Submit Questions
• Click the “Q&A” icon located on at the bottom of your Zoom 

control panel
• Type your question in the Q&A box, then click “Send”
• Questions will be answered in the Question & Answer session at 

the end of the webinar (as time permits)



The Society for Immunotherapy of Cancer (SITC) Cancer 
Immunotherapy Winter School is a comprehensive cancer 
immunotherapy education program, led by experts in the field. 
Participants will improve their understanding of the core principles of 
tumor immunology and cancer immunotherapy and examine 
developing areas in the field.

Attendees are able to tailor their learning experience as the program 
offers both clinical- and research-focused tracks. In addition to 
deepening their understanding of integral facets of the field of cancer 
immunotherapy, attendees will expand their professional network, 
developing new relationships with faculty and other thought leaders 
in this intimate setting. 

Register for the Virtual 
Program at:
https://www.sitcancer.org/education/
winter-school



Career Connections
Online Job Board

The Career Connections Online Job Board 
gives job seekers the key information on 
talent seekers and the job openings they 
need to make the next step in their 
career, including:
• Search jobs by location
• Set personal notifications and 

preferences
• Learn more about talent seekers
• Directly apply for open positionssitcancer.org/careerconnections

Questions/Comments: connectED@sitcancer.org


