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NIEHS Clinical Research Unit 
Active Protocols

Innate Immunity Signal Transduction in Human Leukocytes 
Principal Investigators: Fessler, Resnick, Mason, Bell, Cidlowski, 

Blackshear, Garantziotis

Pathogenic Studies In Families With Twins Or Siblings 
Discordant For Systemic Rheumatic Disorders 
Principal Investigators: Miller, Rider
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External Clinical Advisory Council

• First meeting on July 28, 2009
• Council asked to provide guidance on three 

major issues
– Overall direction of the Clinical Research Program
– How the Clinical Research Program can best 

interact with NIEHS intramural and extramural 
investigators

– Best strategies for future growth of the Clinical 
Research Program
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External Clinical Advisory Council

Overall Direction of the Clinical Research Program
• Creation of 1-2 “Signature Programs” which will distinguish us 

from other clinical programs at NIH and nationally
– Environmental relevance
– Public health promotion and disease prevention 
– Take advantage of existing expertise

• Collaboration with NTP and other governmental agencies (e.g. 
EPA, CDC) for optimal translational impact

• Utilization of existing databases and cohorts (e.g. Sister Study, 
Environmental Polymorphism Registry)

• Development of a research program that focuses on better 
understanding health disparities - environmental exposures, 
disproportionate prevalence/morbidity of disease in certain 
populations
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External Clinical Advisory Council

Best Model for Interaction with DIR and DERT
• Collaborate with basic science leaders at NIEHS to develop 

multidisciplinary projects that address interesting clinical 
questions

• Encourage recruitment of tenure-track investigators with 
training in clinical-translational research (MD or MD/PhD)

• Provide incentives for clinical-translational research success 
during the tenure process

• Provide competitive funding mechanism to support 
investigator-initiated, clinical-translational research projects

• Offer workshops and seminar series to enhance awareness of 
clinical-translational research among basic scientists at NIEHS

• Provide the necessary administrative and operational support 
for clinical research studies at NIEHS
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External Clinical Advisory Council

Best Strategies for Programmatic Growth
• Provide additional training opportunities for undergraduates, 

medical students and clinical fellows
• Create a visiting clinical scholar program
• Hire a physician-scientist with expertise in Environmental 

Medicine or Occupational Medicine and develop a clinical- 
translational program in this area

• Use short and long-term benchmarks to gauge success of the 
program and track its progress
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External Clinical Advisory Council

Key Recommendations for Future Development
• Distinguish the CRU from other clinical research units by 

emphasizing its environmental focus
• Begin with small, highly achievable projects and develop 

larger, more complex studies over time
• Raise internal awareness of the types of clinical research 

studies that are being conducted in the CRU
• Develop incentives and inducements to encourage 

participation in clinical-translational research by NIEHS 
investigators

• Develop clinical-translational protocols in selected areas of 
strength (e.g. respiratory, reproductive, genetics)

• Assume leadership role in the development of a new model 
for conducting environmentally relevant, clinical-translational 
research studies
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Office of Human Research Compliance
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Office of Human Research Compliance

• Consolidated staff in the new CRU – close 
proximity to IRB Chair and clinical investigators

• 54 active clinical protocols
– 36 Epidemiology, 18 non-Epidemiology
– 3 initial reviews, 15 continuing reviews, 11 protocol 

amendments, and 2 protocol deviations since last 
Council meeting

• 2 new IRB members added
• 2 reliance agreements with other institutions
• 2 due-diligence audits performed
• IRB and OHRC retreats
• Launch of the OHRC Sharepoint website
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QUESTIONS ??


