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Application for Research for the Use of Exempt Recombinant DNA
All researchers conducting any type of recombinant DNA research must inform the recombinant DNA Safety Officer about the nature of the experiments they are conducting. Please consult the list of exempt categories below to complete this application form. The signed application by the recombinant DNA Safety Officer will serve as your authorization to conduct the research.
Completed forms may be submitted by:

· E-mail to Charles Bieberich at bieberic@umbc.edu and followed with mailed hard copies of signature pages bearing original signatures.

· Mail to Charles Bieberich, recombinant DNA Safety Officer, Department of Bilogocial Sciences, room 222

If you believe you research with recombinant DNA that do not meet any of the NIH exemptions below, please contact Dr. Bieberich at 5-3125 or bieberic@umbc.edu  and the Office of Environmental Safety and Health at 5-2918 or eshinspections@umbc.edu  the prior to initiating the research.

1.
Principal Investigator(s):      

Department:                         


E-Mail:                                  


Phone:                                  


2.
Project Title:                       

Sponsor (if applicable):      
3.       Location(s) of Experiments – Building/Room #:      
4.      Please provide a brief description of your research (in lay terms) and the  

         NIH exemption(s) that apply to your research. Maximum of 250 words.
     
5. Provide a description of the recombinant DNA you plan to use:        
6. Enter the NIH Guideline reference – see below:      
The following recombinant DNA molecules are exempt from the NIH Guidelines and registration with the Institutional Biosafety Committee is not required:

	Those that are not in organisms or viruses.
	III-F-1

	Those that consist entirely of DNA segments from a single nonchromosomal or viral DNA source, though one or more of the segments may be a synthetic equivalent.
	III-F-2

	Those that consist entirely of DNA 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.
	III-F-3

	Those that consist entirely of DNA from an 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).
	III-F-4

	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.  A list of such exchangers will be prepared and periodically revised by the NIH Director with advice of the RAC after appropriate notice and opportunity for public comment (see Section IV-C-1-b-(1)-(c), Major Actions).  See Appendices A-I through A-VI, Exemptions Under Section III-F-5--Sublists of Natural Exchangers, for a list of natural exchangers that are exempt from the NIH Guidelines. 
	III-F-5

	Those that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c), Major Actions), as determined by the NIH Director, with the advice of the RAC, and following appropriate notice and opportunity for public comment.  See Appendix C, Exemptions under Section III-F-6 for other classes of experiments which are exempt from the NIH Guidelines.  
	III-F-6


Biosafety Level 1 (BSL 1) is suitable for work involving well-characterized agents not known to cause disease in health adult humans, and of minimal potential hazard to laboratory personnel and the environment.

BSL 1 requires that:

· Access to the laboratory is limited or restricted at the discretion of the Principal Investigator when experiments are in progress.

· Work surfaces are decontaminated once a day and after any spill of viable material.

· The laboratory is designed so that it can be easily cleaned. Laboratory furniture should also be sturdy and spaces between benches, cabinets, and equipment are accessible for cleaning.

· Mechanical pipetting devices are used; mouth pipetting is prohibited.

· Eating, drinking, smoking, and applying cosmetics are not permitted in the work area.  Food may be stored in cabinets or refrigerators designated and used for this purpose only.

· Persons wash their hands:  (i) after they handle materials involving organisms containing recombinant DNA molecules and animals, and (ii) before exiting the laboratory.

· All procedures are performed carefully to minimize the creation of aerosols.

· Contaminated materials that are to be decontaminated at a site away from the laboratory are placed in a durable leak-proof container which is closed before being removed from the laboratory.

In the interest of good personal hygiene, facilities (e.g., hand washing sink, shower, changing room) and protective clothing (e.g., uniforms, laboratory coats) shall be provided that are appropriate for the risk of exposure to viable organisms containing recombinant DNA molecules.

Investigator Assurance

· I agree to use Biosafety Level 1 (BSL 1) containment practices with all exempt recombinant DNA work.  UMBC currently has BSL-1 facilities. Reference: Biosafety in Microbiological and Biomedical Laboratories, 5th Edition
· I will initiate no recombinant DNA research subject to the NIH Guidelines until that research has been reviewed and approved/exempted by the UMBC recombinant DNA safety officer.
· I understand if I plan to conduct research with DNA molecules that do not meet any of the NIH exemptions; I will inform the recombinant DNA safety officer before initiating the research.  
· I have read the research definitions in NIH Guidelines for Research Involving Recombinant DNA Molecules and verify that all uses listed herein are classified as exempt. 

· I will train staff in best microbiological practices and techniques required to ensure safety for this project, in the procedures for dealing with accidents, and in waste management procedures.
· I acknowledge my responsibility to secure and control the biological agents used in this project. 
If this project involves the use of animals or human tissue/human subjects, you must submit an application for review by the IACUC or IRB. Please contact the Office for Research Protections and Compliance at 410-455-2737 or compliance@umbc.edu . 
__________________________________________             ________________

Signature of Principal Investigator
        Date


________________________________________                 _______________


Approved, recombinant DNA Safety Officer
       Date

Copy to: Office for Research Protections and Compliance
UseofExemptRecombinantDNA - revised  -   02/28/2011

compliance@umbc.edu

