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Institutional Biosafety Committee

Recombinant DNA Usage Registration Form
Directions: Submit this completed Registration Form with original signature along with any additional information required for review.  Your submittal should include 1 original and 1 copy of all materials.

You must complete this form regardless of funding status or source.
Submit: Hard copy to: Office of Research Compliance, 560 North 16th Street, Room 102 


E-mail electronic copy to: Tarasewicz.margaret@marquette.edu
Phone: 414-288-6271  
Fax: 414-288-6281           Web site: http://www.mu.edu/researchcompliance/ 
PI Name:      
Department:      
Phone:      
E-mail:      
Project Title:      
(If funded, project title should match title of project submitted to funding source)

PI Certification

In signing this description of the research project, I agree to accept primary responsibility for its scientific and ethical conduct as approved by the IBC.  Regardless of who conducts the research described herein, a Marquette University faculty member signature is required.

_______________________________________________________________________

Signature of Principal Investigator             
Printed Name                           Date

· Please note that the IBC ultimately determines the correct biosafety level for each project.  Therefore, all investigators must submit this form even if they believe their project is exempt. 
***Please note that if you are completing this form in Word, in order to choose any of the check boxes on this form, you must double click the box and select "Checked" as the Default Value***

1. Is this project supported by an external Grant or Contract?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If Yes, list the grant number/contract source and the name of the supporting agency.  Submit a copy of the grant/funding proposal along with this registration form, unless your project qualifies for exempt category (see #3 below).  

2. Provide a summary of your project.  Include pertinent information about the host, the nature of the insert, source of the DNA, vector utilized and other relevant information in sufficient detail to allow the IBC to evaluate the risk level of your project.  If the project involves the use of transgenic rodents, indicate the genomic modification(s) and the source of the animals.
3.   a.
Biosafety Level (see NIH Guidelines: http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm)

 FORMCHECKBOX 
 Exempt Category – Section III-F, Section III-D-4-c-(2)
 FORMCHECKBOX 
 Falls into both Exempt and Non-exempt Category
 FORMCHECKBOX 
 Non-exempt Category

b. Containment Level Required

 FORMCHECKBOX 
 BL1

 FORMCHECKBOX 
 BL1-P

 FORMCHECKBOX 
 BL2

 FORMCHECKBOX 
 BL2-P

Note: Categories BL3 and BL4 experiments can not currently be conducted at Marquette University.

c. Justification
Justify your choice in Item 3a by selecting and checking the appropriate item(s) from the list below.  For more detailed description/explanation of the listed choices, see pages 14-20 of the NIH Guidelines.

EXEMPT CATEGORY – (NIH Guide III-F) – Experiments using the following rDNA molecules are exempt
 FORMCHECKBOX 
 Those that are not in organisms or viruses (e.g. DNA sequencing, PCR)

 FORMCHECKBOX 
 Those that consists entirely of DNA segments from a single nonchromosomal or viral DNA source
 FORMCHECKBOX 
 Those that consist entirely of DNA from prokaryotic host including its indigenous plasmids or viruses       when propagated only in that host or when transferred to another host by well established       physiological means
 FORMCHECKBOX 
 Those that consist entirely of DNA from an eukaryotic host including its chloroplasts, mitochondria, or plasmids (excluding viruses) when propagated only in that host

 FORMCHECKBOX 
 Those that consist entirely of DNA segments from different species that exchange DNA by known       physiological processes

 FORMCHECKBOX 
 Those that do not present a significant risk to health or the environment

NON-EXEMPT CATEGORIES – (NIH Guide III-A,B,C,D,E)

III-E.  Experiments that require Institutional Biosafety Committee Registration simultaneously with            initiation
 FORMCHECKBOX 
 Experiments involving the formation of rDNA molecules containing no more than two-thirds of the genome of any eukaryotic virus
 FORMCHECKBOX 
 Experiments involving rDNA-modified whole plants, and/or involving rDNA-modified organisms       associated with the whole plants

III-D.  Experiments that require Institutional Biosafety Committee approval before initiation
 FORMCHECKBOX 
 Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as host-vector       systems
 FORMCHECKBOX 
 Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is       cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems

 FORMCHECKBOX 
 Experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems

 FORMCHECKBOX 
 Experiments involving whole animals in which the animal’s genome has been altered by stable introduction of rDNA, or DNA derived therefrom, into the germ-line (transgenic animals)
 FORMCHECKBOX 
 Experiments involving viable rDNA modified microorganisms tested on whole animals

 FORMCHECKBOX 
 Experiments involving whole plants, to genetically engineer such plants by rDNA methods or to use       such plants for other experimental purposes

 FORMCHECKBOX 
 Experiments involving more than 10 liters of culture

III-C.  Experiments that require Institutional Biosafety Committee and Institutional Review Board            approvals and Recombinant DNA Advisory Committee (RAC) review before research participant enrollment
 FORMCHECKBOX 
 Experiments involving the deliberate transfer of rDNA or DNA or RNA derived from rDNA, into one       or more human research participants

III-B.  Experiments that require NIH/OBA and Institutional Biosafety Committee approval before            initiation

 FORMCHECKBOX 
 Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per Kilogram body weight

III-A.  Experiments that require Institutional Biosafety Committee approval, RAC review and NIH   

           Director approval before initiation

 FORMCHECKBOX 
 Experiments involving the deliberate transfer of a drug resistant 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
4. If this project is non-exempt in whole or in part, describe your facilities in sufficient detail to       demonstrate that they meet the containment level selected in Item 3b.
5. If this project is non-exempt in whole or in part, indicate the relevant training that all individuals involved with the project will have prior to engaging in this work.
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Institutional Biosafety Committee

Disposition:     Exempted                   Approved                   Disapproved

_____________________________________________________
           ____/____/____

Signature of Institutional Biosafety Committee Chair or Designate

        Date
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