APM 528

Policy on Biosafety in Research and Teaching
at California State University-Fresno

PURPOSE

The Biosafety Policy is established to reduce the risk of potential occupational exposure and
environmental harm from the use of biohazardous materialsin research and teaching at California State
University, Fresno (Fresno State).

I. SCOPE

The policy appliestoall Fresno State faculty members, staff, students, contract employees and other
personnel working atlocations where Fresno State has management control of biohazardous material.
Biohazardous material includes, butis notlimited to:

A. Pathogenicagents (bacteria, fungi, parasites, prions, rickettsias, viruses, and HHS and USDA select
agentsand toxins, 7CFR Part 331, 9 CFR Part 121, and 42 CFR Part 73)

Human or non-human primate tissues, body fluids, cells and/or cell cultures (primary or continuous)
Recombinant DNA (R-DNA)
Transgenicplantsor animals

Animals known to be reservoirs of zoonoticdisease
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Animal or planttissues, fluids, cells, cell cultures or derived wastes which contain or may contain
recombinant DNA and pathogenichazards

I. REQUIREMENTS

A. Allresearchandteachinginvolving biohazardous materials must be conductedin conditions
appropriate to the designated biosafety level (BSL) to protect the academicas well as the greater
community.

B. Allbiohazardous materialsin storage, use, ortransportforthe purpose of teaching or research, on
or off campus, must be reported to the University Office of Environmental Health and Safety /Risk
Management (EHS/RM) viaa completed Biohazard Use Authorization (BUA) application

C. The Fresno State Institutional Biosafety Committee (IBC) mustapprove all activitiesinvolving the use
of biohazardous materials at Biosafety level 2 or 3. The committee shall consist of atleast five
members ; the committee members shallbe expertsin biosafety and containment, persons
knowledgeable ininstitutional policies and applicable laws, atleast one representative member
from the laboratory staff; and two non-affiliated individuals reflecting community attitudes. Each
membershall serve aterm of three years.

D. Allresearchinvolvinginfectious agentsshallfollow the guidelines prescribed in the mostrecent
edition of the Centers for Disease Control (CDC) and National Institutes of Health (NIH) publication
“Biosafety in Microbiological and Biomedical Laboratories” (referred to hereafter as the BMBL).

E. Allresearchinvolving HHS and USDA select agents and toxins shall follow the requirements
prescribedin Title 42, Part 73 of the Code of Federal Regulation. Select agents and toxinsrequire
special registration with the CDC. Contact EHS/RM forregistration information.

F. Allresearchinvolving R-DNA shallfollow the guidelines setforth in the mostrecentedition of the
NIH publication “NIH Guidelines for Research Involving Recombinant DNA Molecules” (referred to
hereafterasthe NIH Guidelines).
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Projectsinvolving R-DNA moleculesthatare listed as “EXEMPT” by the NIH Guidelines do
not require NIH registration but must be approved by the IBCif the projectinvolves BSL2 or
3 agents.

Projectsthatare not exemptrequire NIH registration as well as IBCapproval.

lll. RESPONSIBILITIES

A. Institutional Biosafety Committee (IBC) is advisory to the University on all matters relatingto the
safe use of biohazardous materials. The IBCis responsible for:

1

Establishing and monitoring policies that meet orexceed applicable guidelines and regulations
for use of biohazardous materials conducted at or sponsored by Fresno State.

Reviewingand approving proposed activities that use biohazardous materials designated as
BSL 2 or above accordingto NIH Guidelines and/or BMBL. The review shall include an
independent assessment of the containment required (practices, procedures, facilities and
equipment used to safely manage biohazardous materials)and an assessment of the
facilities, training and expertise of personnelinvolvedinthe research. The IBCshall ensure
that the Pl is provided with the results of the review and status of approval in a written
letterand timely manner. The Chair of the IBC committee shall review and approve
proposed activities that use biohazardous material designated as BSL1 or are exempt status
underNIH Guidelines and/or BMBL without further consultation with the IBC committee.

Settingrequired containment levels for research projects. The IBCwill setthe BSLbased
uponcriteriarecommended by the CDCand NIH as the standards of containment to be
appliedtothe corresponding biohazardous materials. The IBC may, at its discretion, increase
or reduce the BSL, depending on the circumstances presented by aspecificprojector
biological criteria.

Investigating any research-related accidents orillnesses orany significant violation of
policies, practices and procedures. Reporting findings of its investigation and actions to the
appropriate Fresno State officials and to the granting agencies. Recommendingdisciplinary
measuresin cases involving gross violation(s) of established biosafety practices and
procedures.

Adoptingemergency plans developed by EHS/RM and other Fresno State, local and state
publichealth and safety departments governing accidental biohazardous materials spills and
personnel contamination.

Determining when employees who work with biohazardous materials should be enrolledin
medical surveillance. Determining which specific medical surveillance tests are appropriate
for a given biohazardous materials risk. EHS/RM shall establish and maintain a medical
surveillance program for at-risk personnel.

Developing design specifications and criteria for containment.

Maintaining a diverse membership representingthe community and avariety of university
interests, consisting of two off-campus community members and atleast five membersin
total.

Conveningonce asemester or more often, as necessary, with atleast one off-campus
community member present.

B. EHS/RM isresponsible for:
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Being cognizant of all applicable laws, regulations,and guidelines and maintaining copies of
all such documents as well asany amendments or modifications.

Developing requirements and guidelines for biohazard control, which are consistent with
applicable federal, state and local laws and regulations.

Reviewing proposed research orinstructional activities involving the use of biohazardous
materials and preparingrecommendations to the IBC.

Developingemergency plans for handling accidental spills and personnel contamination.
Investigating laboratory accidents involving biohazardous materials.
Developingand conducting training on biosafety issues, practices and procedures.

Reportingtothe IBC any significant problems, violations of Fresno State biosafety policy,
practices or procedures and any significant research-related accidents orillnesses.

Implementing the recommendations of the IBCand assuring compliance by the PI.

Conducting periodicinspections to ensure that required laboratory practices and
proceduresare followed.

Reviewing biosafety facility construction/renovation plans and specifications. Inspecting
construction/renovation and authorizinginitiation of biohazardous materials work following
construction/ renovation. Providing advice on biosafety facility design, ventilation needs and
othersupportservices. Advising onthe selection, installation, maintenance and use of
laboratory equipment that provides oraids in containment of biohazardous materials.

Coordinatingthe Fresno State Medical Waste Management Program.-.

Ensuringthe use of proper “Biohazard” signs and labels.

13. Establishingand maintaining a medical surveillance program for at-risk personnel.

Division of Research and Graduate Studies (DRGS) Office-of Research-and-Sponsered-Programs

{ORSP}-isresponsible for:

1.

2.

Ensuring that grant proposals utilizing biohazardous materials are referred to the IBCfor
review.

Notifyingthe IBCaboutfunded grant proposals that utilize biohazardous material.

D. Principal Investigator (P1) is the faculty memberin whose assigned space aresearch activity is
conducted. The Pl performs and/or oversees activities that utilize or produce biohazardous
materials. The Plisresponsiblefor:

1

Developing specific protocols to ensure the safe use of biohazardous materials as set forth
inthe NIHguidelines and/orBMBLas well as applicable federal, state and local laws and
regulations. Ensure thatall laboratory personnelcomply with the specificsafety protocols.

Making initial determination of the required levels of physical and biological containment, as
well as appropriate microbiological practices and laboratory techniques.

Ensuringthat the containment equipment and facility requirements for activities performed
underhis/herdirection meetthe criteriaforthe appropriate BSLand certification standard.

Ensuringthat all maintenance workin, on oraround contaminated equipmentis conducted
only afterthat equipmentis thoroughly decontaminated by the laboratory staff.
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5. Developingspecific protocols that outline properemergency procedures forresponse toan
accidental exposure of personnel or the environment to the biological agentsand ensuring
that all laboratory staff comply with the emergency procedures.

6. SubmittingaBUA applicationand obtainingapproval fromthe IBC priorto commencement of
work. In addition, the Plis responsible for submitting any significant changes to the BUA
applicationtothe IBCfor review and approval.

7. Submittinganew BUA application, revising an existing BUA if needed, orreferencingan
existing BUA when submitting a new grant proposal utilizing biohazardous material.

8. Obtainingapproval fromthe different committeesrelevant to the project. Forexample,
obtaining approval from the Institutional Animal Care and Use Committee (IACUC) if the
projectinvolves animals; the Institutional Review Board (e.g. Committeeforthe Protection of
Human Subjects or CPHS) if the projectinvolves human subjects; the Radiation Safety Officer
(RSO) ifthe projectinvolves radioisotopes.

9. Ensuringthat all laboratory staff underhis/hersupervision are appropriately trained on the
safe use of biohazardous materialsand enrolled in medical surveillance, if appropriate.
Trainingand medical surveillance includeanimal care personnel not directly supervised by the
Pl who provide husbandry and care for infected animals.

10. Complying with medical waste laws in handling medical waste in the laboratory and
maintaining a designated medical wasteautoclave oran approved medical waste
accumulation area.

11. Ensuringthat all laboratory staff, maintenance personneland visitors who may be exposed to
any biohazard are informed in advance of their potentialrisk and of the behaviorrequired to
minimize thatrisk. Inaddition, the Plis responsible for restricting access as required by the
assigned biosafety containment level.

12. Reportinganysignificant problems, violations of the policies, practices and procedures set
forthin BMBL, or any significant research-related accidents and/or laboratory-acquired
infection to EHS/RM within 24 hours.

13. Complyingwith shipping requirements for biohazardous materials. These responsibilities
extendtoall aspects of biosafety includingall individuals who enter orworkin the PI’s
laboratory or collaborate in carrying out the Pls research. Although the Pl may choose to
delegate aspects of the biosafety programin his or her laboratory to otherlaboratory staff,
the Plis ultimately responsible forall activities occurringin his or herlaboratory.

Laboratory Staffis a laboratory worker who worksin a technical capacity. The laboratory staff is
responsible for:

1. Rigorouslyand conscientiously following laboratory-specificbiosafety practices and
procedures.

2. Reportingtothe Pl or the laboratory managerall problems, spills or violations in procedure
immediately, and reporting to EHS/RM any significant violations in biosafety policy, practices or
procedures that are notresolved by the Pl within areasonable amount of time.

Institutional Biosafety Committee
Revised: January 15, 2013
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