University of Denver
Institutional Biosafety Committee (IBC)
Teaching Lab Compliance Guidelines
General Policy:

The University of Denver (DU) Institutional Biosafety Committee is responsible for ensuring that activities involving recombinant DNA (rDNA) or select agents and other potential biological hazards at DU are in compliance with established National Institutes of Health (NIH) Guidelines for Research Involving Recombinant DNA Molecules or Select Agents and Other Biological Hazards.  Because DU receives funding from NIH, the IBC is required to assure that all experiments conducted at DU are in compliance with NIH guidelines.  This is regardless of the source of funding (NSF, private, educational, etc.).

Oversight of Teaching Labs:

Research at DU is broadly defined.  IBC has oversight of any experiment conducted on the DU campus that involves DNA (not just rDNA), select agents or potential biological hazards (such as bacteria), cell culture, tissue culture, and human bodily fluids.  It does not matter who conducts the experiment (researcher, teacher, or student) or why the experiment is being conducted (research or teaching).  It is therefore necessary that IBC assure that both research and teaching labs are in compliance with NIH Guidelines.

PART I – Exempt Experiments:

To determine if your teaching lab (in its entirety) falls under the oversight of IBC, answer the following questions.  Address any questions to Research Compliance, Office of Research and Sponsored Programs (Du-ibc@du.edu) or to the IBC Chair (Scott.Barbee@du.edu).  

Do the proposed experiments involve rDNA molecules and meet the following exemption criteria (Section III-F of NIH Guidelines)?

· recombinant molecules that are not in organisms or viruses (IIIF-1) 			         Yes__No__

· recombinant molecules that consist entirely of DNA segments from a single
non-chromosomal or viral DNA source (IIIF-2) . 					        Yes__ No__

recombinant molecules that consist entirely of DNA from a prokaryotic host
when propagated in that host (IIIF-3). 						         Yes__No__

· recombinant molecules that consist entirely of DNA from a eukaryotic host 
when propagated in that host (IIIF-4). 						         Yes__No__

· recombinant molecules that consist of DNA from different species that exchange
DNA through known physiologic processes (IIIF-5). *				         Yes__No__

· recombinant molecules that do not present a risk to health as determined by the
NIH Director (IIIF-6). *								        Yes__ No__

*  See Appendices A-I through A-VI, Appendix C for exemptions under this section and for other classes  of experiments that are exempt under the NIH guidelines.


If your experiment(s) meet all of these exemption criteria, submit a “DU IBC Exemption Request Form” in its entirety to IBC.  This form is available on the DU IBC website.  Please be prepared to attach a complete set of lab protocols (or lab manual) for review.

PART II – Nonexempt Experiments:

Instructors (lab directors, etc.) have several responsibilities associated with all experiments conducted on the DU campus that involves DNA (not just rDNA), select agents or potential biological hazards (such as bacteria), cell culture, tissue culture, and human bodily fluids.  These include (but are not limited to):

· Providing an initial risk assessment (to all participants involved) for all experiments being conducted in teaching labs to determine the degree of IBC oversight.  This initial risk assessment should include the following:

a. Placement into an appropriate Risk Group. 

b. Identification of appropriate physical containment levels. 

Instructors must address any questions or concerns to the Research Compliance Manager (Sylk.Sotto-Santiago@du.edu) or IBC Chair (Scott.Barbee@du.edu).

· Providing a complete set of protocols or lab manual detailing all experiments associated with a given teaching lab.

· Submitting a complete IBC protocol (via eProtocol) for review by the IBC committee.  As necessary, the protocol must be submitted in a timely manner to allow for review prior to initiation of the experiment(s).

· In the submitted eProtocol, instructors must provide assurances that appropriate containment practices and procedures are followed including disposal of biological waste and SOPs for dealing with accidental spills or exposure.

Risk Group:

Instructors (lab directors, etc.) must make an initial risk assessment based on Risk Group (see Appendix B; NIH Guidelines).  Agents are classified into four Risk Groups (RGs) according to their relative pathogenicity for healthy humans.  RG1 agents are not associated with disease in healthy adult humans.  RG2 agents are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available.  Labs at DU are currently only equipped to work with RG1 and RG2 agents.  Both RG1 and RG2 agents fall under IBC oversight and require submission of a protocol to IBC.

Physical Containment Levels:

The objective of physical containment is to confine organisms containing recombinant DNA molecules and to reduce the potential for exposure of the laboratory worker, persons outside of the laboratory, and the environment to organisms containing recombinant DNA molecules.  Physical containment is achieved through the use of laboratory practices, containment equipment, and special laboratory design.  Emphasis is placed on primary means of physical containment that are provided by laboratory practices and containment equipment.  Special laboratory design provides a secondary means of protection against the accidental release of organisms outside the laboratory or to the environment.  Special laboratory design is used primarily in facilities in which experiments of moderate to high potential hazard are performed.  Generally speaking, RG-1 agents require BSL-1 practices and facilities and RG-2 agents require BSL-2 practices and facilities.

PART III – Experiment Review Categories

There are six categories of experiments involving DNA (not just rDNA), select agents or biological hazards (such as bacteria), cell culture, tissue culture, and human bodily fluids.  Three require direct NIH approval and will not be discussed here.  The other categories are:

a. Experiments using DNA (or rDNA) that are exempt from the NIH Guidelines (see Section III-F; Part I above).  

b. Experiments that require IBC approval simultaneous with initiation (see Section III-E).

For teaching labs (generally speaking), experiments that involve RG-1 agents or BSL-1 practices fall into this category (as defined by NIH and/or CDC guidelines).  

c. Experiments that require IBC approval prior to initiation (see Section III-D).

For teaching labs (generally speaking), experiments that involve RG-2 agents or BSL-2 practices fall into this category (as defined by NIH and/or CDC guidelines).  

PART IV – IBC Review

To facilitate the review of eProtocol applications by the IBC, applicants should:

a. Attach a detailed protocol or lab manual for the entire course.

b. Summarize all pertinent experiments in the body of the application.

c. Be sure to address the following items in sufficient detail:

· Containment practices and procedures for appropriate RG and BS levels.
· Training for all persons working with these agents.
· Disposal of waste (liquid and solid).
· Dealing with accidental spills or personal exposure.

d. Provide an preliminary assessment of the overall risk these experiments present to students.

 PART V – Environmental Samples

The IBC recognizes that the isolation of microorganisms from the environment can be a both a powerful learning tool as well as a potential biological hazard.  Therefore, the following guidelines should be observed when working with environmental samples or cultures from environmental sources (e.g. soil, water).

· When possible, enrichment cultures should be incubated at 28C or cooler to reduce the risk of isolating pathogenic organisms.

· Direct environmental samples that are likely to contain infectious organisms should be handled using BSL-2 precautions.

· Cultures of enriched organisms derived from environmental samples should be handled using BSL-2 precautions.

· When possible, culture media used for the enrichment of environmental isolates should contain an anti-fungal agent.

· Cultures containing sporulating fungal or mold colonies should be decontaminated without opening cultures.  If manipulation of the culture is necessary, it must be done using BSL-2 precautions in a biosafety cabinet.

PART VI – Cell or Tissue Culture

Specific guidelines for dealing with cell or tissue culture are provided on the IBC website.
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