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…and ultimately becomes reality.



Biosafety Topics to be Covered

1. Infectious/Biohazardous Agent and 
Toxin Research

2. Statutory & Regulatory Development
3. Congressional Influence
4. Business and Research Compliance 

Issues
5. Discussion & Questions and Answers



Infectious Disease/Biohazard 
Agent Research Labs

What are the Biosafety Levels?
• BSL-1: agents and toxins that do not consistently 

cause disease in healthy humans (e.g., E. coli)

• Basic facility 
design, standard 
practices, basic 
protective 
equipment



BSL-2: agents and toxins spread through puncture, 
absorption, ingestion; treatment available

• E.g., measles, 
salmonellae, 
hepatitis B

• Restricted 
access, 
separated from 
public areas

Infectious Disease/Biohazard 
Agent Research Labs



BSL-3: agents and toxins that have potential for aerosol 
transmission and may cause serious/lethal infection

• E.g., Q fever, St. 
Louis encephalitis

• Separate building 
or isolated zone; 
double-door entry
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BSL-4: agents and toxins that post a high individual risk 
of life-threatening disease; no vaccine or therapy

• E.g., Ebola, rift 
valley fever

• Dedicated air, 
exhaust, vacuum, 
and decon systems; 
total room seal; 
positive pressure 
personnel suit
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Proliferation of labs seeking BSL-3 and 4 status
• From 1950-1990, only two BSL-4 sites

• Before 2001 anthrax scare, only 5 BSL-4 labs (one college, 
one private, three government)

• Billions in congressional appropriations for biodefense

• e.g., National Institute of Allergy & Infectious Disease research 
money: from $187 million in 2002 to $1.6 billion in 2006

• Now 15 BSL-4 labs; 2 more planned for UTMB and BU

• BSL-3 labs multiplied even faster, though no exact count:   
as many as 1400, including over 140 private labs
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