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Institutional Biosafety Committee (IBC) 
Continuing Review of Protocol Application 


The College of Staten Island, CUNY, Institutional Biosafety Committee (IBC) has authority to review and oversee all activities involving recombinant DNA (rDNA) as is required by the National Institutes of Health Guidelines for Research Involving Recombinant DNA (NIH Guidelines)
 and the Centers for Disease Control and Prevention(CDC) Biosafety in Microbiological and Biomedical Laboratories
.
ALL RESEARCHERS with prior IBC approval, which is due for continuing review, and are actively working with rDNA MUST complete and submit this form to the IBC Office via email to Angela.Cartmell@csi.cuny.edu prior to the protocols expiration date. In addition, a hard copy original must be signed and delivered to 6S-137 for the file. Keep one copy of the protocol for your records. Allow sufficient time for review of the protocol application by the IBC, keeping in mind that the IBC does NOT meet every month. 
ALL PAGES OF THIS FORM MUST BE SUBMITTED. Insufficient information may result in delay of the review process.  The IBC reserves the right to request additional information.  

INSTRUCTIONS:  The IBC requests the information described in the following sections pursuant to its charge by the Federal regulations.  

· Address each item 

· Include sufficient information 

· All abbreviations and terms not part of common usage should be clearly defined.  Remember that not all the reviewers are familiar with your area of research.  

· To type in a field, click on the grey section and begin typing. 

· To check a box, double click on the box and select “checked”

· If using a separate sheet(s) of paper, submit all information using the headings listed below in boldface type and include Yes and No responses as necessary.  





SECTION 1 - OVERVIEW
1. Today’s Date: 
      
    



2. IBC#
     
3. Name of Investigator: 
      
    

4. Title of Protocol:  
      
    



5. Will you be applying for, or have you already applied for, funding for this project? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, check box and skip to 6)


If Yes, provide all information requested below*:

a)
Anticipated Funding Source (e.g. NIH, NSF, PSC-CUNY, etc…):
     
b) 
Status of Grant Application:


 FORMCHECKBOX 
 Approved
Grant #:           
 FORMCHECKBOX 
 Pending

Application submission date:       Anticipated decision date:      
 FORMCHECKBOX 
 Not yet Submitted 


Application to be submitted on:      
Anticipated decision date:      
6. Biohazard Level of Research: 
a) Biosafety level (BSL) at research location
: 

 FORMCHECKBOX 
 BSL1 
 FORMCHECKBOX 
 BSL2 
 FORMCHECKBOX 
 BSL3 
 FORMCHECKBOX 
 BSL4 
 FORMCHECKBOX 
 NA


b) Biosafety level required
:

 FORMCHECKBOX 
 BSL1 
 FORMCHECKBOX 
 BSL2 
 FORMCHECKBOX 
 BSL3 
 FORMCHECKBOX 
 BSL4 
 FORMCHECKBOX 
 NA
7. Have there been any changes in personnel (PI, Co-PI, research assistants, technicians, etc…) working on this project since your last review?


No
 FORMCHECKBOX 
 (If No, skip to question 5)


Yes
 FORMCHECKBOX 
 If Yes, Provide name(s), animal related responsibility and species specific experience      
8. Please complete the following regarding completion of CITI Animal Subject Certification* for all personnel (PI, Co-PI, research assistants, technicians, etc):

	Name
	Role
	Date of CITI Animal Subject Certification
	Copy Attached 
(mark and X for each)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


SECTION 2 – RECOMBINANT DNA








NIH Guidelines: http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf 
I. rDNA

a) Does your Project continue to involve Recombinant DNA (rDNA)? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, sign the bottom and return the form to the IBC office)

b)
If Yes, has there been a change regarding use since last review?

 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, skip to Section 3)

c) 
If Yes, Explain:
SECTION 3 – MICROORGANISM / VIRUS USAGE






Complete this section for all rDNA projects involving microorganisms/viruses except non-pathogenic E. coli K-12, Bacillus subtilis, or Saccharomyces cerevisiae recipients in host-vector systems. 
I. 
Microorganism/Virus(s). 
a) 
 Will you be using microorganisms / viruses (except non-pathogenic E. coli K-12, Bacillus subtilis, or Saccharomyces cerevisiae recipients in host-vector systems)?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if no, skip to Section 4)

b)
If Yes, has there been a change regarding use since last review?

 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, skip to Section 4)

c) 
If Yes, Explain:
SECTION 4 – BIOLOGICAL TOXIN USAGE

Complete this section if you for all rDNA projects that involve working with a biological toxin or gene coding for the biosynthesis of toxic molecules.

I.
Biological Toxin Usage.  
a) Are you working with a biological toxin or genes coding for the biosynthesis of toxic molecules? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No (if No, skip to Section 5)
b)
If Yes, has there been a change regarding since last review?

 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, skip to Section 3)

c) 
If Yes, Explain:
SECTION V - Certification
I. Certification and Signature
I certify that:

1. All persons conducting this work, including my collaborators, have received instruction on the specific hazards associated with the work and the safety equipment, practices, and behaviors required during the course of the work and use of the facilities.  My records documenting this instruction may be reviewed.

2. Any spill of infectious agents, chemicals, chemical toxins, or equipment failure (e.g. ventilation failure), and/or any breakdown in procedure that could result in potential exposure of laboratory personnel and/or the public to any hazardous material (infectious or toxic) will be reported to the Office of environmental health and Safety and the IBC immediately.

3. No use of infectious agents that requires IBC approval will be initiated or modified until that approval is received from the IBC.  This includes implementation of any proposed changes in my use that would result in an increased level of biohazard.

4. If use of infectious agents involves human body fluids or tissues, all personnel working with such agents have been given the opportunity to receive immunization against Hepatitis B at no cost to them.

5. When I no longer plan to use the registered materials in the laboratory, the materials will be disposed of according to established guidelines or re-registered with another qualified scientist.  All disposal or transfer information of materials will be forwarded immediately to OLSAT and to the IBC.

6. The information provided herein is accurate to the best of my knowledge.  I understand that, should I use the project described above as a basis for a funding proposal (either intramural or extramural), it is my responsibility to ensure that the description of the work in the funding proposal is identical in principle to that contained in the registration.
Principal Investigator signature




Date
Faculty Mentor signature





Date
(if applicable)

Please send this form to the IBC Office, 6S-137.

NOTE: If changes in funding source, project title, or project location occurs, an IBC Form for Resubmission of an IBC Approved Project or Its Submission to a Different Funding Source must be submitted. If changes in any other item(s) occur(s), such as organism used, biosafety level or NIH classification, a new IBC Protocol Review/Approval Form must be completed and submitted.





THIS SECTION TO BE COMPLETED BY OFFICE OF THE CSI IBC
IBC Protocol #:





Date received by IBC: 




Biosafety Level:





NIH experiment class determination:


Approved:    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



Approval Date: 



 
� National Institutes of Health Guidelines for Research Involving Recombinant DNA (NIH Guidelines), � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf� 


� Biosafety in Microbiological and Biomedical Laboratories (BMBL) 5th Edition, � HYPERLINK "http://www.cdc.gov/biosafety/publications/bmbl5/index.htm" \o "http://www.cdc.gov/biosafety/publications/bmbl5/index.htm" �http://www.cdc.gov/biosafety/publications/bmbl5/index.htm�


� See NIH Guidelines, Appendix G � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf�


� Ibid. 





PAGE  
Page 4 of 4


Created: August 2011
IBC Continuing Review Application 2011-2012


Document Approval: Pending

[image: image1.jpg]