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Application for Research Activities Involving Recombinant and Synthetic Nucleic Acid Molecules (NIH Non-Exempt), Other Biohazardous Agents, and Human Materials
 
 
Version 8/13/2018
Hennepin Healthcare Research Institute
Institutional Biosafety Committee
Email: IBC@HHRInstitute.org
 
This form is to be used to obtain Institutional Biosafety Committee (IBC) approval for research activities involving National Institutes of Health (NIH) non-exempt recombinant and synthetic nucleic acid molecules, other biohazardous agents (e.g., biological toxins, CDC/HHS/USDA-APHIS select agents and toxins, or infectious materials), human materials (e.g., blood, saliva, urine, tissue, cell lines), or NIH exempt recombinant and synthetic nucleic acid molecules when they are used in a protocol with other biohazardous agents or NIH non-exempt recombinant and synthetic nucleic acid molecules.
(Note: This helps us tell which form reflects the current version when information is revised due to IBC review and requested revisions.)
At this time, research at HHRI may only involve agents in Risk Group 1, 2, or 3 requiring Biosafety Level 1 or 2 containment procedures. 
I.  Principal Investigator: 
CITI IBC Basic Training
IBC CITI Shipping/Transport Training
IBC Receiving Education/Training
II. Key Research Personnel: 
Note: The PI should have contact information for each person listed in case they need to be notified of important information about the protocol or the agent(s) utilized in the protocol .
Training (Check all that apply):    
All Biosafety Levels:     
Additional Training, as applicable:    
Vaccinations required for protocol:    
* Training must be documented and placed on file with the Office for Education & Quality in Clinical Research.
III. Project Information:
3. Locations of research activities, including use and storage (e.g., laboratory, greenhouse, animal facility):
Building
Room Number
Type of Activity in that Room
(If Yes or Pending, provide information about the funding source in #2 below.)
2. Type: 
Extramural:
Intramural:
Note: If the research is federally funded or funded by the DePaul-RFUMS Research Pilot Grant Program, or funding is pending from these sources, attach a copy of the funding proposal submitted to the Federal funding agency or the DePaul/RFUMS Research Pilot Grant Program.  
If yes, attach a COI Statement of Explanation that includes a list of names of the investigators with conflicts, a brief description of each conflict, and the plan for managing the conflicts or the management plan approved by the Conflict of Interest Committee. 
IV. Protocol Summary:
1. This project involves (Check all that apply):
Provide: 
Provide: 
Provide: 
Provide: 
V. Biohazardous Agent Information:
1. Provide the following information for each biohazardous agent. If you are working with more than one agent then, click "Add another biohazardous agent" to add more entries. Please list all recombinant or synthetic nucleic acids molecules in this section along with other biohazardous agents.
Biohazardous agent (full name & abbreviation)
Source of agent (where it was obtained)
Is the agent currently in your possession?
NIH  Category
Risk Group
List any potential Risks or Side effects  related to the agent
Biosafety Level (Attach reference documents or provide website links below that support the categorization of the agent into the designated Biosafety Containment Level)
2. Are there any required or recommended vaccinations for persons working with the agent(s) listed above?
3. Are any of the agents listed above restricted according to the current CDC/HHS/USDA-APHIS select agent, pathogen, or toxin list?
[APHIS/USDA/HHS and CDC link for list:  http://www.selectagents.gov/SelectAgentsandToxinsList.html
4. Is a CDC, USDA or APHIS or other permit required to ship to and from HHRI, use or store the agent(s) or toxin(s)?  
5. Shipping, Transport, and Receiving of Biohazardous materials or agents (Check all that apply):
VI. Recombinant or Synthetic Nucleic Acid Molecules:
1. Does the proposed research activity involve the use or creation of recombinant or synthetic nucleic acid molecules? (If yes, items 2-8 will appear for you to complete. If you check yes for this item, please be sure to include the recombinant or synthetic nucleic acid molecule in the biohazardous agent table above in Section VII item 1 and choose the appropriate NIH category.) (If no, continue with #9)
7. Will a gene product, such as a foreign protein, be expressed from the cloned recombinant material?
8. Are you proposing to grow cultures containing recombinant or synthetic nucleic acid molecules (e.g., microorganisms or genetically modified cells) of more than 10 liters in a single experiment?
9. Will your activity involve the use of transgenic animals? 
B. Will this research involve breeding transgenic animals at HHRI, which are not covered under NIH exempt categories?
VII. Use of Live Animals:
A. Does this research involve the use of live animals? [Note: The use of live animals requires Institutional Animal Care and Use Committee (IACUC) review and approval.]
1. Indicate what will happen to the animals at the end of the research or the experiment utilizing the animal.
2. Does the research involve the use of infectious agents or biological toxins in animals? 
3. Can the use of the agents with live animals cause a potential occupational health and safety issue to personnel during cage cleaning and washing or bedding change procedures?
Note: PPE will be provided by the VS Director, who is responsible for ensuring that adequate PPE is utilized by all personnel working with the animal in the VS.
4. Does this protocol involve the use of unlicensed experimental biological products in animals? 
VIII. Infectious Agents, Biological Toxins, Select Agents or Toxins, Other Biohazardous Agents:
1. Does the proposed research activity involve infectious agents, biological toxins, select agents or toxins, or other biohazardous agents, such as human, animal, or plant pathogens, or biological toxins?
C. If you will be using a human infectious agent, select agents or toxins, or biological toxin, is there a vaccine available?
Note: If a vaccine is available, all potentially exposed personnel must be informed of the potential hazards of the agent and the potential benefits of vaccination and must be offered the option of receiving vaccination. All personnel who may be potentially exposed to the agent must provide documentation of receipt of vaccination or that they waived or declined vaccination. (See the form on the IBC website for providing this documentation.)
3. Does your procedure for agent manipulation have the potential to create aerosols (water vapor carried in the air)?
IX. Human Cell or Tissue Culture:
[All human unfixed tissue or cells, blood or blood components, human bodily fluids (e.g., semen, vaginal secretions, cerebral spinal fluid, pleural fluid, pericardial fluid, peritoneal fluid, amniotic fluid, breast milk, tears, saliva from dental procedures, any body fluid that is visibly contaminated with blood or in situations where it is difficult or impossible to differentiate between fluids), or excreta (fecal material or urine) must be treated as Risk Group 2 agents requiring BSL 2 containment procedures.]  If you check yes for this item, please be sure to include the potentially biohazardous materials (i.e., blood, cells, etc.) in the biohazardous agent table above in Section VII item 1 and choose N/A as the NIH category.
1. Will this research involve human cell or tissue culture (primary or immortalized cell lines or strains)?
2. Please list the specific cell lines/strains to be used, their source, and description of how they will be used in the research.
Cell line or Strain, tissue culture
Source
Description of Use
3. Have the human cells or tissue cultures been documented to be free of blood borne pathogens?
BSL-2 containment procedures and laboratory inspections are not necessary
Note: Anyone working with human cell lines/strains that have not been documented to be free of blood borne pathogens is required to complete DePaul University blood borne pathogen training offered by Environmental Health and Safety. Training documentation is to be noted in the personnel section of this form. The specific precautions that will be used while working with blood borne pathogens must be described in the following documents submitted to the IBC for review:
Blood Borne Pathogen Control PlanDocumentation that the required Hepatitis B vaccinations have been received by each of the persons listed on the protocol or that the person waived the vaccination. See the waiver form on the IBC website. 
X. Human Blood, Blood Components, Human Body Fluids, Tissue and/or Excreta:
[All human unfixed tissue or cells, blood or blood components, human bodily fluids (e.g., semen, vaginal secretions, cerebral spinal fluid, pleural fluid, pericardial fluid, peritoneal fluid, amniotic fluid, breast milk, tears, saliva from dental procedures, any body fluid that is visibly contaminated with blood or in situations where it is difficult or impossible to differentiate between fluids), or excreta (fecal material or urine) must be treated as Risk Group 2 agents requiring BSL 2 containment procedures.] If you check yes for this item, please be sure to include the potentially biohazardous materials (i.e., blood, cells, etc.) in the biohazardous agent table above in Section V item 1 and choose N/A as the NIH category.
1. Does the research involve human blood, blood components, tissue, body fluids and/or excreta?
[Note: Depending upon the source of the human material and how it was obtained, Institutional Review Board (IRB) approval may be required to collect and work with these materials.]
3. The research activity will use:
4. How will blood be drawn?
5. Who will draw the blood?
7. For human materials other than blood (i.e., fluid, tissue, or excreta), describe how the materials will be collected, from whom the material will be collected, and who will do the collecting.    
8. When using human blood or blood products, tissue, cell cultures, or fluids that may contain blood borne pathogens, all persons working with the potentially infectious material must complete blood borne pathogen training. Additionally, the following documents must be provided for review:
Blood Borne Pathogen Control PlanDocumentation that the required Hepatitis B vaccinations have been received by each of the persons listed on the protocol or that the person waived the vaccination. See the waiver form on the IBC website.Documentation that blood borne pathogen training has been completed for each person listed as personnel on the protocol (see table above)
In addition, IRB approval may be needed after IBC review and approval, but before work collecting or utilizing human materials may begin.
XI. Animal cell lines:
1. Will any animal cell lines be used in the research?
XII. Training and Safety Measures:
4. Indicate the Personal Protective Equipment (PPE) that will be used. PPE must be worn when working with laboratory hazards (chemical, biological, and radioactive) and documentation of the types of PPE to be utilized must be documented in the laboratory-specific SOPs. (check all that apply)
5. Who will be responsible for providing the PPE?
6. Will you be using a biosafety cabinet or other containment device (e.g., fume hood)?
7. Describe any special precautions, in addition to PPE or biosafety cabinets that will be used in the laboratory for safety and waste handling.
XIII. Sanitation and Disposal:
XIV. Assurances for the Research Involving Biohazardous Agents:
As the Principal Investigator for the research, I assure the following:
All the information provided in this form is accurate and adequately summarizes the proposed use of the biohazardous agent.I agree to comply with the requirements of the current National Institutes of Health (NIH) Guidelines and the Biosafety in Microbiological and Biomedical Laboratories (BMBL), when applicable.All individuals working on the research will be adequately trained in handling the agent(s) and will be told of any risks or side effects.All research personnel will be made familiar with and understand the potential biohazards and the relevant biosafety practices, personal protective equipment and techniques, and emergency procedures. 
All applicable rules and regulations regarding the use of biohazardous agents will be followed while conducting the research, and when necessary any rules or regulations related to the use of animals or humans will be followed.I am familiar with HHRI’s policy and procedures for the use of biohazardous agents and I will adhere to these policies.I am familiar with Biosafety procedures and containment procedures for the agents utilized in the research and will ensure the proper use and disposal of the agents or waste according to HHRI policy, Federal regulations, and state and local laws.
I will promptly report accidents (loss of containment, illness, etc.) associated with the research to the appropriate entities, i.e. IBC, HHRI’s Environmental Health and Safety, etc.I agree that I will not begin the research until receipt of official approval from the IBC and other applicable committees, if required. I agree that modifications to the originally approved research project will not take place without prior approval of the changes by the IBC. 
Instructions: Email this completed form to the Office of Research Services, Research Protections general mailbox at IRB@HHRI.org 
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