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OverviewOverview

Biosafety in Select Agent Facilities

42 CFR Part 73 §73.12 Biosafety
9 CFR Part 121 §121.12 Biosafety
7 CFR Part 331 §331.12 Biosafety



Biosafety RequirementsBiosafety Requirements

• An individual or entity required to register under this 
part must develop and implement a written biosafety 
plan

• “commensurate with risks …given its intended use”

• Must contain sufficient information and 
documentation to describe biosafety and containment 
procedures



Biosafety RequirementsBiosafety Requirements

• Plan must be reviewed 
annually and revised as 
necessary

• Drills or exercises must be 
conducted at least annually



Good Biosafety Plan Good Biosafety Plan 
CharacteristicsCharacteristics

• Risk-based:   Smallpox vs Ricin 

• Rehearsed: Drills and exercises

• Reviewed: RO, PI, BSO, others as needed

• Revised: Changes in agents, methods, facilities

• Relevant: Addresses what is actually being done 

• Reasonable: Avoids excessive costs, procedures

• Realistic: More than two pages…..

• Written: All aspects of plans need to be described



Biosafety Plan GuidelinesBiosafety Plan Guidelines

• Plan should consider BMBL recommendations for 
infectious agents

• OSHA regulations for chemical 

hygiene plan for toxin use

• NIH Guidelines For 

Research Involving 

Recombinant DNA Molecules



Hot TopicsHot Topics

• No BSL-2 + in 5th edition of BMBL

• All procedures in which infectious 
aerosols or splashes may be created 
are conducted in BSCs or other 
physical containment equipment at 
BSL-2



Hot TopicsHot Topics

The laboratory supervisor

must ensure that laboratory

personnel demonstrate

proficiency in standard and

special microbiological 

practices before working with

BSL-2 agents.



Hot TopicsHot Topics

The BSL-3 facility design, 
operational parameters, and 
procedures must be verified 
and documented prior to 
operation.

Facilities must be re-verified 
and documented at least 
annually.



Hot TopicsHot Topics

A ducted air ventilation system is 
required within a BSL-3. This system 
must provide sustained directional 
airflow by drawing air into the 
laboratory from “clean” areas toward 
“potentially contaminated” areas. 

The laboratory shall be designed such 
that under failure conditions the airflow 
will not be reversed.



Hot TopicsHot Topics

“Services, plumbing or otherwise 
that penetrate the BSL-4 laboratory 
walls, floors, ceiling, plumbing or 
otherwise, must ensure that no 
backflow from the laboratory occurs. 
These penetrations must be fitted 
with two (in series) backflow 
prevention devices.



BiocontainmentBiocontainment

USDA-APHIS biocontainment response—

− The need for U.S. research of foreign 
pathogens balanced by the need to protect 
American agriculture.



BiocontainmentBiocontainment

• Laboratories
• Growth chambers
• Greenhouses



BiocontainmentBiocontainment

• Biocontainment Requirements:
− Are risk-based
− Depend on the biology of the pathogen
− Depend on the type of research conducted
− Independent of authorizing Acts

• There are additional legal,  procedural, and security 
sensitive information (SSI) requirements for Select 
Agents and Toxins.



BiocontainmentBiocontainment

APHIS Procedural Policy

• Personnel Quarantine Policy for:
− Highly pathogenic avian influenza (HPAI)
− Virulent Newcastle disease virus (vNDV)



Biocontainment GreenhouseBiocontainment Greenhouse



Biocontainment GreenhouseBiocontainment Greenhouse



Failures of Biosafety/BiocontainmentFailures of Biosafety/Biocontainment

• Failure to comply with 7 CFR 331, 9 CFR 121, or 42 CFR 73
− To annually review and revise the security plan
− To annually provide training to personnel concerning biosafety, 

biocontainment, and security
− Incident response plans (theft, loss, and release) or emergencies
− Inventory control (must be accurate and current)
− Record keeping requirements
− Security plans are not based on site-specific risk assessment
− Human or environmental exposures



Questions?Questions?
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