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Overview of Frederick National Laboratory 
for Cancer Research

FNLCR is the only Federally Funded Research and Development Center 
(FFRDC) dedicated exclusively to biomedical research

• Proudly operated in the public interest by Leidos Biomedical Research, Inc
(formerly SAIC-Frederick) on behalf of the National Cancer Institute

Mission
Provide a unique national resource for the development of new 

technologies and the translation of basic science discoveries into novel 
agents for the prevention, diagnosis and treatment of cancer and AIDS.

Main campus located on 70 acres at Ft. 
Detrick, MD

• Leidos Biomed employees co-located with 
NCI researchers and other contractors on 
the NCI Campus at Frederick

• Additional Leidos Biomed scientists at 
Bethesda and Rockville sites
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• The FFRDC provides the NCI unique acquisition and response 
capabilities, including:
– Flexibility – due to the broad charter and use of contractor staff
– Rapid Response – new or cutting edge projects can be 

accomplished more expeditiously.
– Increased Efficiency – due to 

• broad latitude in subcontracting 
• unforeseen work can be added without additional fee,  

indirect/infrastructure cost, or  contract administration or 
oversight.

• The FFRDC designation requires FNLCR to meet the NCI’s 
rapidly changing needs that cannot be achieved as effectively
by other NCI components or through other government 
mechanisms.

FNCLR – Why an FFRDC?
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Leidos Biomedical Research, Inc.
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A wholly-owned subsidiary of Leidos Holdings, Inc., solely 
dedicated to one mission :

The staff of FNLCR are employees of Leidos Biomedical Research, Inc.



What is Leidos Holdings, Inc.?

5



Interplay beween Leidos Biomedical 
Research and our Corporate Parent
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NCI  
$381 M 

Non-NCI  
$137 M 

Appropriated 
$299 M 

Stimulus,  
$81 M 
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$71 M 

OTS
Operating

Costs 
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FNLCR OTS Contract
Show me the money…

• Individual Divisions, Offices, and Centers decide how much of their budgets 
they want to spend on FNLCR science and services

– Infrastructure, management oversight, and shared services are funded by the Office of the 
Director

– Virtually all other staff are “dedicated” to the DOC that funds them

• Changes in work at FNLCR are performed through an electronic approval called 
a “Yellow Task”

– Initiated by a government “customer”, the request is vetted for suitability for FNLCR by the 
Project Officer and the Contract Officer (both are NCI)

– The appropriate FNLCR program develops a budget and workplan with the customer

– Plan and budget are approved by customer and the Administrative Officer (NCI) and the OTS 
contract is modified to reflect change in funding

• Yellow Tasks by the numbers (FY13)
– 195 YTs submitted by 23 divisions, institutes, and other government agencies

– Total value of all cost estimates approved - $243 Million (spanning up to 5 years)

– Average YT turnaround time : 38 days (range 4 to 160)

– YT-13-072 – “KRAS Startup Initiative” – Approved Apr 1, 2013  (13 days)
8



Other, 
$12.3 mio, 

4%

DCEG, 
$20.0 mio,

7%

OD-CSSI,  
$11.1 mio,

4%

CBIIT,
$11.7 mio,

4%

DCTD,  
$66.2 mio, 

22%

CCR, 
$65.5 mio,

22%
OD-F, 

$91.7 mio, 
31%

IOD, $16.4 
mio, 6%

OCG $4.4 
mio, 2%

NCI Appropriated
Total: $299.2 Million

FNLCR OTS Contract
FY13 Estimated Cost

CBIIT – Center for Biomedical 
Informatics and Information 
Technology

CCR – Center for Cancer 
Research

DCEG – Div. of Cancer 
Epidemiology and Genetics

DCTD – Div. of Cancer 
Treatment and Diagnosis

IOD – Immediate Office of the 
Director 

OCG – Office of Cancer 
Genomics

OD-F – Office of the Director -
Frederick

OD-CSSI – Office of the Director 
- Center for Strategic Scientific 
Initiatives
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DCTD : The NCI Experimental 
Therapeutics Program (NExT)

• NExT is led by the Division of Cancer Treatment and Diagnosis to create a 
coordinated cancer therapeutics discovery and development pipeline with the 
external scientific community

– Projects evaluated by extramural Special Emphasis Panel

• FNLCR provides operational and dedicated technical support to all phases of NExT
programs
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DCTD : Biopharmaceutical Development 
Program (BDP)

• Established in 1993 to 
provide specialize 
expertise and service not 
available in the 
commercial market
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150 L and 500 L Fermentors

• More than 100 distinct products have been manufactured
• More than 60 products have entered clinical trials



DCTD : Biopharmaceutical Development Program (2)
Sole Source of Monoclonal Antibody ch14.18
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Concept : ch14.18 marks 
neuroblastomas for killing by the 
immune system by binding to an 
overexpressed antigen called GD2

• Due to complexity of process 
and small market, no 
commercial vendor would make 
the antibody

Children’s Oncology Group Phase III 
trial in patients with high-risk 
neuroblastoma demonstrated clear 
event-free survival benefit

With the success of the trial, a 
commercial vendor has been found 
and our process transferred

363 1324 (2010)



• Develop a system to provide accurate and objective monitoring of trials and accruals 
by NCI-designated Cancer Centers (Coordinating Center for Clinical Trials)

• FNLCR provides project planning and management, software development and 
quality assurance. 

• Built on an enterprise-wide platform that supports the Cancer Therapy Evaluation 
Program (CTEP), the Division of Cancer Prevention (DCP), ClinicalTrials.gov, 
credentialing, automated patient-trial matching and the capture of key data elements 
in emerging clinical trials, such as biomarkers.

CBIIT - Clinical Trials Reporting Program

2013 Completed 
Roadmap in green
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• Conduct high quality molecular epidemiology studies 
of cancers and related traits

• Provide expertise for all aspects of genetic analyses

DCEG – Cancer Genomics Research Lab 
“The Human Genetics Lab of DCEG” 

“Core” 
Services

Genotyping

Sequencing

Computing 
Support

Data Analysis

Innovation

Biotechnology

Genomics

Computational 
Methods

Statistical 
Methods

+ +

Collaboration

GWAS & Follow up

Candidate Gene Studies

Data Sharing

> 700 Publications

Regional/ Exome/ 
Genome Sequencing
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“The biomedical research community spends 
$2 billion per year on antibodies, half of 
which do not work” *

OD‐CSSI ‐ Antibody Characterization Laboratory

*Biocompare Surveys and Reports, March 24th, 2009

Development Cascade

High Quality 
Antigen 

Production & 
Standardization

Management & 
Coordination of 

Monoclonal 
Production

Antibody 
Characterization 

in Multiples 
Assays

Visit:  http://antibodies.cancer.gov
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OD-F - Facilities Maintenance and Engineering

• Project delivery
– Management

– Engineering

– Controls

• Facilities 
maintenance
– ~2 Million ft2

– 9000 trouble calls / yr

• Facilities operations
– Custodial Services

– Special assists 17



OD-F – Advanced Technology Program…
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…pivots to IOD – Cancer Research 
Technology Program and RAS

RAS Program

LABS in ATRF

RAS Services

Dedicated

Advanced Technology 
Core Labs

RAS Labs
EML

OMAL

CSSI: NCL   
CSSI: ACL

CCR: SF 

DCEG: Hormone

Imaging 
Labs

Project‐based assignment  | Dedicated to RAS

Project‐based assignment as well as 
Core Services 

PEL   LPAT PCL Genomics
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• Leidos Biomedical Research, Inc. is owned by Leidos Holdings, 
Inc., and operates FNLCR for the NCI in the Public Interest

• Most NCI Appropriated funding comes from individual 
Divisions, Offices, and Centers to support their specific 
objectives

• FNLCR staff drive NCI program objectives by integrating 
technical, operational, and contracting expertise

Conclusions
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