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NIAID / NCI Frederick Timeline

1978 – Recombinant DNA experiments 
in Bldg. 550
1985 – Immunologic monitoring of 

patients with AIDS in Bldg. 560; later 
moved to Bldg. 469
1986 – Mike Baseler hired 
1994 – Virologic monitoring of patients 

with AIDS in Bldg. 550 
2005 – Vaccine Pilot Plant



Support Provided by NCI-
Frederick to NIAID

Clinical Research Infrastructure
Support to “Special Projects”



Clinical Research Infrastructure 
Support Provided by NCI-Frederick

MDs, Nurses, 
Pharmacists

Protocol 
Development

 IND Management
Clinical Research 

Monitoring 

Laboratory Support
■Monitoring
■Biomarker analysis
■Repository
■Biopharmaceuticals
■Vaccine Production

Education
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Barriers to Clinical Research 
Project (2007) 

Identify key policies, practices. 
Regulations, and legislation governing 
NIH-sponsored human subject clinical 
research that limit the effectiveness 
and efficiency of clinical research 
Make recommendations to facilitate 

and improve effectiveness and 
efficiency of clinical research 



BARRIER

1 Scientific Review / Approval Protocols
2 Interaction – Industry / Tech Transfer
3 Bio-Safety Committee Review
4 IRB & Ethical Issues
5 Site Registration / Approval
6 Informed Consent & Documentation
7 Conflict Of Interest
8 Adequacy Of Resources
9 Conflicts – U.S. / Local Requirements
10 Adverse Event reporting
11 FDA / OHRP Interactions
12 Protocol Monitoring & Compliance
13 Management Of Samples
14 Research-related Injury
15 Work In International Settings
16 Collaborations
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Survey of Intramural Investigators: 
Results and Response

Identified that Clinical Research Support 
Services were inadequate to meet the 
increasingly complex demands of clinical 
research. 
In response to this need, NIAID moved 

forward to develop a Protocol 
Navigation/Protocol Development Program.



The Protocol Navigator Interface
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Factors Leading to Choice of 
NCI-Frederick for a Given Task

Need for an ongoing, close working 
relationship
Recurrent similar tasks, minimize 

need for training new staff
Rapid response
Complement other awards



NCI-Frederick Support to NIAID Clinical Research and Special Projects
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Development of IL-15 as a 
Potential Treatment for HIV/AIDS

Common gamma-chain using cytokine 
with potent effects on CD8+ T cells
Studied by Tom Waldmann for many 

years but no commercial development
Working together with Tom and NCI-

Frederick, clinical grade IL-15 has been
produced and is in clinical trials



100-Fold Increase in Effector CD8+ T Cells
in Non-Human Primates Treated with a 
10-Day Continuous IV Infusion of IL-15
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Support Provided by NCI-
Frederick to NIAID

Clinical Research Infrastructure
Support to “Special Projects”



Characteristics of NIAID 
Special Projects

Identified by NIAID Director
High priority
Urgent and compelling
No other mechanism could easily 

meet the need
Often involve other governments



Current Special Projects in 
NIAID

Influenza
Observational cohort studies
 Interventional studies

Project Phidisa (US-South Africa)
DC Partnership for HIV/AIDS
US DoD ID Clinical Research Program



One Never Knows Where 
the Next Influenza 
Pandemic Will Arise



INSIGHT- Observational Cohort Study FLU 002

Cumulative 
enrollment 
over time by 
geographic 
region. 



D-dimer and Risk of Bad Outcome in 
FLU 002 and FLU 003

Odds Ratio (CI)

D-dimer 
Tertile*

FLU 002
FLU 003 
General 

Ward

FLU 003
ICU

1 (lowest) 1.0 1.0 1.0

2 1.9 (0.6-6.1) 3.3 (0.8-12.9) 4.9 (0.9-25.7)

3 (highest) 4.2 (1.3-
13.8)

6.8 (1.9-24.9) 22.0 (3.1-
157.3)

*Univariate model; tertiles computed separately for each cohort



Special Project: La Red- Mexico

Signing of the Letter of Intent with the Mexico Minister of Health
2009



La Red- Mexico Emerging Infectious Diseases
Clinical Research Network

 LOI between NIAID and MoH of 
Mexico in 2009
 5 clinical sites in Mexico City
 Observational Study of Influenza-

like illness in Mexico
 Influenza Combination Therapy 

Trial
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Special Project: Phidisa
Partnership between South African 
National Defense Force, NIH, US DoD, 
and US State Department 

Goals
 Provide treatment to HIV-

positive SANDF members and 
their dependents in the context 
of clinical research
 Answer research questions 

relevant to S. Africa 
 Build research capacity within 

the South African Military Health 
Service (SAMHS)

 Over 6000 volunteers enrolled as 
of December, 2011



Signing of Formal Agreements between US and 
RSA by US Embassy and South African Officials

Amb. Frasier and Minister Lakota
April 26, 2005

DCM La Lime and MG Motumi
October 5, 2010





At Risk:142 77 52 34 31 22 16
At Risk:77 46 37 25 23 20 13
At Risk:122 72 52 42 35 29 24
At Risk:195 140 119 98 84 72 51

Comparison of Outcomes in Untreated vs. Treated Pts.
K–M Estimates of Mortality Rates Over Follow-up by CD4; p<0.0001 
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Special Project- DC PFAP

The mission of DC PFAP 
Sub specialty Clinics is 
to reduce the burden of 
HIV in DC by developing 

an innovative 
community-based 
clinical research 

program that will inform 
health care strategies 
and impact the AIDS 

epidemic  and create a 
model for other urban 

areas and globally.

DCPFAP Steering Committee



NIAID Review of Projects 
Supported by NCI- Frederick

■Board of Scientific Counselors for 
Projects led by Intramural Investigators

■For Special Projects there are Two 
Levels of Review
■NIAID Research Initiative Committee
■Project-Specific External Scientific 

Advisory Committees



Summary
■NCI-Frederick is a critical component of 

the NIAID clinical research effort
■This is especially true for the support of 

intramural investigators and “Special 
Projects”

■Consistency, flexibility and rapid 
response time are key factors in 
choosing NCI-Frederick for select 
activities within the NIAID portfolio


