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Risk Assessment 

 An estimate of the likelihood of adverse effects that may 
result from exposure to certain health hazards 
 Biological risk assessment takes into consideration: 

– Agent characteristics – risk group, infectious dose, severity of 
disease, route of exposure? 

– Any chemical, radiological or physical hazards? 
– Any hazards associated with the equipment or process?  
– Vaccination and/or prophylaxis? Treatment available? 
– Animal work? Zoonoses?  
– Host status factors?  
– Known Laboratory Acquired Infections (LAI’s)?? 
– Lots more!!! 
 Constant process – re-evaluation,  
 re-assessment, implementation =  
 management and improvement  
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NBACC – An Introduction 

 National Biodefense Analysis and Countermeasures 
Center – Ft. Detrick, Frederick, MD 

– NBFAC - conducts and facilitates technical forensic analysis and 
interpretation of material recovered from biocrimes and biological 
attacks in support of the appropriate lead federal agency 

– NBTCC – research to fill in information gaps to better understand 
current and future biological threats, assess vulnerabilities and 
conduct risk assessments and determine potential impacts to 
guide the development of countermeasures such as detectors, 
drugs, vaccines, and decontamination technologies 
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NBACC – An Introduction 
 BSL-4, BSL-3, BSL-2 laboratories (Including ABSL-2, 

ABSL-3 and ABSL-4) 
 Employs ~150 employees, about 100 work in 

laboratories 
 NBACC Health and Safety Office 

– Health and Safety Manager/Biosafety Officer 
– Biosafety/Biosecurity Specialist (x2) 
– Biosecurity Manager/Responsible Official 
 



ABSA Presentation/10242012 - 5 

TM 

NBACC Risk Assessment Process 

 Has evolved with the organization and its needs 
 Started as an informal process 
 As NBACC grew, we learned from previous 

experiences and improved the quality of the 
individual Risk Assessments 
 Quickly realized a standard process and standard 

product was needed 
– Multiple PI’s and Project Leads, multiple projects, many 

employees who needed access to the information contained 
within a Risk Assessment 

 Also needed method to track and modify 
assessments over time 
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NBACC Risk Assessment Process 

 Begins with conversation between Project Lead and 
NBACC Health and Safety 
 Collaborative 

– Multiple disciplines 
• Project Leads, Collaborators and SME’s, Research Staff, Laboratory 

Space Manager, Comparative Medicine, Facilities and Maintenance, 
Health and Safety Office, Biosecurity, Special Immunizations Program 
Committee, NBACC Safety Committee 

 Based on the work to be performed in the near term 
 Time to completion varies 
 Flexible 
 Approval signatures required before work can be 

started 
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NBACC Risk Assessment 
 Template was developed 

– Simple Microsoft Word document 
• Flexible 
• Multi-purpose 

 

– Standard Sections  
• Title 
• Unique Identifier 
• Research Project Number 
• Location of Work  
• Introduction and/or Background 

Information 
• Agents Used 
• LAI’s 
• Vaccination Information 
• SOP’s  
• Disinfection/Decontamination  
• PPE Requirements 
• BSAT Considerations 
• Recommended Engineering and 

Administrative Controls 
• Residual Risk 
• References 
• Signature Block 
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Standard Sections in Template 
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Standard Sections in Template 
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Standard Sections in Template 
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Standard Sections in Template 
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Standard Sections in Template 
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Standard Sections in Template 
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 Signature Page 
 
 
 
 
 
 
 
 Additional signatures of approval 
 Can be signed digitally 

Standard Sections in Template 
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Risk Assessment Management 

 Modifications to Approved Risk Assessment 
– Change in process, location and/or agent 
– Memorandum for the Record with signatures 
– May require full review by immunizations committee 
– Occasional email approval (mostly for very minor changes or 

clarifications), with email becoming part of the Risk 
Assessment file 

 Post-Approval Monitoring 
– Health and Safety team member observes laboratory staff 

performing work, and cross-checks with approved agents and 
activities in approved assessments 

– Interviews with staff:  
• “Have you read the RA for this project?” 
• “Which SOP are you following?” 
• “Do you have any concerns? Is anything missing from the RA?” 
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Risk Assessment Management 

 Review of Approved Risk Assessments 
– Annually, as the next year’s projects are planned and 

implemented 
– Following any accident or incident 
 
 Retire RA’s No Longer Needed 

 
 Continuous Process of Improvement 

– Respond to feedback from PI’s, laboratory staff and inspectors 
– Streamline the process from inception to product 
– Merge information gained through risk assessment process 

with project management 



This Document was prepared for the Department of Homeland Security (DHS) by the Battelle National Biodefense Institute, LLC (BNBI) as part of 
contract HSHQDC-07-C-00020 to manage and operate the National Biodefense Analysis and Countermeasures Center (NBACC), a Federally Funded 
Research and Development Center.  In no event shall the DHS, BNBI or NBACC have any responsibility or liability for any use, misuse, inability to 
use, or reliance upon the information contained herein. In addition, no warranty of fitness for a particular purpose, merchantability, accuracy or 
adequacy is provided regarding the contents of this document. 
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