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Institutional Biosafety Committee (IBC) Guidelines

What is the role of the IBC and its members?  The purpose of the Purdue University Institutional Biosafety Committee (IBC) is to provide advice and recommendations to the research community by reviewing bio-agent use protocols and developing procedures that will provide for the safe conduct of research and ensure compliance with local, state and federal requirements.  Members of the IBC are selected for their area of expertise and from the areas of the University that originate the majority of protocol applications.  There is also the need to have members that are from the surrounding community.  This ensures an unbiased “outside” view point that could be over looked if the membership consisted only of Purdue staff.  The IBC Chair will consult with members to answer questions generated from the protocol review.

Is the IBC sanctioned by the University?  The IBC has the support of the Vice Provost for Research Office and the Asst. VPRC oversees the committee activities.  We are currently working on an Executive memorandum covering IBC function and biological safety.

What is the authority of the IBC?  The IBC can approve or disapprove protocols, stop further research in non-compliant laboratories, make recommendations for corrective action for protocols, and is the link between the University and regulatory agencies.  Principal Investigators must register their Bio-use protocols with the IBC for approval and review.  This includes the use of Class II or higher biohazards, recombinant DNA, and unfixed human blood or tissues.  The IBC has an overlapping role with other University Committees, i.e., biohazardous materials used in Human Subjects (IRB) and in Purdue Animal Care and Use protocols (PACUC).

What is the role of the IBC Chair and Biosafety Officer?  The IBC Chair and Biosafety Officer review protocol applications that deal with Class II or higher biohazards, unfixed human blood or tissues, and recombinant DNA.  The Chair determines if the protocol falls under NIH guidelines and/or if the protocol requires approval.  The Biosafety Officer is responsible for insuring that biohazardous materials are handled correctly, that the appropriate regulatory requirements are followed, that biohazard awareness is provided to lab workers, and that bio-laboratories facilities are adequate for the agents being used.

What does the IBC office register and what is the protocol procedure?  The IBC reviews processed protocol applications that deal with Class II or higher biohazards, unfixed human blood or tissues, or recombinant DNA materials.  Principal Investigators must complete an IBC protocol application form (form 1a) for their project: http://www.purdue.edu/Research/vpr/compliance/rdna/index.html. This form covers the basic proprietary information, a project description, facility inspection, a listing of personnel who will be involved, and assures that bio-awareness training is provided.  It is forwarded to the Biosafety Officer who conducts a lab or facility inspection and assigns a biosafety level.  The IBC Chair completes the process by reviewing the project procedure and either approves, disapproves, or exempts the protocol.

When does the IBC convene to review and vote on a protocol?  The IBC will have a regular biannual meeting schedule, the first at the start of the Fall semester and the second near the end of the Spring semester.  The IBC must review and approve/disapprove any protocol that involves the use of a CDC Select Agent: http://www.cdc.gov/od/sap/docs/42cfr73.pdf.  Reviewing Select Agent use protocols will involve calling a special IBC meeting.

What regulatory agencies and Policies govern the IBC Committee actions?

NIH Guidelines:  
The purpose of the NIH Guidelines is to specify practices for constructing and handling:  (i) recombinant deoxyribonucleic acid (DNA) molecules, and (ii) organisms and viruses containing recombinant DNA molecules.  All NIH-funded projects involving recombinant DNA techniques must comply with the NIH Guidelines.  Non-compliance may result in: suspension, limitation, or termination of financial assistance for the noncompliant NIH-funded research project and of NIH funds for other recombinant DNA research at the institution, or a requirement for prior NIH approval of any or all recombinant DNA projects at the institution.
 

http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html
CDC Biosafety in Microbiological and Biomedical Laboratories:  

This publication describes the combinations of standard and special microbiological practices, safety equipment, and facilities constituting Biosafety Levels 1-4, which are recommended for work with a variety of infectious agents in various laboratory settings.  The term "containment" is used in describing safe methods for managing infectious materials in the laboratory environment where they are being handled or maintained. The purpose of containment is to reduce or eliminate exposure of laboratory workers, other persons, and the outside environment to potentially hazardous agents.



 http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm
Animal and Plant Health Inspection Service (APHIS)

APHIS is part of the USDA and is charged with safeguarding against the introduction of exotic pests and disease, monitoring emerging agriculture pests and disease, monitoring existing pests, and ensuring the humane care of animals under the Animal Welfare Act.  APHIS also regulates the movement, importation, and field-testing of genetically engineered plants and microorganisms through permitting and notification procedures.


http://www.aphis.usda.gov/
Purdue University Biological Safety Manual:

This publication was prepared as an aid to researchers in the prevention of infection of laboratory workers and ancillary personnel and serves as the written Biological Safety Program for facilities using biohazardous agents.  It is currently being updated.



http://www.adpc.purdue.edu/PhysFac/rem/home/booklets/bioman.pdf 

REM Home Page 

This site contains a description of the Radiological & Environmental Management department (REM).  The various sections in REM cover regulatory requirements that involve chemical, biological and radioactive materials; industrial hazards; general OSHA safety; and much more.  Many of the regulatory guidelines are found on this web page.



http://www.adpc.purdue.edu/PhysFac/rem/
Office of Research Administration

The ORA web page contains information concerning the Human Use Committee, the Purdue Animal Care and Use Committee and the Institutional Biosafety Committee


http://www.purdue.edu/Research/vpr/compliance/index.html 
If you have any questions concerning the IBC or related procedures, email, ibcomm@purdue.edu, or call, 41496.  Thanks.
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