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SOUTHERN MAINE




	Institutional Biosafety Committee

Administered by the Office of Research Integrity and Outreach
126 Bedford Street
Portland, ME 04101
Phone (207) 780-4517 Fax (207) 228-8405

  


IBC: Biosafety Application 
Instructions:  Please complete this application if you plan on using infectious agents, select agents, recombinant DNA, blood, body tissues or fluids a part of your research, teaching or testing activities at USM.  Please note that if you plan on using or collecting biological agents, samples, etc. from live vertebrate animal sources, identifiable human sources or your research will involve radiation/radioactive isotopes you will also need to seek approval from the appropriate committee.
Is this application being submitted as part of a(n):

IACUC Application (Animal subjects) 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


If yes, Protocol #           

IRB Application
(Human subjects)

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


If yes, Protocol #       
RSC Application (Radioactive materials)

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


If yes, Protocol #       
Section I:  Background Information
1. Title of project:

	     


2. Contact Information:
	Name of Principal Investigator (PI):
	     
	Date:
	     

	Date of IBC Online Training:
	     

	Phone #:
	     

	Email Address:
	     
	Project Start Date:
	     

	Campus Mailing Address:
	     
	Project 

End Date:
	     

	Project Location Address:
	     


3. Is this project funded? Yes  FORMCHECKBOX 
  (List funding source below)    No  FORMCHECKBOX 
 
	     


4. List all personnel involved in the project, their respective roles, and the completion date of their online IBC training: 
	     


5. The proposed protocol involves (check all that apply):

 FORMCHECKBOX 
 Recombinant DNA (See Section III)

 FORMCHECKBOX 
 Infectious Agents (See Section IV)

 FORMCHECKBOX 
 Blood, body fluids, tissues and biological samples (See Section V)

6. Overall project objective:

	     


7. This protocol review is for:
	Research Project:
	  FORMCHECKBOX 
    

	Teaching/Course:
	  FORMCHECKBOX 

	Course #:      

	Student Project:
	  FORMCHECKBOX 

	Course #:      

	Other (please explain)
	  FORMCHECKBOX 

	     


Section II.  Facilities, Safety and Equipment
1. Facility

Please indicate what room and containment equipment you will be utilizing and the Biosafety Level of the room(s) where you will work with potentially hazardous biological agents.

	Building and Room Number
	Indicate the number and type of Biosafety Cabinets present.
	If posted, what is the room’s BSL/ABSL?  

	     
	     
	A/BSL-1   FORMCHECKBOX 
  A/BSL-2   FORMCHECKBOX 
  A/BSL-3   FORMCHECKBOX 
  A/BSL-4   FORMCHECKBOX 


	     
	     
	A/BSL-1   FORMCHECKBOX 
  A/BSL-2   FORMCHECKBOX 
  A/BSL-3   FORMCHECKBOX 
  A/BSL-4   FORMCHECKBOX 


	     
	     
	A/BSL-1   FORMCHECKBOX 
  A/BSL-2   FORMCHECKBOX 
  A/BSL-3   FORMCHECKBOX 
  A/BSL-4   FORMCHECKBOX 


	     
	     
	A/BSL-1   FORMCHECKBOX 
  A/BSL-2   FORMCHECKBOX 
  A/BSL-3   FORMCHECKBOX 
  A/BSL-4   FORMCHECKBOX 


	     
	     
	A/BSL-1   FORMCHECKBOX 
  A/BSL-2   FORMCHECKBOX 
  A/BSL-3   FORMCHECKBOX 
  A/BSL-4   FORMCHECKBOX 



2. Personal Protective Equipment

Please check all of the personal protective clothing and equipment to be used by personnel in the above facilities:

	 FORMCHECKBOX 
 Eye/Face protection
	 FORMCHECKBOX 
 Lab coat
	 FORMCHECKBOX 
 Safety centrifuge/blender/grinder

	 FORMCHECKBOX 
 Head cover
	 FORMCHECKBOX 
 Tyveks/Disposable gowns
	 FORMCHECKBOX 
 N95 particulate respirator

	 FORMCHECKBOX 
 Shoe covers
	 FORMCHECKBOX 
 Surgical scrubs
	 FORMCHECKBOX 
 PAPR (HEPA) respirator

	 FORMCHECKBOX 
 Gloves
	 FORMCHECKBOX 
 Automatic pipettors (required)
	

	 FORMCHECKBOX 
 Double gloves
	 FORMCHECKBOX 
 Other (please indicate):      


3. Please list all chemical or biological agents that may be used, where their respective Material Safety Data Sheets (MSDS) are kept, and certify that ALL research personnel have reviewed the MSDS thoroughly: 
	     


4.    Please Describe Any Additional Safety Procedures or Training Necessary for this Project: 
	     



Section III.  Recombinant DNA

1. Will your project involve rDNA work? 
Yes  FORMCHECKBOX 
 (please complete this section)          
No  FORMCHECKBOX 

***If Your Project DOES NOT Involve rDNA, Please Go To The Next Section***
2. Are you using human DNA?  
       
Yes  FORMCHECKBOX 
 (please also complete Section VII)   
No  FORMCHECKBOX 

3. Briefly describe your proposed use of rDNA:  

	     

	


4. To Determine if this project is EXEMPT under the NIH Guidelines, please answer the following questions: 
	1. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
    Are any of the rDNA segment(s) placed inside a viable organism or virus?   


	2. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
    Are the entire rDNA segment(s) from a single nonchromosomal or single viral DNA source?                        

	3. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
    Are the entire rDNA segment(s) from a prokaryotic host (including indigenous plasmids or viruses) and only propagated in that host?          

	4. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
    Are the entire rDNA segment(s) from a single eukaryotic host (including chloroplasts, mitochondria, plasmids – but excluding viruses) and only propagated in that host?                                                                                                        

	5. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Do the rDNA molecules consist entirely of DNA segments from one or more of the following species that exchange DNA by known physiological processes (though one or more of the segments may be a synthetic equivalent):
Genus Escherichia
Pseudomonas mendocina
Bacillus aterrimus
Genus Shigella 
Serratia marcescens
Streptomyces aureofaciens
Genus Salmonella including Arizona
Yersinia enterocolitica
Streptomyces rimosus
Genus Enterobacter
Bacillus subtilis
Streptomyces coelicolor
Genus Citrobacter including Levinea
Bacillus licheniformis
Streptomyces griseus
Genus Klebsiella including oxytoca
Bacillus pumilus
Streptomyces cyaneus
Genus Erwinia
Bacillus globigii
Streptomyces venezuelae
Pseudomonas aeruginosa
Bacillus niger
Streptococcus sanguis
Pseudomonas putida
Bacillus nato
Streptococcus pneumoniae
Pseudomonas Fluorescens

Bacillus amyloliquefaciens
Streptococcus faecalis
Streptococcus pyogenes
Streptococcus mutans
One way transfer of Streptococcus mutans or Streptococcus lactis DNA into Streptococcus sanguis
                       

	6. Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Does your use of rDNA molecules fall under one of the following categories determined by the NIH Director not to present a risk to health or the environment?  If Yes, please check the appropriate category and explain here:
     
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Recombinant DNA molecules containing less than one-half of any eukaryotic viral genome (all viruses from a single family being considered identical) that are propagated and maintained in cells in tissue culture.  EXCEPTIONS: 
1) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms (see Appendix B, Classification of Human Etiologic Agents on the Basis of Hazard, and Sections V-G and V-L, Footnotes and References of Sections I through IV) or cells known to be infected with these agents, 
3) experiments involving the deliberate introduction of genes coding for the biosynthesis of molecules that are toxic for vertebrates (see Appendix F, Containment Conditions for Cloning of Genes Coding for the Biosynthesis of Molecules Toxic for Vertebrates), and 
4) whole plants regenerated from plant cells and tissue cultures are covered by the exemption provided they remain axenic cultures even though they differentiate into embryonic tissue and regenerate into plantlets.
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Experiments which use Escherichia coli K-12 host-vector systems, provided that:  (i) the Escherichia coli host does not contain conjugation proficient plasmids or generalized transducing phages; or (ii) lambda or lambdoid or Ff bacteriophages or non-conjugative plasmids shall be used as vectors.  However, experiments involving the insertion into Escherichia coli K-12 of DNA from prokaryotes that exchange genetic information with Escherichia coli may be performed with any Escherichia coli K-12 vector (e.g., conjugative plasmid).  When a non-conjugative vector is used, the Escherichia coli K-12 host may contain conjugation-proficient plasmids either autonomous or integrated, or generalized transducing phages.  

EXCEPTIONS:

1) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms or cells known to be infected with these agents may be conducted under containment conditions specified in Section III-D-2 with prior Institutional Biosafety Committee review and approval,
3) large-scale experiments (e.g., more than 10 liters of culture), and 
4) experiments involving the cloning of toxin molecule genes coding for the biosynthesis of molecules toxic for vertebrates 
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Experiments involving Saccharomyces cerevisiae and Saccharomyces uvarum host-vector systems, with the exception of experiments listed in Appendix C-III-A. 

EXCEPTIONS:

1) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms (see Appendix B, Classification of Human Etiologic Agents on the Basis of Hazard, and Sections V-G and V-L, Footnotes and References of Sections I through IV) or cells known to be infected with these agents may be conducted under containment conditions specified in Section III-D-2 with prior Institutional Biosafety Committee review and approval,  
3) large-scale experiments (e.g., more than 10 liters of culture), and 
4) experiments involving the deliberate cloning of genes coding for the biosynthesis of molecules toxic for vertebrates
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Experiments involving Kluyveromyces lactis, host-vector systems, with the exception of experiments listed in Appendix C-IV-A, provided laboratory-adapted strains are used (i.e. strains that have been adapted to growth under optimal or defined laboratory conditions).  

EXCEPTIONS:

1) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms or cells known to be infected with these agents may be conducted under containment conditions specified in Section III-D-2 with prior Institutional Biosafety Committee review and approval, 
3) large-scale experiments (e.g., more than 10 liters of culture), and 
4) experiments involving the deliberate cloning of genes coding for the biosynthesis of molecules toxic for vertebrates 
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Any asporogenic Bacillus subtilis or asporogenic Bacillus licheniformis strain which does not revert to a spore-former with a frequency greater than 10-7 may be used for cloning DNA

EXCEPTIONS:

1) (i) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms or cells known to be infected with these agents may be conducted under containment conditions specified in Section III-D-2 with prior Institutional Biosafety Committee review and approval, 
3) large-scale experiments (e.g., more than 10 liters of culture), and 
4) experiments involving the deliberate cloning of genes coding for the biosynthesis of molecules toxic for vertebrates
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    Recombinant DNA molecules derived entirely from extrachromosomal elements of the organisms listed below (including shuttle vectors constructed from vectors described in Appendix C), propagated and maintained in organisms listed below:

Bacillus amyloliquefaciens
Bacillus thuringiensis
Streptococcus cremoris
Bacillus amylosacchariticus
Clostridium acetobutylicum
Streptococcus dorans
Bacillus anthracis
Lactobacillus casei
Streptococcus equisimilis
Bacillus aterrimus
Listeria grayi
Streptococcus faecalis
Bacillus brevis
Listeria monocytogenes
Streptococcus ferus
Bacillus cereus
Listeria murrayi
Streptococcus lactis
Bacillus globigii
Pediococcus acidilactici
Streptococcus ferns
Bacillus licheniformis 
Pediococcus damnosus
Streptococcus mitior
Bacillus megaterium
Pediococcus pentosaceus
Streptococcus mutans
Bacillus natto
Staphylococcus aureus
Streptococcus pneumoniae
Bacillus niger
Staphylcoccus carnosus
Streptococcus pyogenes
Bacillus pumilus
Staphylococcus epidermidis
Streptococcus salivarious
Bacillus sphaericus
Streptococcus agalactiae 
Streptococcus sanguis
Bacillus stearothermophilis
Streptococcus anginosus
Streptococcus sobrinus
Bacillus subtilis
Streptococcus avium
Streptococcus thermophylus
 EXCEPTIONS:

1) experiments described in Section III-B which require NIH/OBA and Institutional Biosafety Committee approval before initiation, 
2) experiments involving DNA from Risk Groups 3, 4, or restricted organisms or cells known to be infected with these agents may be conducted under containment conditions specified in Section III-D-2 with prior Institutional Biosafety Committee review and approval, 
3) large-scale experiments (e.g., more than 10 liters of culture), and 
4) experiments involving the deliberate cloning of genes coding for the biosynthesis of molecules toxic for vertebrates
Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    The purchase or transfer of transgenic rodents for experiments that require BL1 containment

Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
     N/A  FORMCHECKBOX 
    The breeding of two different transgenic rodents or the breeding of a transgenic rodent and a non-transgenic rodent with the intent of creating a new strain of transgenic rodent that can be housed at BL1 containment will be exempt from the NIH Guidelines if:
1) Both parental rodents can be housed under BL1 containment; and
2) neither parental transgenic rodent contains the following genetic modifications: (i) incorporation of more than one-half of the genome of an exogenous eukaryotic virus from a single family of viruses; or (ii) incorporation of a transgene that is under the control of a gammaretroviral long terminal repeat (LTR); and
3) the transgenic rodent that results from this breeding is not expected to contain more than one-half of an exogenous viral genome from a single family of viruses.



	Please Note:  Exemption from the NIH Guide does not mean that the protocol or the PI is exempt from complying with IBC Policies, USM, state or federal regulation or from completing this application.  




5.   Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
    Will you be using Hosts, Vectors or Inserts?  If Yes, please describe what they are and how they will be used: 
	     



Section IV.  Infectious Agents

Will your project utilize agents that are infectious to humans (excluding host for rDNA work) (See NIH Guidelines, Appendix B
      Yes  FORMCHECKBOX 
  (Please complete this section)       No  FORMCHECKBOX 
    (Please go to the next section)
Agent #1

	Name of Agent:
	     

	Strains/isolates:
	     


Biosafety Level #       (See Biosafety Levels Defined)

Risk Group Classification # (if known):       
How will you use the agent?
 FORMCHECKBOX 
 in vitro

 FORMCHECKBOX 
 in vivo in animals

 FORMCHECKBOX 
 in vivo in plants

 FORMCHECKBOX 
 Other      
Methods of inactivating organisms:

 FORMCHECKBOX 
 Autoclave

 FORMCHECKBOX 
 Incineration

 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Other       
Briefly Describe Use and Source:
	     


Agent #2
	Name of Agent:
	     

	Strains/isolates:
	     


Biosafety Level #       (See Biosafety Levels Defined)

Risk Group Classification # (if known):       
How will you use the agent?
 FORMCHECKBOX 
 in vitro

 FORMCHECKBOX 
 in vivo in animals

 FORMCHECKBOX 
 in vivo in plants

 FORMCHECKBOX 
 Other      
Methods of inactivating organisms:

 FORMCHECKBOX 
 Autoclave

 FORMCHECKBOX 
 Incineration

 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Other:       
Briefly Describe Use and Source:
	     


Additional Agents:  (Please describe additional agents here using the above questions as guidelines) 
	     



Section V.  Blood, Body Fluids, Tissues and Biological Samples
1. Do you plan to use (Check all that apply):

 FORMCHECKBOX 
 Blood

 FORMCHECKBOX 
 Body Fluids

 FORMCHECKBOX 
 Tissues

 FORMCHECKBOX 
 Biological Samples

Indicate Origin:
 FORMCHECKBOX 
 Human (may require IRB Approval)

 FORMCHECKBOX 
 Wild Animal (may require IACUC Approval)
 FORMCHECKBOX 
 Plant 
IF NONE, Please Go to Next Section.

2. Describe the specific origin, uses, and infectious potential of human or wild animal blood, body fluids, tissues and biological samples used in this project:

	     


3. How will you minimize the risk of infection (list procedures for inactivation/decontamination)?
	     


4. Bloodborne Pathogen Training- Have all necessary faculty, staff, and/or students taken a formal Bloodborne Pathogen Training? 

Yes 
 FORMCHECKBOX 
        No 
 FORMCHECKBOX 



* If no, please describe how personnel will be trained before the commencement of research. 
	     


Section VI.  SIGNATURES

The undersigned accept(s) responsibility for the study/activity, including compliance with any federal or state law or regulation and USM policies regarding protections of the safety of those participating in this study.  In the case of student activities, the faculty supervisor and the student share responsibility for adherence to policies.

________________________________________________________________________

     
Signature of Principal Investigator (Original signatures are required)

Date

Submit a signed hard-copy of this application and all accompanying materials by mail to the Office of Research Integrity and Outreach,126 Bedford Street, Portland, ME 04101 AND an electronic copy to usmorio@maine.edu
If you have any questions please call the ORIO at (207) 780-4517
2
1

