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Institutional Biosafety Committee (IBC) 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 working with any recombinant DNA (rDNA) MUST complete and submit this form to the IBC Office via email to Angela.Cartmell@csi.cuny.edu. 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
This application is                                 FORMCHECKBOX 
  New                                 FORMCHECKBOX 
  Update of Protocol # 

I.
APPLICATION DATA
Protocol Title:
          
Project location (ALL building and room #s):
     
Estimated Starting Date:
                                                    Estimated Projected Completion Date:                                      

II. 
PRINCIPAL INVESTIGATOR:
     
 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Doctoral Student*
 FORMCHECKBOX 
 Graduate Student*
 FORMCHECKBOX 
 Undergraduate Student*
 FORMCHECKBOX 
 Other (please explain)      
*Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI
Principal Investigator Phone:
     


Principal Investigator Room No:
     
Principal Investigator Email:
     


Principal Investigator Department:
     
Principal Investigator Other Address*:
     
*Required for students and non-CSI researchers only 
III.
SECONDARY INVESTIGATOR(s):
     
 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Doctoral Student*
 FORMCHECKBOX 
 Graduate Student*
 FORMCHECKBOX 
 Undergraduate Student*

 FORMCHECKBOX 
 Other (please explain)      
*Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI

Secondary Investigator(s) Phone:
     

Secondary Investigator(s) Room No:      
Secondary Investigator(s) Email:
     



Secondary Investigator(s) Department:      
Secondary Investigator(s) Other Address*:
     
*Required for students and non-CSI researchers only 
IV.
ADDITIONAL KEY PERSONEL (including all students, research assistants, laboratory staff, etc…):

a) Name:
     



Email:      
 FORMCHECKBOX 
 Research Assistant
 FORMCHECKBOX 
 Technician
 FORMCHECKBOX 
 Other (please explain)      
b) Name:
     


Email:      
 FORMCHECKBOX 
 Research Assistant
 FORMCHECKBOX 
 Technician
 FORMCHECKBOX 
 Other (please explain)      
c) Name:
     



Email:      
 FORMCHECKBOX 
 Research Assistant
 FORMCHECKBOX 
 Technician
 FORMCHECKBOX 
 Other (please explain)      
d) Name:
     



Email:      
 FORMCHECKBOX 
 Research Assistant
 FORMCHECKBOX 
 Technician
 FORMCHECKBOX 
 Other (please explain)      
To add more names, please attaché an additional sheet.
V.
FUNDING DATA 
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 question VI)

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:      
*A copy of your grant application MUST be attached to this application.  FORMCHECKBOX 
 Attached
VI. 
BIOHAZARD LEVEL. Do individual experiments involve more than 10 liters of cultures?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

If Yes: where are they located (building and room #): 
     

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
VII.
BIO SKETCH. For projects involving recombinant work at level III-D and above, toxin work, or the administration of organisms/viruses BSL2 or above to animals, attach an abbreviated biosketch, similar to that submitted with grants to NIH, for the PI and any Co-Investigator(s) 
 FORMCHECKBOX 
 Attached
VIII.
TRAINING / EXPERIENCE 

For each individual listed in Section 1 (questions II, III, and IV), those conducting the experiments (including students and temporary staff), specify project responsibilities and training/experience relevant to this project including duration, e.g., 2 years. If additional personnel need to be listed, please attach an additional sheet.

	Name
	Role
	Training
	Experience

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	






SECTION 2 – RECOMBINANT DNA








NIH Guidelines: http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf 
I. Does your Project include Recombinant DNA (rDNA)? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (if No, IBC review is not required)

II. 
NIH experiment class determination
 (check one):

 FORMCHECKBOX 
 III-A Requires IBC approval, RAC review, and NIH Director approval before initiation

 FORMCHECKBOX 
 III-B Requires NIH/OBA and IBC approval before initiation
 FORMCHECKBOX 
 III-C Requires IBC and IRB approvals and RAC review before research participant enrollment

 FORMCHECKBOX 
 III-D Requires IBC approval before initiation

 FORMCHECKBOX 
 III-E Requires IBC notice simultaneous with initiation

 FORMCHECKBOX 
 III-F Exempt
III. 
Biological Source: 
a) 
What is the Biological Source of the DNA/RNA: 
     
b) Is the Biological Source a viable, intact microorganism/virus in your laboratory?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
If Yes:

i) also complete Section 3 - Microorganism Usage

c) 
If the Biological Source is human, will human blood/tissue be handled by laboratory personnel:



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
IV.
Vectors:

a)
What are the Vectors for this protocol?
     
b)
Describe the vector(s) and its/their biological origin (also attach a functional map):      
c)
Are they viral vectors?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

If Yes:
i) Indicate the percentage of genome  FORMCHECKBOX 
 <1/2  FORMCHECKBOX 
 1/2-2/3  FORMCHECKBOX 
 >2/3 
And 
ii) Complete Section 3 - Microorganism Usage
V. Viruses.  Do experiments involve the use of defective viruses in the presence of helper virus?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If Yes:

a) Indicate the helper virus:      
And 
b) Complete Section 3 - Microorganism Usage
VI. Recipient host. 
 FORMCHECKBOX 
 animal species:
     
 FORMCHECKBOX 
 tissue culture/cell line (specify):
     
 FORMCHECKBOX 
 plant name:      
 FORMCHECKBOX 
 microorganism (give genus and species, and if E. coli, indicate the strain of E. coli):      
If microorganism/virus, also complete Section 3 - Microorganism Usage (Exception: non-pathogenic E. coli K-12, Bacillus subtilis, or Saccharomyces cerevisiae as a recipient is exempt from the Microorganism Usage Section when used in certified Host-Vector systems as listed in the current NIH Guidelines unless the organism(s) will be converted to a pathogenic strain)
VII. Gene. Will a gene be expressed?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes:
a) Identify the gene and its function (if known):
     
VII. Eukaryotic Virus.  Will the resulting recombinant DNA molecule contain the genome from any eukaryotic  

virus? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes:

a) Indicate the percentage of viral genome
 FORMCHECKBOX 
 <1/2  FORMCHECKBOX 
 1/2-2/3  FORMCHECKBOX 
 >2/3
VIII. 
Human Subjects. Will recombinant DNA material be administered or transferred to human subjects?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes:

a) What is your IRB (Institutional Review Board) approval # and expiration:      
IX.
Animal Subjects. Will recombinant DNA material be administered or transferred to animals?  FORMCHECKBOX 
 Yes FORMCHECKBOX 
 No

If Yes:
a) What is your IACUC (Institutional Animal Care and Use Committee) approval # and expiration?      

AND
b) Identify any safety concerns that should be addressed to protect the safety of animal handlers or laboratory personnel:
     
IX. Transgenic/Knockout. Do experiments involve the creation of transgenic/knockout animals or plants?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If YES,
a) Describe the procedure and technique of how the transgenic animal or plant will be created:      
XI.
Isolation. Do you plan to modify an organism that has been isolated from the environment in the last two years?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

XII. 
DNA Clones. Do the DNA clones contain genes for the biosynthesis of toxic molecules lethal for vertebrates at 

an:
 FORMCHECKBOX 
 a) LD50 of <100 nanograms/kilogram body weight 
 FORMCHECKBOX 
 b) LD50 of 100-1000 nanograms/kilogram body weight 
 FORMCHECKBOX 
 c) LD50 of 1-100 micrograms/kilogram body weight
 FORMCHECKBOX 
 d) >100 micrograms/kilogram body weight 

 FORMCHECKBOX 
 e) Genes for biosynthesis of toxic molecules not involved 

If a-d is checked, complete Section 4 - Biological Toxin/Select Agent Usage
XIV.
Drug Resistance. Does the proposed mutation involve a deliberate transfer of a drug resistance trait to a microorganism?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes: 

a) Does such acquisition compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

XV.  
External Environment. Do experiments involve the release into the environment (outside the facility) of an organism containing recombinant DNA?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes:

a) Has approval for this release been filed with state or federal regulating agency?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No



If Yes:

i) Identify the regulatory agency and date filed, and send copy of approval to the OUHSC EHSO, ROB-301:

Agency:
     



Date filed:      





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).  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)

a) What microorganism/virus(s) will be used in this project (indicate strain where appropriate, such as for adenovirus)?
     
b) If viral, is it replication deficient?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A, Not viral
c) If a replication deficient virus is used, describe the defect that makes it replication deficient: 

      or  FORMCHECKBOX 
 N/A, Not replication deficient
II.
Agent.
 List all potentially infectious agents, including BSL1 pathogens, on separate lines. ?

	Agent
	Risk Group
	Location        (Bldg & Room #)
	Location Used for experiment, storage or both
	Biosafety Level (BSL)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


III.
Human Subjects. Will microorganisms/viruses be administered to human subjects?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If Yes:

a) Attach standard operating procedures (SOPs) developed, signed and dated by the PI indicating training, safety precautions, and vaccinations/medical monitoring procedures for employees; whether agent shedding from patients will occur; whether special handling and disposal of excreta is required and what those special protocols will be; and study agent handling and accountability procedures, including ordering, shipping, receipt and storage, dispensing, and disposition of unused material.
 FORMCHECKBOX 
 Attached

b) Briefly describe your project with respect to microorganism/virus/toxin administration or recombinant

DNA/human gene transfer.       
c) Provide a summary statement of the intent of the proposal.      
IV. 
Human Gene Transfer. Does the project involve Human Gene Transfer?

If Yes:

a) Describe the gene (genomic, cDNA or oligonucleotides) of the cloned DNA that will be used and its function:
     
b) Describe the bacterial plasmid or phage vector construct, including regulatory element(s):      
c) Describe the delivery vector (if any):      
d) Describe the preparation, structure, and composition of the materials to be given to the patient. 
i) If DNA, describe the purity (both in terms of being a single DNA species and in terms of other contaminants), the tests which have been used to verify purity, and the sensitivity of the tests:      
ii) If a virus, describe how it is prepared from the DNA construct, in what cells the virus is grown (any special features), what medium and serum are used, how the virus is purified, what the structure and purity is of the virus, and what steps are being taken to detect and eliminate any contaminating materials (for example, VL30 RNA, other nucleic acids or proteins) or contaminating viruses (both replication-competant or replication-defective) or other organisms in the cells or serum used for preparation of the virus stock including any contaminants that may have biological effects:      
iii) If co-cultivation is employed, describe the kinds of cells being used for co-cultivation, what steps are being taken (and assays used with their sensitivity) to detect and eliminate any contaminating materials, and what tests are being conducted to assess the material to be returned to the patient for the presence of live or killed donor cells or other non-vector materials (for example, VL30 sequences) originating from those cells:      
e) Describe the likelihood of generating replication competent virus, either in production or in vivo:      
f) Does the study meet all of the following characteristics?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

· Induction or enhancement of an immune response to a vector-encoded microbial immunogen is the major goal.
· ii) Such immune response has been demonstrated in model systems.
· iii) The persistence of the vector-encoded immunogen is not expected.
If YES:

i) indicate the route of delivery:      
V. 
Biosafety Level.
 What is the appropriate biosafety level for the microorganism/virus?

 FORMCHECKBOX 
 BSL1 
 FORMCHECKBOX 
 BSL2 
 FORMCHECKBOX 
 BSL3 
 FORMCHECKBOX 
 BSL4 
 FORMCHECKBOX 
 NA

a) For microorganism use at BSL2 and above, attach standard operating procedures (SOPs) signed and dated by the PI which will address how compliance with CDC/NIH Biosafety in Microbiological and Biomedical Laboratories guidelines will be met.
 FORMCHECKBOX 
 Attached
VI. 
Procurement. From where will the microorganism(s) / virus(es) be obtained?      
a) If obtained from another location on campus, how will the microorganism(s)/virus(es) be transported?      
b) If obtained from an out-of-state source, is the organism capable of, or is the organism derived from an organism that is capable of introducing or disseminating any contagious or infectious disease of animals (including poultry)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If Yes: 

i) attach a copy of the required USDA Import/Transport permit.  FORMCHECKBOX 
 Attached

VIII. Storage & Procedure Location. 

a) Where will the microorganism(s)/virus(es) be stored?      
b) Where will experiments be conducted (include room and building #s)?      
c) If the answers to questions a and b are different, discuss the method of transport including the use of secondary containers:       
VIII. 
Toxicity. Does the experiment involve or does the microorganism/virus synthesize a toxic molecule lethal for vertebrates at an LD50 <100 mg/kg (100,000 ng/kg)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If Yes: 

i) identify the toxin:      
AND

ii) Complete Section IV - Biological Toxin/Select Agent Usage.
IXX. 
Animal Infection. Does the experiment involve the infection of animals?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If Yes: 

a) attach SOPs addressing:

· safety precautions to be used by animal care technicians, 
· personal protective equipment that will be utilized,
· whether the animal can shed the infectious agent and to whom (humans and or animals), 
· who (PI and/or technician – give name) will be responsible for the care and feeding of the animals during the hazardous period of time (and how long will that period last),
· proper handling of excreta and animal carcasses; and 

· indicate the building and room number where the animals will be housed:
 FORMCHECKBOX 
 Attached
XX. 
Training and Care. 

a) Have all personnel involved with this experiment received documented initial training and yearly updates regarding the handling of this microorganism/virus?
b) Is there a vaccine available and recommended for persons handling this microorganism/virus?

XXI. 
Commercial Advantage. Does the work involve the importation, production, manufacturing, or processing of new (intergeneric) microorganisms or significant new use of microorganisms for the purpose of obtaining an immediate or eventual commercial advantage for the researcher or the funding entity?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If Yes: 
a) has a Microbial Commercial Activity Notice (MCAN) been submitted to the United States Environmental Protection Agency?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No




SECTION 4 – BIOLOGICAL TOXIN USAGE

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

I.
Biological Toxin Usage.  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)

If, YES:

a) Identify the toxin(s), unfractionated mixture, or purified conjugate that will be used in experiment:      
II. 
Agent. Select the agent from the following Select Agent List?

 FORMCHECKBOX 
 Abrin





 FORMCHECKBOX 
 Saxitoxin

 FORMCHECKBOX 
 Botulinum neurotoxin




 FORMCHECKBOX 
 Shiga-like ribosome inactivating proteins
 FORMCHECKBOX 
 Clostridium perfringens epsilon toxin


 FORMCHECKBOX 
 Shigatoxin
 FORMCHECKBOX 
 Conotoxins





 FORMCHECKBOX 
 Staphylococcal enterotoxins
 FORMCHECKBOX 
 Diacetoxyscirpenol




 FORMCHECKBOX 
 Tetrodotoxin
 FORMCHECKBOX 
 Ricin






 FORMCHECKBOX 
 T-2 toxin

 FORMCHECKBOX 
 Agent not on the list:      
III.
LD50. What is the LD50 of the toxin?      
IV. 
Quantity. What is the maximum quantity of toxin that will be on hand?      
V.
Procurement. From where will the toxin be obtained?      
a) If obtained from another location on campus, how will the toxin be transported?      
VI. 
Storage & Procedure Location.
a) Identify all locations where the toxin will be produced, stored and/or weighed (ist building and room number(s)):      
b) Identify the location(s) where experiments will be conducted:      
c) If the answers to questions a and b are different, identify the means of transportation:      
VII.  
Human Subjects. Does the experiment involve the administration of toxin to human subjects?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If YES:


a) explain:      
VIII.
Animal Subjects. Does the experiment involve the administration of toxin to animals?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If YES, 
a) attach Standard Operating Procedures (SOPs) addressing the following:

· safety precautions to be used by animal care technicians, 

· whether the animal can excrete the toxin, 
· proper handling of excreta and animal carcasses, 
· If the toxin can be released from animals into the environment, include information on how the toxin-containing materials (urine, blood, feces, bedding, etc.) will be handled and inactivated, and 
· indicate the building and room number where the animals will be housed.
 FORMCHECKBOX 
 Attached
IX. 
Training and Experience. Have all personnel involved with this project received documented initial training and yearly updates regarding the procedures for handling the toxin?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If YES,
a) Attach documentation
 FORMCHECKBOX 
 Attached
X. 
Antidote. Is there an antidote available for persons exposed to the toxin?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If YES,
a) Do you have it stored in your laboratory?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
XI.
Disposal. Identify the method of disposal/deactivation of contaminated materials and remaining agent:

     
XII. 
Storage, Handling, and Emergency Procedures.  
Attach your written protocol (SOPs) covering the secure storage, safe handling and emergency procedures in case of an accident (exposure to staff or spill) for this toxin.  FORMCHECKBOX 
 Attached




SECTION V - DESCRIPTION OF USE OF BIOLOGICAL MATERIALS

This section is required for all applications

I. 
Summary Statement. 

a) Provide a summary statement of the intent of the proposal and describe your project with respect to recombinant DNA projects. Include information about all applicable biological agents, including biological source of DNA/RNA, vector(s) to be used, recipient hosts (e.g., bacteria, animals, tissue cultures/cell lines, yeast, plants), toxins, and/or genes coding for toxins. 
     
NOTE: Attach appropriate standard operating procedures (SOPs) signed and dated by the PI as required and indicated in previous sections.

II. 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. 


� 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� 


� American Biological Safety Organization’s Risk Group Database, � HYPERLINK "http://www.absa.org/riskgroups/index.html" ��http://www.absa.org/riskgroups/index.html� 


� 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� 
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