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UGA Institutional Biosafety Committee
Protocol Review Form
For questions about this form, contact:
UGA Office of Biosafety         
https://research.uga.edu/biosafety/                  
Email: biosfty@uga.edu            706-542-2697
Return signed copy by mail, fax, or scan to:
310 East Campus Road, Room 217  
Athens, GA 30602                  Fax: 706-583-8104
Email: ibc@uga.edu                                               
< I certify that the information provided in this application is complete and accurate and consistent with any        proposal(s) submitted to external funding agencies.  
< I agree that I will not begin this project until receipt of official approval from the appropriate committee(s). 
< I agree that modifications to the originally approved project will not take place without prior review and approval by the appropriate committee(s), and that all activities will be performed in accordance with all applicable federal, state, local and University of Georgia policies. 
< I will follow applicable biosafety level requirements, comply with all shipping requirements and requiredwaste management practices.
< I will ensure that all personnel have appropriate training including but not limited to:  biosafety principles and techniques, accidental spills, shipping regulations, proper handling of biohazardous materials and waste management. 
< I am aware that the IBC reserves the right to conduct inspections of the research facilities at any time.
For Institutional Biosafety
Committee (IBC) Use Only
Protocol #: 
Date received:         
 
rDNA                            Infectious agents
Exempt                 Expedited review                  
Full Committee Review
Completion of this section is a requirement for all protocols submitted to the UGA IBC. Failure to complete this section will result in the protocol not being submitted for IBC review.
Requirement for the U.S. Government Policy for Institutional Oversight of Life Sciences Dual Use Research of Concern (DURC).  If this project is determined to be DURC, the Institutional Contact for Dual Use Research of Concern (ICDUR) will submit to a separate subcommittee for DURC review prior to IBC review. 
 Agent or Toxin Involved in this Project (Check All that Apply)
 Type of Funding Source(s) for this Project
Assessment by the Principal Investigator (PI) for Experimental Effects
PI's are required to assess whether any research directly involving non-attenuated forms of one or more of the 15 listed agents produces, aims to produce or is reasonably anticipated to produce one or more of the experimental effects listed in Section 6.2.2 of the Policy for Institutional DURC Oversight.  (Note: the research and this assessment must be submitted to the IBC for review regardless of whether any of the following experimental effects apply.)
 
After consideration of the answers provided above, do you
consider this work to be dual use research of concern?”
Key Personnel.  List all project personnel and relevant experience. This information is intended to inform the committee of the training and background of the investigators and key personnel.
Name and Degree
Specific Duties on Project
Years should be related to proceduresperformed.
Number of Years Training
and Description of Experience
Non-Technical Synopsis.  Please give a brief description of project easily understood by nonscientists. Use phrasing and words that would be easily understood by someone having no knowledge of your project. Avoid using abbreviations and technical vocabulary or phrases. You can also attach a copy of the grant proposal abstract if desired.
Technical Synopsis.  Provide a detailed descri[tion of specific experiments that will be conducted, focusing on how infectious agents(s), rDNA material(s), human or NHP material(s), or toxin(s) will be used/handled. Include the following information, as it applies: in vitro and/or in vivo procedures used; maximum volumes and titers of cultures to be grown at any given time; method(s) of transportation for samples and inoculum; procedures that may create a splash or aerosol hazard; AUP number for in vivo studies.
PART A: Transgenic Animals
Will this project involve the use of transgenic animals?                     Yes               NoIf no is checked, please proceed to PART B:  Recombinant DNA. 
  1.   Describe how these animals are genetically altered. 
  2.   Please indicate how these animals will be procured. This information is intended to inform the committee if animals will be purchased from a vendor, transferred from another institution, or produced here at UGA.
 3.     Describe the type and frequency of evaluations to be performed on the animals in this project.
  4.   Describe the marking system to be used to individually identify all transgenic animals in     this project and any resulting offspring.
PART B:  Recombinant DNA
Will this project involve recombinant DNA?                             Yes           No
If the answer no is checked, please skip to Part C: Infectious Agent or Biological Toxin Use.
 5.    Please specify the relevant guidelines that cover this work (for example, this work is exempt from the NIH Guidelines as per Appendix C-II, or Section III-D-1,  Risk Group 2 host -vector system)
See http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines  for more information. The Office of Biosafety (706-542-2697) can assist you in determining relevant guidelines.
 
 
 
 6.    Please describe the source of the DNA including the type of organism, species, strain,cultivar/cell line.
  7.    Please list genes to be cloned and describe the nature of the inserted DNA sequences, including regulatory or coding region, entire genome, synthetic antisense sequences, etc.
  8.    Please describe the recipient organism(s) for the DNA. Specify the type of organism, species, strain, cultivar/cell line, origin, animal, plant, etc.
  9.    List vectors to be used, such as expression vectors, and briefly specify which genes will be cloned into which vector(s) for introduction of foreign DNA/RNA into the host. Provide vector maps with this submission. 
10.   Will there be a deliberate attempt to express a foreign gene?                  Yes             No         
If yes, describe how expression of the inserted DNA sequences will result in differences from the non-modified parental organism (for example, morphological or structural characteristics, physiological activities and processes, growth characteristics).  Indicate possible toxicity or other hazards, if any:
11.    Will the work involve the importation, movement, and/or field release of genetically engineered (GE) plants, insects, microorganisms, and another organism that is known to, or could, be a plant pest?                  
See https://www.aphis.usda.gov/aphis/resources/permits  for more information.   The Office of Biosafety (706-542-2697) can assist you in determining permit requirements and obtaining any necessary permits. 
If the appropriate permit(s) have already been obtained, please list the applicable permit number(s) and provide a copy with this submission, otherwise, indicate "pending". If not permit is required, please indicate N/A.
PART C: Infectious Agent or Biological Toxin Use
Will this project involve: human, animal or plant pathogens? Do you plan to attempt to isolate pathogens from blood or body fluids? Are you using human blood or body fluids highly suspected to contain human infectious agents? Do you plan to use biological toxins? If the answer is yes to any of these questions, please complete all of the questions in this section.            
12.   Please list the infectious agents or biological toxins to be used and indicate yes or no foreach category:
Material, Infectious Agent, or Biological Toxin
Human
Hazard
Animal
Hazard
Plant
Hazard
Years should be related to proceduresperformed.
YES        NO
YES         NO
YES         NO
13.  If this project will involve a human pathogen or human material that originated outside the  
         United States, a CDC Etiologic Agent Import Permit (www.cdc.gov/od/eaipp/) may be required.
 The Office of Biosafety (706-542-2697) can assist you in determining permit requirements and obtaining any necessary permits.  If the appropriate permit(s) have already been obtained, pleaselist the applicable permit number(s) and provide a copy with this submission, otherwise indicate "pending". If not permit is required, please indicate N/A.
 14.  If this project will involve infectious agents or biological toxins that affect humans and/or animals , please describe symptoms, severity of disease, vulnerable populations and mode of transmission in laboratory/animal workers (like what type of procedures in the lab/animal room could result in a potential exposure).
15.  If you will be using a human infectious agent or biological toxin,is a vaccine available?                                    Yes             No
If a vaccine is available, all potentially exposed personnel must be informed of the potential hazards and benefits and offered the option of receiving the vaccine.                                     
Please list dates and type of vaccination for all potentially exposed personnel:
Name
Vaccination
Date Received
16.   Are any of the agents or toxins listed above Select Agents or Toxins?                   Yes            No         
         See the current list of agents: http://www.selectagents.gov/SelectAgentsandToxinsList.html
17.   If this project will involve an animal or plant pathogen that originated outside of Georgia or the United States, a USDA APHIS import/transport permit will be required.  Seewww.aphis.usda.gov/import_export/index.shtml or www.aphis.usda.gov/ppq/
        The Office of Biosafety (706-542-2697) can assist you in determining permit requirements and obtaining any necessary permits. If the appropriate permit(s) have already been obtained, please list the applicable permit number and provide a copy with this submission, otherwise, indicate "pending". If no permit is required, please indicate N/A.
PART D:  Infectious Agent or Biological Toxin Use
If you have indicated "yes" to Parts A, B, or C, please complete the following:
18.  Please check the federal guidelines applicable to the proposed project. The Office of   Biosafety (706-542-2697) can assist you in determining the proper guidelines.  
         For recombinant DNA and/or transgenic animals, refer to the NIH Guidelines for research involving recombinant DNA molecules:  http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines
         Please indicate proposed biosafety containment level(s) to be used in this project.
For human pathogens or toxins, refer to the CDC publication Biosafety in Microbiological and Biomedical Laboratories: http://www.cdc.gov/biosafety/publications/bmbl5/index.htm
         Please indicate proposed biosafety containment level(s) to be used in this project.
For animal-only or plant-only pathogens or toxins, there are currently no applicable regulatory guidelines.  Please contact the Office of Biosafety (706-542-2697) for assistance with the development of prudent guidelines specific to the animal-only or plant-only pathogen or toxin used in this project.  
Please indicate proposed biosafety containment level(s) to be used in this project, refer to Biosafety in Microbiological and Biomedical Laboratories:http://www.cdc.gov/biosafety/publications/bmbl5/index.htm
19.  Describe the specific decontamination method(s) to be used for all biohazardous waste contaminated equipment, and surfaces. Decontamination methods may include autoclaving, chemical disinfections, etc. If a chemical disinfectant is used, state type, concentration, and contact time. Include a row for each type of waste (solid, liquid, animal, carcasses, plants, soil, etc. Include a row for surfaces and indicate disinfectant concentration and contact time.
Type of Waste 
Decontamination/Disposal Method
PART E:  Procedures for Laboratory Safety and Experimental Procedures
20.  Please check all of the personal protective equipment required for work in the laboratory.
         Face shield/goggles/safety glasses (specify type):  
         Shoe covers                  Lab coat                  Gloves                  Head cover
         Mouth/nose/respiratory protection (specify type):  
         Other (specify):  
21.  Please list any special precautions, in addition to the personal protective equipment and the regulatory guideline requirements that may be employed in the laboratory for safety, i.e. sharps policy; enrollment in Occupational Health Program; hand washing policy; incident response and reporting procedures; transportation of biohazard waste to the autoclave room; training requirements; etc.
PART F:  Study Location Information
22.  Please list the location(s) where the project will be carried out.  Include all laboratory and animal  facilities as well as field locations and greenhouses.
Building, Field Location or Greenhouse
Rm. No.
23.  List locations of biological safety equipment (for example: biosafety cabinet (BSC), autoclave, O-ring sealed centrifuge rotor). Include most recent certification date for BSCs.  Please enter failed if the cabinet did not pass certification testing.
Biological Safety Equipment Used
Building	
Room No.
BSC              Cert. Date
PART G:  Projects Involving Animal Studies
Save a copy. Return signed copy by mail, fax, or scan to Office of Biosafety.
 
For questions or more information, contact:         UGA Office of Biosafety
                                                                310 East Campus Road, Room 217                                                                Athens, GA 30606         ibc@uga.edu
                                                                706-542-2697                  Fax: 706-583-8104
If "yes", please complete all questions in this section, noting number of animals in each category.
At the projects termination the animals will be:          
Disposal method:
24.   Does this project involve animals?                                     Yes             No  
Final disposal of euthanized animals is incineration or KOH treatment.
Specify what type of animals:
Text
Text
PART C:  Infectious Agent or Biological Toxin Use
Will this project involve: human, animal or plant pathogens? Do you plan to attempt to isolate pathogens from blood or body fluids? Are you using human blood or body fluids highly suspected to contain human infectious agents? Do you plan to use biological toxins? If the answer is yes to any of these questions, please complete all of the questions in this section.            Yes               No
Text
Text
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