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Session Objectives

1. Update Frederick National Laboratory’s rapid response to 

the pandemic.

2. Show that this activity did not delay progress in 

quantitative, discovery, translational or clinical science.

3. Cite NCI and NIAID projects that exemplify federally-funded 

research and development center efforts and how we share  

our expertise with the extramural scientific community. 

4. Answer your questions.



Federally Funded Research and 
Development Center Operations

Federally-Funded Research and Development Center Contract

Task Order Portfolio:

• 5 Operational Task Orders - Benefits of services are recurring with 
annual funded appropriations.

• NCI Task Order, 3 NIAID Task Orders, 1 Lease Task Order

• 104 are Non-operational Task Orders

• 74 are in Clinical Group

• 13 are in Scientific Group

• 17 are Facility or Infrastructure Refurbishments Task Orders 

• Extensive outreach to the broader research community is through 
subcontracting.



Asymptomatic COVID Testing Program
A Case Study for Rapid Response and Partnership 

Location

Tests 

Completed

Positive 

Results

Frederick Sites 8208 18

Shady Grove 2099 2

Frederick National Laboratory has four 
asymptomatic COVID testing clinics that 
were stood up within weeks. They serve 
NIH employees and contractors.

Three clinics in Frederick and one at NCI 
Shady Grove. They monitor employees’ 
health independent of employer by daily 
health surveys and tracking of 
exposures and illnesses. 

Over 10,300 tests were performed to 
date with a positive rate of 0.2%.

Terri Bray, Dr. Kristin Komschlies, EHS, OHS, Sam Denny,  

Eric Cole, Donna Siegle, and many others at NCI and LBR



Continuity of Veterinary, Scientific and 
Clinical Services During the Pandemic
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Laboratory Animal Sciences Program (LASP)

Funding Source: NCI Office of the Director 
Supports NCI Intramural (CCR and DCEG) and 

extramural research (DCTD and DCB), NIAID, NIAMS, 
FNLCR, Interagency Agreements and cCRADAs.
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Support for NCI CAR-T Cell Trials 
With the Division of Cancer Treatment and Diagnosis (DCTD)

Dr. Ned Sharpless

Dr. James Doroshow

Dr. Kristin Komschlies

Dr. Anthony Welch

Dr. Jason Yovandich

Dr. Barry Gause

Dr. George Mitra

Joy Beveridge

Phased Clinical Trial Approach

Pediatric AML (CD33)

• Manufactured by Biopharmaceutical Development 

Program (BDP)

• Trials with National Marrow Donor Program 

(NMDP)

• Seven patients treated (5 at NCI and 2 at CHOP)

Pediatric Neuroblastoma/Osteosarcoma (GD2) 

• Manufacture at BDP 

• Open at Clinical Center and Stanford in July and 

then Children’s Immuno-Therapy Network (CITN)    

CART Gene Transfer at BDP

• Lentiviral Vector is current technology 

• CRISPR-Cas 9 knock in/out under development 

• Planned: Mesothelin-expressing cancers (hYP812-

CART): mesothelioma, ovarian, pancreatic lung 

adenocarcinoma and cholangiocarcinoma

Prodigy System



• Develop and standardize novel

serological assays and deploy them 

to the extramural community.

• Elucidate biological and mechanisms

driving innate, humoral and cellular 

responses to SARS-CoV-2.

• Discover modulators for this

immune response.

Investigator Initiated Research

• 8 U54s: Serological Sciences 

Centers of Excellence

• 13 U01s: Serological Sciences 

Research Projects

• 4 Serology Testing Capacity Building 

Centers (CBCs)

• FNL Serology Laboratory

• FNL Network Coordinating Center

SeroNet Initiative Objectives and Components

Dr. Doug Lowy
Dr. Sharpless

Dr. Kristin Komschlies
Dr. Dinah Singer
Dr. Jim Cherry
Dr. Ligia Pinto

Dr. Len Freedman
Dr. Sara Hook

and many others



Highlights from SeroNet Coordinating Centers:
Role of Frederick National Laboratory

• Manage contracts with SeroNet Serology Testing Capacity Building Centers:

Arizona State University, University of Minnesota, Mount Sinai and Feinstein

Institutes for Medical Research.

• Project Management for meetings, operations and monthly Newsletter.

• Distributed serology and viral proteins reagents, US Standard and assay

evaluation for SeroNet investigators and scientific community.

• Storage, coordination, sharing, curation and deployed Go Live for serology data

upload. Independently evaluated ~100 commercial serology tests for FDA.

• EIT team installed and implemented LIMS LabVantage system at the Frederick

National Laboratory Serology Laboratory



COVID-19 Clinical Trials with NIAID

Remdesivir international placebo-controlled trial 

hospitalized COVID-19 patients on ventilators or 

oxygen-dependent.

60 sites, 1063 cases and ~ 2 months accrual

Remdesivir +/- Baracitinib: international double-

blind randomized placebo-controlled trial of 

hospitalized COVID-19 cases on ventilators or 

oxygen-dependent.

71 sites and 1034 cases.

Completed accrual in ~1.5 months.

Remdesivir +/- LY-CoV555 Monoclonal Antibody

Randomized trial of hospitalized COVID-19 

patients +/- oxygen and steroids

31 sites, 314 untreated patients 

randomized (LY-CoV555 vs. placebo)

Emergency Use 

Authorization

FDA-approved

Emergency Use 

Authorization 

Study closure 

for futility

NIAID/DMID and CMRPD
Beth Baseler

Theresa Engel
Laura McNay

Dr. John Beigel



Democratic Republic of the Congo and 
Course of Latest Ebola Virus Outbreaks

Outbreak (Eastern DRC)

PALM I 

(n = 681)
PALM I Extension

(n = 363)

Outbreak with 3,470 cases and 

66% mortality rate
Outbreak with 130 cases with 

42% mortality rate

Transition to PALM 

Base Operations

WHO declares 

Outbreak ended

PALM Consortium: Institut National de Recherche Biomédicale • NIAID/DCR

• Leidos Biomedical Research • The Mitchell Group, • Other Multilateral Partners

Rapid research 

response began

In-country protocol training

PALM I Trial published in NEJM
Sacket Award 

Last enrollment

FDA approves 

Inmazeb (Regeneron)

FDA approves 

Ebanga (mAb114)

7/1/18 10/1/18 12/31/201/1/19 4/1/19 7/1/19 1/1/20 4/1/20 7/1/20 10/1/2010/1/19

DRC

2/7/21

Outbreak 

(Eastern 

DRC)

Outbreak 
(Equateur)

5/3/21

Outbreak with 12 cases with 

50% mortality rate
● Goma



HIV
Influenza

Filovirus 

(Ebola)

Management of Diverse Projects Related to 
Vaccine Development and Manufacturing 

Malaria

Neutralizing

monoclonal

antibody

Trimer

vaccine 
Nanoparticle 

Influenza vaccine

Monoclonal  

antibody

Bispecific 

and monoclonal 

Dr. Jason Gall, VPP
Dr. Kevin Carlton, VPP
Dr. Shanker Gupta, VRC
Dr. John Mascola, VRC 
Dr. David Lindsay, VCMP



VCMP Clinical Manufacturing Support to the 
Vaccine Research Center 

Dr. Jason Gall, VPP
Dr. Kevin Carlton, VPP
Dr. Shanker Gupta, VRC
Dr. John Mascola, VRC 
Dr. David Lindsay, VCMP
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NCI National Cryo-EM Facility: 

the First Four Years of Operations

Yellow - Cancer Projects

Red - COVID-19 Projects



NCI National Cryo-EM Facility Associated 
Publications Since April 2020

15



Frederick National Laboratory:  
Spotlighting  Extramural Collaborations

●The AIDS and Cancer Virus Program led by 
Dr. Jeff Lifson is collaborating with Dr. Louis 
Picker (OHSU) on a novel CMV-vectored AIDS 
virus vaccine that provides unique “control 
and clear” vaccine protection.

●This paper and a companion study (Malouli et 
al, Science Immunology, 2021), help to define the 
mechanism of action of the vaccine acting 
partly through novel unconventionally 
restricted (MHC-E) CD8+ T cell responses.

●This work is supported by a cCRADA through 
the NIAID funded “Consortium for Innovative 
AIDS Research in Nonhuman Primates”, led by 
Dr. Picker (OHSU), Dr. Lifson (Frederick 
National Laboratory) and Dr. Dan Barouch 
(Harvard/BIDMC/Ragon Institute). 



Frederick National Laboratory Gives Back to the 
Extramural Science and Cancer Care Community

Frederick National Laboratory as a Federally-Funded Research and 

Development Center serves the extramural community and public 

health through its science as well as its education and training efforts.

These efforts take advantage of the distinct research programs underway with the National Cancer 

Institute and the National Institute of Allergy and Infectious Diseases 



Virtual Symposium

1,792 Attendees and 126 submitted abstracts

9 Short Talks selected by peer review from abstracts 

103 posters shared for Poster Session

29 Invited Speakers, including:

● NCI Director, Dr. Ned Sharpless 

● RAS Scientific Consultant, Dr. Frank McCormick

● Keynote Speaker, Dr. Charles Swanton

Topics were RAS Biology, Structure, Therapeutics, and 

RASopathies.

Milestone FDA-approval of a KRAS G12C-targeting agent.

Dr.  Sharpless

NCI Director

Dr. Frank 

McCormick

RAS Scientific 

Consultant

Dr. Charles 

Swanton

Francis Crick 

Institute



• KRAS G12C inhibitor clinical trials

• RGS3 acts as a GAP for oncogenic 

KRAS G12C

• Resistance to KRAS G12C inhibitors

• G12C-GTP (on) inhibitors

• Structure of full-length BRAF kinase in 

complex with 14-3-3

• Combinatorial regimens for RAS-

driven cancers

• Tipifarnib therapy for HRAS head and 

neck squamous cell carcinoma

• Degradation of KRAS

• New RAS effectors in pancreatic 

cancer



Leidos Biomedical Research and Hood College 
Life Science Symposium

20

Dr. Amber Simpson; Queen’s University

Dr. Fred Streitz; Lawrence Livermore National 
Laboratory

Dr. Rachael Callcut, University of California 
San Francisco

Dr. Ron Kikinis; Brigham and Woman’s 
Hospital; Dana-Farber/Harvard Cancer Center

Dr. Robert Gillies; Moffitt Cancer Center

Dr. Michael Green; Queen’s University

Dr. FayanjuOluwadamilola “Lola”; Penn 
Medicine, University of Pennsylvania Health 

System

Dr. Ulas Bagci; University of Central Florida

Dr. Fabio Moraes; AI Kingston Health 
Sciences Centre, Queens University

Dr. Corey Arnold; University of California Los 
Angeles

Dr. Anant Madabhushi; Case Western 
Reserve University

Dr. Stephanie Harmon, National Cancer 
Institute

Dr. Thomas Fuchs, Icahn School of 
Medicine at Mount Sinai

Dr. Jonathan Green, National Institute of 
Health

Dr. Barbara Evans; University of Florida

Dr. Stephanie Russo Carroll, University of 
Arizona; Native Nations Institute

Artificial Intelligence in Cancer Research and Clinical Care: 

Turning Promise into Reality

April 26-28, 2022 - Hood College, Frederick, MD

Keynote Speaker
Dr. Keith Yamamoto

University of California San Francisco

Dr. Leonard 

Freedman

Chief Science Officer

Dr. Eric Stahlberg

Director, 

Biomedical 

Informatics & Data 

Science



International Clinical Trials Training Modules

● Introduction to Clinical Trials (Clinical Trials 101)

● Partnering with international clinical researchers

● Governance Models 

● Protocol Development

● Regulatory Approvals and Oversight

● Clinical Trials Monitoring

● Pharmacovigilance

● IT Infrastructure

● Data Management

● Cold-Chain Management

● Inventory management

● Logistics

● Clinical Laboratories

● Biorepository

● Community Engagement/Good Participatory Practices

● Data reporting

● Legal considerations

● Inspections and Audits

● Summary of Lessons Learned

Leidos Biomedical Research (Beth Baseler and CMRPD) is launching educational

modules (at no cost to the government) for extramural investigators in conduct of

international clinical trials in resource constrained and politically unstable

countries. Trainees will receive CEU or CME credit and a certificate of completion.

MODULES

Frederick National 

Laboratory deployed 

Dr. Crozier (Ebola 

survivor) to DRC in 

February 2021 at the 

request of WHO to 

combat recent 

outbreak.

Dr. Ian Crozer and Team



Conclusions

● Reviewed Frederick National Laboratory’s rapid response to 

the COVID-19 pandemic that disrupted society.

● Despite this pivot other essential science continued. 

● This did not prevent decisive discovery, quantitative biology, 

translational and clinical science. That scholarship extensively 

engages the extramural biomedical community. 

● Our public-private partnership and educational efforts seek to 

advance the public’s health.  


