Institutional Biosafety Committee Application Form – Instructions
What is the Institutional Biosafety Committee Application Form?

As a major research institution, the University Missouri (MU) provides assurance that its sponsored research activities are in compliance with federal, state, and local regulations and guidelines.   The Institutional Biosafety Committee (IBC) Application is a document describing a Principal Investigator’s (PI’s) research at MU, and when approved by the IBC, provides authorization for you, the PI, to conduct that research.

Who must submit an IBC Application?

If your research involves:  

· Microbiological agents infectious to humans and animals, including Select Agent Organisms http://www.cdc.gov/od/sap/docs/salist.pdf.  Provide a copy of any required federal permit.
· Use of Human blood, body fluids, tissues, cell lines.  Review OSHA guidelines http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051.  Primate clinical specimens or cell lines; animals and their blood tissues and cell lines, for which a reasonable potential for transmission of zoonotic agents exists, e.g., wild-trapped animals, sheep and non-human primates.  Review MU IBC Policy Statement on Human/Nonhuman Primate Cell Lines at http://ehs.missouri.edu/bio/ibc/ibc-humancelllines.html    
· Exotic plants, animals and microbes (e.g., nonindigenous plant or insect pathogens, or biological control agent); provide a copy of any required federal permit http://www.aphis.usda.gov/.
· Toxins on the Select Agent list, when administered in vivo or in vitro to induce a biological outcome  http://ehs.missouri.edu/bio/ibc/ibc-biotoxins.html  
· Recombinant DNA materials or technology, that  are subject to the NIH Guidelines for Research Involving Recombinant DNA Molecules located at http://www4.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm., including human gene transfer and transgenic animals and plants.  Some lower level rDNA research may be EXEMPT and not require MU Institutional Biosafety Committee review or approval.  Researchers should contact the MU Biosafety Office at 882-7018 to discuss steps to request an exemption letter.  Review MU IBC Policy Statement on Transgenic Animals at http://ehs.missouri.edu/bio/ibc/ibc-transgenicanimals.html  
· All biohazardous material, Biosafety Level 2 (BSL-2) or higher research actives as described in Section 2.4 of the MU Biosafety Manual http://ehs.missouri.edu/bio/manuals/biosafety.pdf . 

General Information for Submission of IBC Application
Content: A single IBC application from a PI may cover multiple research activities.  Applications for recombinant DNA and/or BSL-2 or BSL-3 work require review and approval at an IBC meeting.  

Submission Assistance:  Prior to submitting hard copies of an application, it is strongly recommended the PI forward an electronic version for MU biosafety staff review and assistance to make a successful IBC application.  The electronic version should be sent as early as possible to allow sufficient time for administrative review, feedback, and changes prior to IBC protocol submission deadline.  

If you have technical problems with the form (e.g. the checkboxes don’t work on your computer, you can’t “cut and paste”, etc.), please contact the Biological Safety Program staff at biosafety@missouri.edu.  

Application Preparation:  Please make sure the application is complete and free of typographical and grammatical errors.  Attach additional items that will aid committee members during the review process: e.g., specific vector(s) and plasmid(s) information, cell lines, ATCC product description, etc.

Deadlines and IBC Review Dates:  Protocol submission deadline dates and IBC meeting dates are posted at http://ehs.missouri.edu/bio/ibc/.  Only administratively complete applications received by NOON on the submission deadline date will be considered at the next scheduled IBC meeting.

Duration of Approved Protocols:  3 years.

Laboratory Facility Safety Review

A complete application and maintenance of an active protocol  require a laboratory facility safety review of the designated research area by a member of the Department of Environmental Health & Safety (EHS) staff to ensure the recommended controls and containment level are appropriate for the proposed research.  EHS staff, IBC Chair, and additional IBC members may participate in the laboratory facility safety review.  The PI or laboratory staff member with a comprehensive knowledge of the proposed work must be present during the review.  Reviews are performed at a minimum, prior to review of the initial application and annually during the 3 year approval period for human gene therapy studies, Select Agent, or biosafety level 3 research.  Any biosafety concerns identified during this review will be discussed with the PI.  Any unresolved items will be forwarded to the IBC for discussion or corrective action.  The BSP and any IBC member can request a facility review, regardless of the biosafety level assigned, at any time throughout the approved period.  PIs and research staff are encouraged to conduct biosafety self-audits for their laboratories, using checklists available in the MU Biosafety Manual or from the BSP.

How to Modify Approved IBC applications 
Changes in protocol name, animal species, animal housing, biosafety cabinet, individual rooms, research personnel, cell lines, time of research project, and deletion of biohazardous material:  These are reviewed by the IBC Chairperson and Biosafety Personnel (BSP).  Approval of changes should be requested using the Institutional Biosafety Committee Application Amendment http://ehs.missouri.edu/bio/forms/bio-amend.doc.  These are administrative reviews and will be conducted using the Biosafety Protocol Information On-Line Renewal System.  
Changes in biosafety level, laboratory move, animal handling process, PI, addition of biohazardous material, procedures, or in vitro to animal use:  These require amending the IBC Application and require full IBC review and approval.  A current approved IBC application can be provided for PI review and update by sending an email request to biosafety@missouri.edu. 
PI Responsibilities 

It is the PI’s responsibility to notify the IBC of any changes in their ACUC protocol that involve recombinant DNA or additional biohazardous materials not listed on the current IBC approved protocol.
If you have questions regarding the Institutional Biosafety Committee Amendment Application http://ehs.missouri.edu/bio/forms/bio-amend.doc , please contact MU Environmental Health & Safety (EHS) Biological Safety Program at 882-7018 or by email at biosafety@missouri.edu.
Completing the Institutional Biosafety Committee Application Form

Grayed Areas for IBC Use Only
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	User Registration # (upper right)
	Investigator 4-digit User Registration Number assigned to a researcher by MU EHS.  If you have already been assigned an RU number, please indicate it here.  This number is not required at the time of application but should be established prior to final approval of the IBC application.  Apply for a Registered User number at http://ehs.missouri.edu/haz/forms/registered-user.pdf. 

	1 Protocol Title
	Please provide a title that clearly describes the scope of work. Please do not use acronyms. Grant titles tend to be vague and do not clearly provide a general description of the research.  EXAMPLE:  “The role of BclA in resistance to apoptosis” is less informative to the IBC than “Infection of primary human endothelial cells with adenoviral vectors expressing human BclA protein”. 

	2 Principal & Co-Investigator
	The application provides space for a Principal Investigator and Co-Investigator (if needed).  This information will be used to contact the researcher(s) and address any correspondence from the IBC.  Additional collaborators may be listed in Question #8 “Laboratory Personnel”.

	3 Application Type
	Check the appropriate box.  

New—New research protocol application.

Amendment—Change request for a protocol <3 years old. 

     NOTE:  Form is available for administrative changes requiring only IBC

     Chair and BSP approval  Go to http://ehs.missouri.edu/bio/forms/bio-amend.doc
     to see if your change qualifies for a one page amendment. 

Renewal—Periodic review required every three years.  This is a full update of the application by the PI for IBC review/approval.

	4 Dates of Proposed Research
	Provide a proposed start and end date for this research protocol based on anticipated funding and research timeline.  

	5 Primary Research Locations & Multi-User Locations
	List all laboratory room numbers where biohazardous or rDNA materials will be used.  If you are aware of the Biosafety Level for the room, note it on the form, if not aware of the biosafety level leave the field blank and the BSP will assign the level following an inspection of the location.  If the room is used by other investigators, check the “Shared Room” box.  Include multi-user areas for:  autoclave, centrifuge, incubator, PCR equipment, etc.  NOTE:  Use Item #6 to record material storage locations and biosafety cabinet locations.  Use Item #7 to record animal housing and procedure locations.

	6 Research Storage and Biosafety Cabinet Locations
	List the room numbers where the material will be stored and the type of containment (IE: locked -80 freezer, liquid nitrogen dewer, chiller, sealed plastic container, sealed cardboard container, etc). Also include biosafety cabinet locations where material will be used.  If the room is used by other investigators, check the “Shared Room” box.  Mark the “Secured” box to indicate your materials are properly secured.  If you have questions regarding security, contact MU Biosafety staff 882-7018 or via email biosafety@missouri.edu. 
Note: Biological Safety Cabinets (BSCs) are required by the IBC when reviewing BL2 and BL3 protocol request.  For BL2 and BL3 IBC approved research biological safety cabinets must be certified annually and must have a biohazard sticker posted on the cabinet.  Contact MU Biosafety staff via email biosafety@missouri.edu for information on the current vendor contracted to provide annual biosafety cabinet recertification.   The Department of Environmental Health & Safety works with MU Procurement Services every three years to establish preferred pricing with a vendor.  

	7 Research Animal/Plant Locations
	List the type of animal or plant, room location, farm or environmental study sites where animals or plants will be housed or where animal surgical procedures will be conducted.  If you are aware of the Biosafety Level, note it on the form, if not aware of the biosafety level leave the field blank and the BSP will assign the level following an inspection of the location. If the room is used by other investigators, check the “Shared Room” box.  

	8 Research Personnel
	The PI must be first on the personnel listing, followed by co-investigators and other laboratory personnel.  All workers involved in the work must be listed, including collaborating researchers, staff, post-docs, and student workers.  List the building and room number where personnel will be working.  Provide an email address for each worker.  Check one or both training boxes: (Intro) Introduction to Biosafety and (BBP) Bloodborne Pathogen.  In the “Date of Last Training” indicate the most recent training date for either Intro or BBP.  If the laboratory personnel have not attended either training then note “NONE” in the “Date of Last Training” field.  You may review training records for laboratory personnel at http://mubsweb.missouri.edu/ehsweb/training/.   If you have questions regarding training, contact MU Biosafety staff 882-7018 or via email biosafety@missouri.edu. 

	9 Research Core Facility
	List the name of the MU Research Core Facility, building where the facility is located and the name of the Core Director.  EHS will review approved protocols for the core facility’s IBC protocol approval number.
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	10.a. Use of biohazardous or rDNA material from a non MU collaborator?
	If NO go to 10b.  NOTE:  If material is supplied by another MU researcher, please provide information in question #9 or 13C of this application.

If YES complete question 10.a.i.
10.a.i. Provide the non MU collaborator’s name and research institution/facility.

Provide additional information about the material to be received in question #13C “Description of experimental procedures”.   Include the following items: 

· Are you providing material to the researcher and that researcher is returning a recombinant plant or animal?  

· Are you receiving viral vectors?  What type/strain?

· Request email confirmation from the researcher supplying the material that his/her research is approved by the IBC of their institution.  Please forward this information along with your protocol application.   

	10.b. Use of Recombinant DNA Molecules?

	See NIH definition of Recombinant DNA Molecules at http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.htm .
If NO go to 10.c. 
If YES complete questions 10.b.i. – 10.b.vii.
10.b.i.  Include the genus, species and strain, of source when known.
10.b.ii. Include identification by name of the biological source (e.g., structural gene, oncogenes).

10.b.iii. Include information on phage and/or plasmids.  Please be as specific as possible.  Provide manufacturer and catalog code.  A weblink is also helpful. List risk attenuation for all vectors, even those in which the risk is negligible.  Appropriate responses would include “Replication Defective” or “Restricted to prokaryotic expression”.     

10.b.iv. Include viral component information.  The committee will focus on viral vectors such as Lentivirus and Retrovirus.  For non-commercially available vectors, please provide a vector map.
10.b.v. Provide information on host cells (species and strains). 
NOTE:  The use of non-K12 E. coli hosts falls within the NIH guidelines and requires MU Institutional Biosafety Committee review.  Use of K-12 E. coli hosts may be exempt.  

10.b.vi.If YES 

(a) Describe the protein to be produced.
(b) Explain possible toxicity or other hazards of the foreign protein.
10.b.vii. NIH Experiment Type see definitions at 

http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.htm . NIH requires the researcher identify the section of the NIH Guidelines that apply to this research.  Contact EHS for assistance biosafety@missouri.edu or 882-7018. 
NOTE:  The following sections of the NIH guidelines require either NIH Recombinant DNA Advisory Committee (RAC), NIH Office of Biotechnology Activities, or specialized MU Institutional Biosafety Committee review.  If your proposed research falls into one of the following guidelines, contact EHS for additional information (statements below are not complete, see NIH guideline for full text):
§ III-A-1 The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture.

§ III-B-1 Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight.

§ III-C-1 Experiments involving the deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into one or more human research participants.

§ III-D-1-a Experiments involving the introduction of rDNA into Risk Group 2 agents.

§ III-D-1-b Experiments involving the introduction of rDNA into Risk Group 3 agents.

§ III-D-1-c Experiments involving the introduction of rDNA into Risk Group 4 agents.

§ III-D-1-d Containment conditions for experiments involving the introduction of recombinant DNA into restricted agents.

§ III-D-2-a Experiments in which DNA from Risk Group 2 or 3 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes.

§ III-D-2-b Containment conditions for experiments in which DNA from restricted agents is transferred into nonpathogenic prokaryotes or lower eukaryotes.

§ III-D-3-a Experiments involving the use of infectious or defective Risk Group 2 viruses in the presence of a helper virus.

§ III-D-3-b Experiments involving the use of infectious or defective Risk Group 3 viruses in the presence of a helper virus.

§ III-D-3-c Experiments involving the use of infectious or defective Risk Group 4 viruses in the presence of a helper virus.

§ III-D-3-d Experiments involving the use of infectious or defective restricted poxviruses in the presence of a helper virus.

§ III-D-4-a Recombinant DNA, or DNA or RNA molecules derived therefrom, from any source except for greater than two-thirds of eukaryotic viral genome may be transferred to any non-human vertebrate or any invertebrate organism. (Experiments in whole animals)

§ III-D-4-b Experiments involving recombinant DNA, or DNA or RNA derived therefrom, involving whole animals, including transgenic animals, and not covered in § III-D-1.
§ III-D-5-(a-e) Experiments involving whole plants not listed in Section III-E-2.  Section III-D-5 involves exotic plants with a biocontainment requirement of BL2-P+, BL3-P, or BL4-P. 
§ III-D-6 Experiments involving more than 10 liters of culture.

§ III-D-7 Experiments involving influenza viruses.

§ III-E-1 Experiments involving the formation of recombinant DNA molecules containing no more than two-thirds of the genome of any eukaryotic virus.

§ III-E-2 Experiments involving whole plants.

§ III-E-3 Experiments involving transgenic rodents.

§ III-F    Exempt experiments.

	10.c. Use of Biological Organisms/
Agents?
	If NO go to 10.d.

If YES list any microorganism, or infectious substance, or any naturally occurring, bioengineered, or synthesized component of any such microorganism or infectious substance, capable of causing: 1) death, disease, or other biological malfunction in a human, an animal, a plant, or another living organism; 2) deterioration of food, water, equipment, supplies, or material of any kind; or 3) harmful alteration of the environment. Include those that will be used for vector subcloning.  Provide World Health Organization (WHO) risk group classification or Biosafety in Microbiological and Biomedical Laboratories (BMBL) safety level to the right of the biological agent.

http://www.cdc.gov/od/ohs/biosfty/bmbl5/sections/SectionII-BiologicalRiskAssessment.pdf.
Note: even attenuated strains of bacteria can be pathogenic to immunocompromised humans and animals.    

	10.d. Use of a Select Agent/Toxin?
	Consult the current CDC list of select agents/toxins at http://www.cdc.gov/od/sap/docs/salist.pdf.  

If NO go to 10.e.

If YES list select agent/toxin in 10.d.i.  For biological toxins, PI must review MU IBC Statement on Toxins of Biological Origin at http://ehs.missouri.edu/bio/ibc/ibc-biotoxins.html.  


	10.e. Use of Radioactive Materials?
	If NO go to 10.f.

If YES complete questions 10.e.i and 10.e.ii.

Investigators must complete an application to use radioactive materials.  Contact the MU EHS Radiation Safety Office at 882-7018.

	10.f. Use of Research Animal Subjects?
	If NO go to 10.g.

If YES complete questions 10.f.i. – 10.f.iv. and attach a copy of your pending or approved Animal Care and Use Committee (ACUC) application to this IBC application.
If YES for 10.f.ii. Review MU IBC Policy Statement on Transgenic Animals at  http://ehs.missouri.edu/bio/ibc/ibc-transgenicanimals.html  

PI must indicate question 10.a. of this application whether the animals are being generated at the University of Missouri or obtained off campus.  Indicate the commercial vendor or other source. 
Investigators must complete a separate animal use protocol application and training in order to use laboratory animals.  Contact the ACUC Coordinator at 884-6758.
For 10.f.iv.  Indentify approved ACUC protocol number and check pending approval if ACUC protocol submission is not yet complete.

	10.g. Use of Animal Blood/Tissue?
(OPIM—Zoonotic?)
	If NO go to 10.h.

If YES complete questions 10.g.i – 10.g.ii.
If YES to 10.g.ii.  PI must identify the Other Potentially Infectious Material in 10.g.ii.a.

Identify zoonotic diseases and/or infections which can naturally be passed from vertebrate animals to humans.  The agents can be spread via bacteria, parasites, or virus form the animal to human via blood, tissue, or feces.  For additional information visit the World Health Organization site at http://www.who.int/zoonoses/diseases/en/.   

	10.h Use of Whole Plants?
	If NO go to 10.i.

If YES complete questions 10.h.i. – 10.h.iv.
If YES for 10.h.ii. PI must indicate in question 10.a. if plants are generated by a non MU collaborator/research institution/facility.
For 10.h.iii.  Indicate if any rDNA is derived from a plant pathogen.  

	10.i. Use of Human blood, Tissues, Cell Lines, or OPIM?
	If NO go to 10.j.

If YES to 10.i complete questions 10i.i. and 10.i.ii.  

PI must review MU IBC Policy Statement on Human/Nonhuman Primate Cell Lines at http://ehs.missouri.edu/bio/ibc/ibc-humancelllines.html.
Cell lines of human or primate origin, even those cell lines which are well established or commercially available, should be included in this category.  Include the IRB protocol approval or exemption letter for obtaining these specimens.  Contact the Institutional Review Board (IRB) Compliance Officer at 882-3182.
PI must ATTACH an Exposure Control Plan (ECP) to the protocol application.  A template is available at http://ehs.missouri.edu/bio/forms/exp-control.doc.  PI and all laboratory personnel must be enrolled in MU Occupational Health & Safety Program (OHSP).  For enrollment and information on MU OHSP go to http://ehs.missouri.edu/bio/ohsp.html.  Bloodborne Pathogens Training (within the last 3 years) is recommended for investigators and laboratory personnel.  To enroll for the next available training date go to http://mubsweb.missouri.edu/ehsweb/training/.  PI must provide a listing of all cell lines, even those cell lines which are well established or commercially available, in Question #13 Scope of Work.     

	10.j. Conducting Gene Therapy or Vaccine Trial?
	If NO go to 10.k.

If YES complete question 10.j.i.
Investigators must contact the IRB Compliance Officer at 882-3182 to complete a separate IRB protocol application to conduct Gene Therapy or Vaccine Trial.  Provide a copy of IRB approval or exemption letter with your IBC protocol application.

	10.k. Will more than 10L of material be possessed at one time?
	If YES PI must provide additional information about the material and the reason for possessing more than 10 liters in Scope of Work (Page 3-Question 13) portion of this application. 
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Question 12 Mitigation Assessment 
	11 Proposed Biosafety Level
	Indicate the proposed biosafety level for your research.  Please refer to the Biosafety in Microbiological and Biomedical Laboratories (5th edition) reference at http://www.cdc.gov/od/ohs/biosfty/bmbl5/sections/SectionIV-LaboratoryBiosafetyLevelCriteria.pdf or contact the Biosafety Office for assistance.

	12.a. What PPE Devices will be used?
	Check each box for personal protective equipment (PPE) to be worn.  Check “Other” if additional PPE not listed will be used and provide a description of the equipment.

	12.b. Will access to the lab be controlled?
	If YES describe how lab access will be controlled in 12.b.i.  Example:  “Door locked when staff are not present.”  “Restricted access sign will be posted outside door when (state hazard) research is in progress.” 

	12.c. Is a Biological Safety Cabinet available for use?
	Choose “N/A” if research involves work with BSL1 material and does not require the use of a biological safety cabinet.  

Choose “NO” if a Biological Safety Cabinet is not available and your research includes the use of potentially infectious biohazardous material.  NOTE:  Committee members will require that you be specific in the risk assessment portion of this protocol application (Question #13.d.).  Describe how you will use PPE/or other physical containment devices to assure containment of material during procedures with the potential for creating infectious aerosols or splashes.   

Choose “YES” if a Biological Safety Cabinet is available and your research includes the use of potentially infectious biohazardous material. PI must complete 12.c.i.  



	12.d. Have emergency procedures been developed to respond  to an accident?
	If YES provide a date when Emergency Procedures specific to your laboratory were originally created or last updated in 12.c.i.  Attach a copy of your plan to the protocol application.

	12.e. Has an Exposure Control Plan been developed for laboratory workers?
	If YES provide the date when the Exposure Control Plan specific to your lab was originally created.  Laboratory Specific Exposure Control Plans are required when research involves the use or storage of human blood, tissue, cell lines or and Other Potentially Infectious Material (OPIM).  OPIM is a material with the potential for transmission of HIV, HBV, and other blood disease, including tissue from animals known to be infected with any of these agents, microbial stocks, and cultures, certain body fluids, unfixed human tissue and primary tissue/cell cultures.

A template to assist you in creating your laboratory specific Exposure Control Plan is available at http://ehs.missouri.edu/bio/forms/exp-control.doc.

	12.f. Has Emergency Notification and Biohazard signage been posted?
	If YES provide the date Biosafety staff assisted you with signage for your research location(s). If you need assistance with this signage, contact the MU Biosafety staff at biosafety@missouri.edu or call 882-7018.

	12.g. Have all personnel been offered vaccinations/titer checks for all material to be used in your research?
	Answering YES to this question indicates you and your research staff have been offered available vaccinations/titer checks for material you plan to use in your research.  Answering N/A indicates there are no vaccinations are available.  Complete the MU Occupational Health & Safety Program (OHSP) enrollment form at http://ehs.missouri.edu/bio/forms/ohsp.doc to enroll in the MU OHSP and request participation in the medical portion of the program.  


Question 13 Scope of Work
NOTE:  Responses to questions 13.a.-13.g. should be provided in lay terms.  It should be written in non scientific language and should be readily understood by a non-scientist. Abbreviations and acronyms should be avoided or explained.
	13.a Purpose of the experiment
	If your Scope of Work is summarized in a grant abstract, provide grant abstract information.  Explain the overall goals of your research (purpose of the experiment).  All aspects of your research should be discussed, including how the work described in the IBC application relates to any ACUC protocol (attach ACUC approval letter and copy of protocol), IRB protocol (attached IRB approval or exemption letter), use of radiological materials, etc.

	13.b. Rationale for the use of the agent
	Include specific rationale for the use of the agent; provide your experimental abstract information.  Explain why and how the specific agents described in your IBC application will be used.  


	13.c. Description of the experimental procedures
	Include specific types of manipulations planned involving the use of biohazardous material, recombinant DNA, human blood, tissue or cell lines, other potentially infectious material (OPIM).  Describe route of administration, frequency and type of manipulations, if organism will be inactivated prior to lab manipulations.  Provide method of disposal of biohazardous substances, animal wastes and carcasses, and residual human substance (e.g., incineration, autoclaving, chemical disinfection).  If a chemical disinfectant is used, provide the name and concentration.

	13.d. Assessment of risk for your specific research protocol
	Include a summary that will provide sufficient detail of your research to allow the reviewers to understand the potential risks and the proposed means to minimize those risks.  The assessment of risk should include, but not be limited to:  agent characteristics, symptoms of exposure, infectious dose, indicate antibiotic/antiviral resistance, vaccine preventable, specify type of therapy, potential for staff exposure to material and risk of infection, concentration and total volume, aerosol generation potential, use of sharps, storage, transport and disposal risks, method of inactivation, disinfectants and concentrations use, medical surveillance requirements, and justification of the biosafety containment level you proposed.  
· For rDNA use refer to the source of inserted DNA, nature of inserted sequences, host/vector used, and attempt of the expression of a foreign gene and the protein to be produced.
· If your research involves proteins that are known or suspected to contain toxins, you should conduct a search of literature or publications and specifically reference information relevant to your research.  Committee members will use the information to assess potential risk to lab personnel or the environment.  Keep in mind, as you complete the risk assessment, the information will be used by members to assess biosafety containment requirements for your specific research activities.  For example:  If you plan to use genes from a RG2 or RG3 agent to express proteins in E. coli and wish to conduct the research at biosafety level containment 1 (BL1), you must provide committee members with clear reasons why your research can be safety conducted BL1. 

· If using replication-defective virus, please describe the procedures used to ensure the virus remains replication-incompetent and policies to be followed if recombination occurs.

· Indicate the maximum quantity of biohazardous material you will possess at any one time.  Include all biohazardous materials stored in your lab, used in experiments, and all waste.  Specify quantity in liters or other appropriate units.  If more than 10 liters is possessed at one time, provide the reason for possessing more than 10 liters.



	13.e. Experimental amplification risk
	Include experimental amplification risk such as: use of adenovirus with aerosol generating procedures or #-1/E-3 regions not deleted; use of oncogenes, use of a virus where more than 2/3 of the viral genome is used; helper virus, vsv-g pseudotyping to increase risk with retroviral and lentiviral systems; high concentrations and/or large volume of culture (e.g. we will use over 10 liters of culture media and will follow containment guidelines described in HIG Guidelines Appendix K.)  (http://www4.od.nih.gov/oba/rac/guidelines 02/APPENDIX_K.htm.

	13.f. The use of whole transgenic plants and/or animals
	For research involving the use of whole transgenic plants and/or animals, PI must provide a description of plants or animals purchased, transferred, and/or generated (e.g. will be using knockout mice to evaluate metabolism of proteins thought to be associated with disease resulting from enteric bacteria exposure).  PI must review MU IBC POLICY Statement on Transgenic Animals at http://ehs.missouri.edu/bio/ibc/transgenic-animal.doc.   PI must provide information the final disposition of animals or final disposition of plants, seeds, soil, etc.

	13.g. Human research participants used/and or laboratory animal subjects used
	(e.g. deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into human or animal research participants.

NOT Human Gene Transfer:  It is not gene transfer when the DNA is manipulated outside of the body but is not integrated into the person/animals geneome, it is rDNA research but not gene transfer (e.g. protein or RNA products of the rDNA are injected into a person/animal, no gene transfer has occurred.)

Human Gene Transfer: process of transferring genetic material (DNA or RNA) into a person/animal.  DNA may be transferred as “naked” DNA, encapsulated DNA, or DNA within another organism, such as a virus.  Use of retroviral vectors in humans also constitutes human gene transfer when the virus contains enzymes that result in a DNA copy of the RNA genome.

Gene transfer being studied as possible treatment for certain infectious and hereditary diseases is called “gene therapy” research.  The treatment may address certain health problems by compensating for defective genes, producing a potentially therapeutic substance or trigger the immune system to fight disease.


The following are sample statements which may apply to your research.  Please note that these statements can be modified and included as applicable.
· All personnel will wear appropriate Personal Protective Equipment (PPE) (include gloves, labcoats, etc. as applicable) while working with (insert agents).

· Sharps will be deposited into a hard-sided sharps container located adjacent to the work area.

· If any biohazardous spills occur, they will be cleaned with (appropriate disinfectant must be specified, such as10% bleach) and the paper towels used to clean up the spill will be deposited in the biohazard container. 

· Personnel will wash their hands after removing gloves and before leaving the laboratory.

· When centrifuging biohazardous agents (list), sealed tubes and rotors will be used to minimize contamination in the event of tube failure and will be opened in a BSC (if applicable).  In the event of a tube failure, the centrifuge rotor and bowls will be disinfected with (appropriate disinfectant must be specified, such as10% bleach).
· Approved biohazardous waste containers (red biohazards bag lined box or tub) which all pipettes, plastic ware, etc. will be disposed will be located adjacent to the work areas.

· All materials that contact biohazardous agents (pipettes, pipette tips, flasks, etc.) will be decontaminated (appropriate disinfectant must be specified, such as10% bleach) or placed in biohazard bags before removal from the BSC.

· All biohazardous waste is removed daily and autoclaved before disposal.

· Access to the area will be limited while work is in progress.  The door will be locked and a sign indicating (state hazard) and hence restricted access will be posted outside the door to restrict access.

· Individuals with open cuts/wounds will not be allowed to work with biohazardous agents unless the open cuts/wounds are properly covered (e.g., bandaged and the use of double gloves if cut/wound involves hands).

· An Emergency Standard Operating Procedures (SOP) outlining procedures for accidental spills or exposures, including contact phone numbers, is posted (insert location).
Page 4 – Statement of Agreement
Review all statements on the application’s final page (Statement of Agreement).  Complete the date field within Statement #1.

Principal Investigator must sign and date the form where indicated and any Co-investigator must sign and date the form where indicated.

If the investigator requires clarification of any statement, please contact MU Biosafety staff at 882-7018 or by email at biosafety@missouri.edu.      
