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             FOR INTERNAL USE BY INSTITUTIONAL BIOSAFETY COMMITTEE ONLY
	IBC number:
	     

	Date application received:
	     

	Type of review required:
	     

	Date application review initiated:
	     


	Date of full IBC meeting (if appropriate):
	     

	Modifications requested from researcher?
	     

	If so, request date for modified proposal:
	     

	Date modified proposal received:
	     

	Final action by IBC:
	     

	Approval number:
	     

	Approval expiration date:
	     

	Signature of IBC Chair  &  Date:
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Application
for review by UL Lafayette IBC (institutional biosafety committee) of proposed research with recombinant DNA, SELECT AGENTS, or of other potentially biohazardous research.
For assistance with completing this form, please turn to:
- UL Lafayette IBC’s “Guidelines for Submission and Review of Applications” and “Policies and Procedures Document” (both at: http://vpresearch.louisiana.edu/research-compliance/institutional-biosafety-committee) 
- NIRC Biosafety Manual (available from NIRC Occupational Services, see below).  

- UL Lafayette Biological Safety Officer (Dr. Don Ennis, 482-5008, dge5893@louisiana.edu).

- UL Lafayette IBC Chair (Dr. Don Ennis, 482-5008, dge5893@louisiana.edu).

- UL Environmental Health & Safety Director (Joey Pons, 482-5337, safetyman@louisiana.edu)

- NIRC Senior Clinical Veterinarian (Josh Smith, 482-0341, SenClinVet@nirc.louisiana.edu)
The UL Lafayette IBC welcomes suggestions for changes to this application form.


--------------------------------------

( Please submit both a (signed) hardcopy and an electronic copy (e-mailed to dge5893@louisiana.edu).
1. Title of proposed research:

     
2. Name of UL Lafayette Principal Investigator for the proposed research, and departmental/institutional affiliation:

     
3. Is this a new application, revision to approved application or renewal for ongoing research?

                        FORMDROPDOWN 

 Comment:(      
4.  If this application is for an ongoing project, please provide the project’s current IBC approval number, approval expiration date and a SHORT summary of project status / progress to date:
     
5.  Contact information for UL Lafayette Principal Investigator (include UL mail address, telephone number and e-mail address):

     
6.  Emergency contact information for UL Lafayette Principal Investigator (mandatory; list home and/or mobile phone numbers):

     
7.  Anticipated starting and completion dates of the proposed research:

     
8.  Building(s) and room(s) where the work will be conducted or where material for the proposed research will be stored:

     
9.  Description of the proposed research.  Please complete all parts (a-e):
a) List the biological agent(s) and/or toxins to be used (please provide full names):

     
b) Provide a very general summary of the proposed project:

     
c) Provide a brief, sequential, experimental protocol: 

     
d) Describe the biological risks associated with the proposed work:
     
e) List any factors in your proposed work that will increase or decrease the biosafety risks relative to those risks normally associated with the biological agent(s) to be used:

     
10.  Does the research require IACUC approval? 

If “YES”, provide application status or approval number.

            
11.  Does the proposed research involve "recombinant DNA"?  

("recombinant DNA" as defined in UL IBC Policy and Procedures document)

If “YES”, (also) complete section starting with item 14.

12.  Does the proposed research involve one or more "select agents or toxins"? ("select agents/toxins" are listed at: http://www.selectagents.gov/agentToxinList.htm)
If “YES”, (also) complete section starting with item 40.

13.  Does the research involve "biological agents"? ("biological agents" is defined in UL IBC Policy and Procedures document) 

If “YES”, (also) complete section starting with item 48.




 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

For proposed experiments with recombinant DNA:

 (In completing this section, adhere strictly to NIH Guidelines at Office of Biotechnology Activities web site: http://oba.od.nih.gov/rdna/rdna.html)
14.  In the table below, mark the required level of approval/review required for the proposed recombinant DNA research. 

Does this research require IBC approval, RAC review and NIH Director approval before initiation?

Does the research require NIH/OBA approval and IBC approval before initiation?

Does the research require IBC, IRB and RAC review before research participant enrollment?

Does the research require IBC (only) approval before initiation?

Does the research require IBC notification simultaneous with initiation?

Is the research exempt from NIH guidelines?


 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

15.  Justify any "YES" responses given in item 14  (include reference to specific section in NIH guidelines).
     
• NOTE:  If the research is exempt from NIH guidelines, you may skip the following questions and go directly to item 39.

16.  For proposed research requiring approval beyond that of the IBC, state whether you have already taken steps to obtain that approval and if so, provide a brief summary of steps taken and outcomes.  If approval was granted, attach a copy of the notification(s) to this application.

     
17.  Left blank intentionally.
     
18.  List the gene(s) or DNA to be used and the species of origin.     (e.g. “DNA-repair lexA and ruvB genes from Legionella pneumophila”)
     
19.  Describe the molecular vector(s), genes, or DNA that will be inserted into.    (e.g. “human adenovirus that is rendered replication deficient by deletion of ….etc.”) 

     
20.  Describe the organism(s) or host cell(s) that will replicate or express the recombinant construct.    Indicate any mutations relative to biosafety.   (e.g. zebrafish, cotton plant, E. coli etc.) 

     
21.  Will an attempt be made to obtain expression of one or more foreign gene(s)?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
Comment:      
22.  If YES, what protein(s) will be produced? 

     
23.  If the vector is a virus other than a phage, what percentage of the viral genome is present?

     
24.  Will your cultures of viable organisms containing rec. DNA exceed a volume of 10 liters?       FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

25.  Will transgenic plants / animals be produced and/or used?        FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

Comment:      
26.  In what risk group does the proposed research fall?       FORMDROPDOWN 

27.  What is the rationale for your risk assessment conclusion in item 26?

     
28.  What is the containment level required for the proposed research?     FORMDROPDOWN 

29.  What is the rationale for your opinion about the required containment level stated in item 28?

     
30.  Does the proposed research involve the transfer of recombinant DNA molecules into human research participants?     FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 
Comment:      
31.  What is the biosafety level of the facilities to be used for the proposed research?
         FORMDROPDOWN 

32.  Have your facilities been inspected and approved by the UL Lafayette Biological Safety Officer?        FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 
If YES: when was last inspection?      
33.  What is the biosafety level of the practices and procedures to be used in the proposed research?             FORMDROPDOWN 

34.  Have your practices and procedures for conducting recombinant DNA research been reviewed and approved by the UL Lafayette Biological Safety Officer? 
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 

If YES: when were they last reviewed?      
35.  List below the personnel involved in the proposed research, and their level of training and experience for research with recombinant DNA.
     
36.  Has the training and expertise of personnel involved in recombinant DNA research been reviewed by the UL Lafayette Biological Safety Officer?   
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 

If YES: when were they last reviewed?      
37.  Does the proposed research include any experiments not explicitly covered by the NIH Guidelines?      FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO            If "YES", explain in comment box.

Comment:      
38.  Will all aspects of the proposed research be conducted in full compliance with the NIH Guidelines?        FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO          If "NO", explain in comment box.

Comment:      
39.  Certification and Investigator signature:

I accept responsibility for full compliance with the NIH guidelines and will follow all the Principal Investigator responsibilities detailed in those guidelines.  I will also ensure that all reporting requirements are fulfilled.  I am aware that IBC approval (when granted) is for one year only.  I will submit any significant changes in research protocol, facilities or personnel (those changes that would alter my answers to any questions in this application) to the IBC for review prior to implementing those changes).

Principal Investigator

Date

For proposed research with select agents and toxins:

40.  Does your research involve an agent/toxin listed on the “HHS and USDA Select Agents and Toxins list”, but involve an attenuated strain that is excluded from the select agent regulations or toxin amount that is permissible?
  FORMCHECKBOX 
 YES (excluded/permissible)            FORMCHECKBOX 
 NO (Select Agent rules apply) 
If "NO", continue with item 41.
If "YES", please explain in the comment box here why Select Agents rules do not apply:        and then skip to item 47.
41.  Have the Secretary of HHS or the Secretary of USDA issued a registration certificate to UL Lafayette that covers your specific proposed research?  
  FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO             FORMCHECKBOX 
 Application is pending
If "YES", attach a copy to this application.
If "Application is pending", please describe status / steps taken / outcomes in the comment box here:      
42.  Have all individuals conducting the research (as well as the Responsible Official and alternate RO) submitted application materials to the Attorney General for a security risk assessment and been issued grants of access?

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO             FORMCHECKBOX 
 Application is pending
If "YES", attach a copy to this application.
If "Application is pending", please describe status / steps taken / outcomes in the comment box here:      
43.  Does the research involve the deliberate transfer of (a) drug resistance trait(s) into the select agent?

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
If "Yes", list the trait(s) and discuss explicit approval by HHS/USDA of the introduction of the resistance marker(s) in your specific case (provide a brief summary of steps taken and outcomes in the comment box below).  If approval was granted, attach a copy of the notification(s) to this application.
Comment:       
44.  Does the research involve the deliberate formation of recombinant DNA containing genes for the biosynthesis of select toxins lethal for vertebrates at an LD50 < 100 ng/kg body weight?  

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
If "Yes", list the toxin(s) and discuss approval by HHS/USDA of this aspect of the project (provide a brief summary of steps taken and outcomes in the comment box below).  If approval was granted, attach a copy of the notification(s) to this application.
Comment:       
45.  Will you be importing or transporting controlled material or organisms or vectors?

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO         FORMCHECKBOX 
 Application is pending
Comment:      
If "NO", please skip item 46.

46.  If you answered "YES" to item 45, have you submitted an APHIS/CDC application and received a permit for import/transport? 

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO        FORMCHECKBOX 
 Application is pending
Comment:      
If "YES", attach a copy of the permit to this application.

47.  I accept responsibility for full compliance with the CDC Select Agent Program.  I am aware that the research can not be started until the registration certificate, the grants of access and other required permits are in place (unless the strain/amount is exempt from Select Agent regulations).


Principal Investigator

Date

Continue with item 48, if appropriate.
For proposed research with biological agents

    (In answering these questions, please adhere to the document "Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th ed." - which can be found at: http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm)
48.  At what overall biosafety level will the proposed research be conducted?     FORMDROPDOWN 

49. If animals are used, at what animal biosafety level will the proposed research be conducted?    FORMDROPDOWN 

50.  Do either of the biosafety levels indicated in 48 or 49 deviate from the recommendation in "Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th ed."?  
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO    FORMCHECKBOX 
 NOT APPLICABLE (level based on separate risk assessment) 
If "YES" or if a biosafety level is based on a separate risk assessment, provide an explanation and a justification in the following comment box:      
51.  What type of agent (or toxin) will be used in the proposed research?    FORMDROPDOWN 
  
If "other" please explain in the following comment box:      
52.  Will any of the practices, safety equipment and facilities to be used for the proposed research deviate from those described in "Biosafety in Microbiological and Biomedical Laboratories, (BMBL), 5th ed." for the biosafety level that will be used?   
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
If "YES", explain the deviation(s) and provide a justification in the following comment box:      
53.  Certification and Investigator signature:

I accept responsibility for full compliance with the NIH guidelines and will follow all the Principal Investigator responsibilities detailed in those guidelines.  I will also ensure that all reporting requirements are fulfilled.  I am aware that IBC approval (when granted) is for one year only.  I will submit any significant changes in research protocol, facilities or personnel (those changes that would alter my answers to any questions in this application) to the IBC for review prior to implementing those changes).


Principal Investigator

Date

( Here and at other “comment” boxes, further information may be provided as needed/warranted
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