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Overview

Biosafety in Select Agent Facilities

42 CFR Part 73 873.12 Biosafety
9 CFR Part 121 8121.12 Biosafety
7 CFR Part 331 8331.12 Biosafety
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Biosafety Requitements

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
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Biosafety Requirements

Plan must be reviewed
annually and revised as
necessary

Drills or exercises must be
conducted at least annually
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Good Biosafety Plan

Characteristics

Risk-based:
Rehearsed:
Reviewed:
Revised:

Relevant:

Reasonable:

Realistic:

Written:
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Smallpox vs Ricin

Drills and exercises

RO, PI, BSO, others as needed
Changes in agents, methods, facilities
Addresses what is actually being done
Avoids excessive costs, procedures
More than two pages.....

All aspects of plans need to be described
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Biosafety Plan Guidelines

« Plan should consider BMBL recommendations for
infectious agents

Laboratories (BMBL) Sth Edition

- OSHA regulations for chemical

hygiene plan for toxin use

NIH Guidelines For
Research Involving
Recombinant DN A Molecules
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Hot Topics

-  No BSL-2 + in 5% 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
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Hot Topics

The laboratory supervisor
must ensure that laboratory

personnel demonstrate

proficiency in standard and

special microbiological

practices before working with
BSL-2 agents.
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Hot 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.
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Laboratory Location:
Laboratory Supervisor:
Division/Section

Administrative documents, signs and labels.

Laboratory door properly posted for hazards: a) Biosafely Level,

b} Peint of contact, ¢} Immunizations required, d) Radiation

hazards, €) Chemical hazards, and f) Laser hazards

Labaratary equipment properly labeled (biohazard, radioactive,
|_toxic, otc.)

beled. (microwaves, refrigerators
al zvailable

All shelves sect
Bench-tops walerp
solvents and heat

int to acids, alkali, organic

Adequate illumination provided

Office of Health and Safety

SL2 Laboratory Safety Validation Checklist

Chairs covered with non-porous material

_Comments

rm system present ol
nd unobstructed
_Compressed gas cylinders
All cylinders properly stored/secured
_Caps on reserve cylir

“Chemicals
Chemicals properly labeled and segregate!
Flammabics properly labeled and stored

Corrosives properly labeled and stored

Spill kit available —
Mater: Data Sheets available

Site cal Hygiene plan avail

LER Refrigeratorsifreezersicold rooms
Current emergen ntact information
Properly secured =

Labeled externally if containing carcinogens, radicactivity and/or
biohazards
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Hot 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 S
. . BIOLOGICAL SAFETY
“potentially contaminated” areas. Leve 5
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The laboratory shall be designed such

that under failure conditions the airflow i
will not be reversed.
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Hot 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.
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Biocontainment

USDA-APHIS biocontainment response—

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

- Laboratories
Growth chambers
« Greenhouses
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Biocontainment

« 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 secutity
sensitive information (SSI) requirements for Select
Agents and Toxins.
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Biocontainment

APHIS Procedural Policy

Personnel Quarantine Policy for:
- Highly pathogenic avian influenza (HPAI)
- Virulent Newcastle disease virus (VINDV)
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Biocontainment Greenhouse
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Biocontainment Greenhouse

ectl gentP ulra

Wolﬁi'j



Failures of Biosafety/Biocontainment

+ Failure to comply with 7 CFR 331, 9 CFR 121, or 42 CFR 73
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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
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Questions?
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