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Please complete this Registration if you plan on using any of the following in your research and/or teaching activities at Brandeis University: 
         •    Recombinant and Synthetic Nucleic Acid Molecules             •    Potentially infectious agents
         •    Human blood, fluids, tissues, and/or cell lines                            •    Toxins
The Registration is designed to provide both a broad and deep description of the biological research that you conduct in your lab. Through this description, the Institutional Biosafety Committee will be able to understand the risks that your research poses to research personnel and to the environment, and will be able to review your work to ensure that proper safeguards are in place to mitigate these risks. Additionally, this Registration will document how your research fits within the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines).
Principal Investigator
Is the PI also the laboratory head?
Is there a co-PI?
Co-PI
Project Title
Funding Source(s)
OR
Personnel
List the name of each person working on this project (including PI), the type of Biosafety training that each person has received, and the date of completion for this training.
Name
Complete only for personnel working with human blood and tissues
Type of Biosafety Training
Date of Training
Project Description
Results of Previous Related Research
Overview of Study Design
Location(s) of Work
Building/Room #
Activity (e.g. cell culture, DNA cloning, PCR, virus production, (etc.)
Risk Assessment
It is incumbent on Principal Investigators to be able to identify the appropriate NIH Guideline category/categories under which their experiments fall. The following table presents a summary of experiments covered by the NIH Guidelines and is intended to assist you in identifying that category.
NIH Guideline Category
Representative Experiments
Using Risk Group (RG) 2, 3, or 4 or Restricted Agents as host-vector systems; cloning DNA from RG 2, 3, or 4 or Restricted Agents into nonpathogenic or lower eukaryotic host-vector systems; using infectious DNA or RNA viruses or defective DNA or RNA viruses plus helper virus in tissue culture systems; experiments to genetically engineer plants requiring BSL2 or higher containment; experiments involving >10 liters of culture; experiments involving influenza viruses. This also includes experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, into the germ-line (transgenic animals) and experiments involving viable recombinant or synthetic nucleic acid molecule-modified microorganisms tested on whole animals.
Using components derived from nonpathogenic prokaryotes and nonpathogenic lower eukaryotes; creation of rDNA molecules containing no more than 2/3 of genome of any eukaryotic virus; generating transgenic rodents that require BSL1 containment.
Experiments involving rDNA that are not in organisms or viruses; experiments which consist entirely of DNA from a prokaryotic or eukaryotic host when propagated in the same host; breeding of BSL1 transgenic rodents
For additional information on Risk Groups, Categories, ad Biosafety Levels, please refer to the Brandeis University Handbook or the NIH Guidelines.
 
Principal Investigators are required to make an initial determination of the required levels of physical and biological containment and risk group level in accordance with the NIH Guidelines. 
Risk Group:
Biosafety Level:
Animal Biosafety Level:
Use of Recombinant or Synthetic Nucleic Acid Molecules
Recombinant and synthetic nucleic acid molecules (r/synNA) are defined as: i) molecules that a) are constructed by joining nucleic acid molecules and b) can replicate in a living cell (i.e. recombinant nucleic acids); ii) nucleic acid molecules that are chemically or by other means synthesized or amplified, including those that are chemically or otherwise modified but can base pair with naturally occurring nucleic acid molecules (i.e. synthetic nucleic acids); or iii) molecules that result from the replication of those described in (i) or (ii) above. 
Does your research use recombinant or synthetic nucleic acid molecules? 
Research Components
Does your research use gene editing technologies (e.g. CRISPR/Cas, ZFN, TALENS, Meganucleases)?
rDNA contains more than 2/3 of a viral genome?
Expressed protein toxic to vertebrates?
Eukaryotic Hosts for Recombinant DNA
Use of Biological Agents 
Biological agents include bacteria, viruses, viral vectors, yeasts, and other microorganisms, and their associated toxins, that have the potential to be infectious to humans and/or animals. They have the ability to adversely affect human and animal health, ranging from mild reactions to severe medical conditions. 
Does your research use biological agents? 
Biological Agent(s)
List the genus/species/strain of the biological agent(s); the source of the agent(s) (e.g. ATCC, another laboratory, a new isolate from human or animal tissue); any antibiotic resistance; and recommended Biosafety Level (please refer to Pathogen Safety Data Sheets and Risk Assessment). Any additional relevant information with regard to the agent's risk may be attached.
Agent Name	
Strain(s)
Biosafety Level
Used in Vitro
Used in Vivo
Infectious Agent(s) Procedures
For Viral Vectors (please refer to the Brandeis University IBC website for additional information on lentiviral, AAV, and HSV vectors):
Use of Animals (including wild-type, genetically modified, and animal tissues) 
Does your research use live vertebrate animals? 
Please contact the Institutional Animal Care and Use Committee (IACUC) Office (iacuc@brandeis.edu) once this IBC registration has been approved, as research with the use of live vertebrate animals requires IACUC approval.
Do you anticipate using somatic cell nuclear transfer with any animals?
For Biological Agents Introduced into Animals:
Provide details of any biological agent use in animals including the agent(s), the dose, the frequency of dosing, the route of administration, and the duration of treatment.  Also include the following in your discussion for each agent:
Will you be transporting your animals outside their housing environment?
Use and/or Collection of Human/Non-Human Primate Materials (blood, body fluids, tissues, cell lines) 
Does your research use human or non-human primate materials? 
If you will be collecting human materials, please contact the Institutional Review Board (IRB) Office (irb@brandeis.edu) once this IBC registration has been approved, as this would require an IRB approval.
Sources
Materials obtained from people infected with agents from Risk Group 3 or higher (e.g. hepatitis B, HIV)
Materials and Procedures
Hepatitis B Vaccination
List the name of each person working on this project, whether or not each person has received a Hepatitis B virus vaccination, and the date of such vaccination. 
Name
Complete only for personnel working with human blood and tissues
Hepatitis B Virus Vaccinated	
Date of Vaccination
Use of Insects or Plants 
Does your research use insects or plants? 
Does your research involve fieldwork? 
Will a transgenic/knockout insect or plant be generated?
Use of Select Agents and/or Toxins  
A “Select Agent,” as defined by the CDC and APHIS, is a biological agent or toxin deemed to be a threat to the public, animal, or plant health, or to animal or plant products. The Department of Health and Human Services (HHS) is responsible for establishing and regulating the list of biological agents and toxins that have the potential to pose a severe threat to public health and safety.
Does your research use toxins or select agents? 
Toxins and/or Agent Details
Indicate the select toxin or agent that will be used; a list of select agents and toxins is available in the Brandeis University Biosafety Handbook and at the Federal Select Agent Program website .
Dual Use Research of Concern (DURC)  
Dual Use Research of Concern is research that, based on current understanding, can be reasonably anticipated to provide knowledge, products, or technologies that could be directly misapplied by others to pose a threat to public health and safety, agricultural crops and other plants, animals, the environment, or materiel. Additional information on DURC may be obtained in the Brandeis University Biosafety Handbook and at the National Institutes of Health Office of Science Policy website.
Does your research involve dual use research? 
Use of Biological Materials in a Teaching Lab  
Will you be using biological materials in a teaching lab? 
Use of Radioactivity or Radioactive Materials
Does your research involve radioactivity or the use of radioactive materials? 
Has this been approved by the Radiation Safety Committee?
Please contact Robin Bell, Radiation Safety Officer (bell@brandeis.edu), because the use of radioactivity and/or radioactive materials will require Radiation Safety Committee approval.
Use of Lasers
Does your research involve radioactivity or the use of lasers (e.g. confocal, TIRF, FRET, CLS, TPE, OPE microscopy)? 
Citations 
Investigator Certification
By signing this form I certify that: 
 
I am familiar with, and agree to abide by, all relevant NIH guidelines and Brandeis University policies relating to this project. The information provided in this registration accurately and completely reflects the Biological Research described in my relevant grant application(s), if applicable.I am trained in good microbiological practices.I accept responsibility for ensuring that all personnel involved in the proposed project are trained in matters of potential biohazards, relevant biosafety practices and techniques, and emergency procedures. I will submit reports to the IBC dealing with any:incident that results in potentially toxic or infectious exposure to recombinant DNA materials, or any incident releasing recombinant DNA materials into the environment;problem with physical or biological containment;exposure to infectious agents; and/ornovel information bearing on the safety of this work such as new technical data relating to biological hazards of specific recombinant DNA molecules or infectious agents.I will notify the IBC of any change(s) to this research registration by submitting a revision to the IBC for review and approval, prior to the implementation of the change(s).
 
By signing this form I certify that: 
I approve this project, and its use of my laboratory facilities; I will ensure that all policies specific to my laboratory will be followed by the investigator and relevant staff.
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