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Institutional Biosafety Committee
 Initial Submission Form
INSTRUCTIONS:
     1.  Please do not insert other documents (such as literature searches, safety data sheets, etc.) into this form; send those as separate 
          documents along with this form.
Are All PI's Affiliated with MMCRI?
Is This Research Funded?
Does This Study Require  IRB or IACUC Review?
GRANT AND FUNDING INFORMATION
RESEARCH DESCRIPTION AND SUMMARY
PERSONNEL
CITI Training Dates
Training for Investigators, Staff and Students Handling Biohazards
Procedures This Person Will Be Working On:
BIOHAZARDOUS MATERIALS USED
Does This Study Involve:
Recombinant DNA (rDNA)
Risk Group 2 or 3  Infectious Agents (Biological Material Requires BSL-2 or BSL-3 Containment)
Use of Human Blood, Body Fluids, Tissues, or Cell Lines for Research Purposes
Creation of Transgenic or Genetically Modified Animals
RECOMBINANT DNA
Vector Information:
Inserted DNA Information:
Host Used to Propagate or Express Vector Plasmid or Recombinant DNA:
Does this Project Fall Squarely Under Any of the Following Exemption Categories?
1. Those synthetic nucleic acids that: (1) can neither replicate nor generate nucleic acids that can replicate in any living cell (e.g., oligonucleotides or other synthetic nucleic acids that do not contain an origin of replication or contain elements known to interact with either DNA or RNA polymerase), and (2) are not designed to integrate into DNA, and (3) do not produce a toxin that is lethal for vertebrates at an LD50 of less than 100 nanograms per kilogram body weight. If a synthetic nucleic acid is deliberately transferred into one or more human research participants and meets the criteria of Section III-C, it is not exempt under this Section.
 
2. Those that are not in organisms, cells, or viruses and that have not been modified or manipulated (e.g., encapsulated into synthetic or natural vehicles) to render them capable of penetrating cellular membranes.
3. Those that consist solely of the exact recombinant or synthetic nucleic acid sequence from a single source that exists contemporaneously in nature.
4. Those that consist entirely of nucleic acids from a prokaryotic host, including its indigenous plasmids or viruses when propagated only in that host (or a closely related strain of the same species), or when transferred to another host by well-established physiological means. 
5. Those that consist entirely of nucleic acids from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or a closely related strain of the same species). 
6. Those that consist entirely of DNA segments from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent. 
7. Those genomic DNA molecules that have acquired a transposable element, provided the transposable element does not contain any recombinant and/or synthetic DNA. 
8. Those that do not present a significant risk to health or the environment, as determined by the NIH Director, with the advice of the RAC (Please Ask the IBC Coordinator if you are Unsure)  
RISK GROUP 2 or 3 INFECTIOUS AGENTS
Biosafety Level:
HUMAN BLOOD , BODY FLUIDS, TISSUES
TYPE:
CREATION of TRANSGENIC ANIMALS
Containment Level:
INVESTIGATOR ASSURANCE and SIGNATURE
The Principal Investigator hereby gives assurance that they will:
 
- Comply fully with the NIH Guidelines for Research Involving  Recombinant  or Synthetic Nucleic Acid Molecules,   
Biosafety in Microbiological and Biomedical Laboratories,and any other applicable  documents;
- Adhere strictly to the protocol as described herein;
- Seek review and approval from the IBC for any changes in the protocol  before implementing such changes;
- Ensure that all personnel are qualified,trained, and competent to carry out the procedures described herein;
- Ensure that appropriate safeguards are in place to protect all personnel;
- Immediately  report to the Director of Research Operations  any spill of biohazardous  material, any equipment or Facility failure, and/or any breakdown in procedure  that could result in potential exposure of laboratory personnel to
biohazardous  material
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