
Institutional Biosafety Committee

Registration Document

For Research Involving Recombinant DNA,

Infectious Agents/Biological Toxins
Please keep the following information for your records.

The Texas A&M University Institutional Biosafety Committee (IBC) maintains a registry of all laboratories and personnel working with human pathogens and biological toxins.  A pathogen is defined in the NIH and CDC Guidelines as any organism known to or suspected of causing infection in humans.  A biological toxin is defined as a proteinaceous poison which is toxic to humans.

Additionally, the IBC reviews proposed work with recombinant DNA molecules and genetically modified animals.  Proposed work must be reviewed and approved prior to the initiation of research.  (Please consult the NIH Guidelines for Research Involving Recombinant DNA Molecules for information needed to complete this registration form.)
The Principal Investigator (PI) is responsible for completing all appropriate parts of this registration document and for notifying the IBC when information submitted in this document changes, such as personnel, location, procedures, funding, etc.  If such changes occur, the PI will be required to fill out an Amendment Form (located online).

All IBC laboratory permits are currently approved for the duration of three (3) years.  During this approval, an annual laboratory inspection is required.  Laboratories that have Exempt or BSL1 containment will need to complete a Permit Renewal form every three years if the research has not been completed.  Laboratories that have BSL2 and BSL3 containment must complete the Permit Renewal form on an annual basis, if the research has not been completed.  Investigators will be reminded sixty (60) days prior to the expiration of the permit.  The IBC must review and approve the Permit Renewal before the expiration of the IBC Permit.  
Only typed forms will be accepted.  For your convenience, each required form is fillable on line.  Only the most current forms will be accepted and reviewed; therefore we ask that you access our website for all submissions.  The application must be completed, signed by all appropriate personnel, and submitted to the IBC at MS 1186 through the Office of Research Compliance, prior to initiation of research.  At the time of submission, you are asked to also submit all grant proposals pertaining to your research.  Failure to provide all information requested, including requested signatures, will lead to a delay in processing your request.  If further instructions are necessary, please contact the IBC at IBC@tamu.edu or call (979) 458-3624.

If you are using a biological agent or toxin requiring BSL 3 containment, please contact the Office of Research Compliance office at (979) 458-3624 for further instructions.  Definitions of Biosafety Levels may be found in Appendix 1, which may be accessed on our website at www.researchcompliance.tamu.edu/ibc.  You may also access the APHIS Plant Pathogens, HHS Select Infectious Agents & USDA High Consequence Livestock Pathogens/Toxins list from this site.   
APPLICATION for IBC PERMIT

Part I
Checklist and Table of Contents 
for Institutional Biosafety Protocols
The following is a table of contents of the items included in application for an IBC permit. In order for research to be approved, you must provide all applicable sections to the IBC, and a copy of the grant proposal. Please check and attach all items that apply to your research.
Parts I and Attachment D are required and must be completed then submitted.  Parts II through Attachment C are subsequent attachments; they should be completed and submitted as applicable.  Only typed applications will be processed for review.  You need not submit blank or not-applicable pages to the IBC. 
Please send completed Applications for IBC Permits to VPR – Office of Research Compliance, MS 1186. The office may be contacted at (979) 458-3624 or by email at IBC@vprmail.tamu.edu.
Your protocol will be delayed if it is missing any required information.  Please allow sufficient time for processing of your application. It may take 30-60 days to obtain IBC approval. 

 FORMCHECKBOX 

Part I:  Investigator Identification (required of all investigators)
 FORMCHECKBOX 

Part I:  Risk Assessment (required of all investigators)

 FORMCHECKBOX 

Part I: Investigator Assurance (required of all investigators)
 FORMCHECKBOX 

Part II: Use of Biological Toxins 
 FORMCHECKBOX 

Part III: Use of Pathogens

 FORMCHECKBOX 

Part IV: Use of Recombinant DNA

 FORMCHECKBOX 

Attachment A:  Use of Live Animals

 FORMCHECKBOX 

Attachment B:  Use of Humans and/or Human Materials
 FORMCHECKBOX 

Attachment C:  Use of Plants

 FORMCHECKBOX 

Attachment D:  Personnel Information (required of BSL 2 and above laboratories)
 FORMCHECKBOX 
 Attachment E:  Disposal/Decontamination of Laboratory Facilities (required of all investigators)
 FORMCHECKBOX 
 Attachment F:  Select Agent Plan Review Form
 FORMCHECKBOX 
 Grant Proposal (required of all investigators) 
 FORMCHECKBOX 
  Safety Plan (required for all BSL3 research) 
 FORMCHECKBOX 

If your research involves the Use of Select Agents from the CDC, USDA, or overlap lists – (See Appendix 2 of this document for a listing of select agents and include a copy of your laboratory’s BioSafety Plan, Security Plan, and Incident Response Plan)
PART I

Principal Investigator Identification

All Principal Investigators must complete this part.
A. Principal Investigator Information

      Name      
      Title of Research      
      Department      
 
Campus Mail Stop      
      Office location (building, room number)       



      Laboratory locations (building, room number (s))      
      Address      


     



     
          City 


 State 



   Zip

      Phone:      


     


     



      Office


Laboratory

Emergency/after hours

      Fax:      

            Email:      
B. Laboratory Locations

Is the space you listed above shared by other Principal Investigators working with Biohazardous material?    
Yes    FORMCHECKBOX 
    (Please complete the table below, including all materials.)

No   FORMCHECKBOX 

	Principal Investigator
	Biological Toxins
	Pathogens
	Recombinant DNA
	Building & Room Number
	BSL

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


C. Funding Source (Please check all that apply)
       FORMCHECKBOX 
 NIH         FORMCHECKBOX 
 NSF        FORMCHECKBOX 
 DOD       FORMCHECKBOX 
 USDA      FORMCHECKBOX 
 Other:       
D. Routing Agency
       FORMCHECKBOX 
 TAMU        FORMCHECKBOX 
 Research Foundation        FORMCHECKBOX 
 TEES        FORMCHECKBOX 
 TAES

E. Research Objectives  
Describe your research objectives. Justify the use of biological toxins, pathogens, and/or recombinant DNA in your goals.  Please submit sufficient information to afford for the comprehensive review of laboratory procedures by the IBC.  (Please provide this information on additional sheets.)  
F. Grant Proposal

Please include a copy of all grants associated with this IBC Permit.  The submission should include all sections of the grant that contain information pertaining to the use of Biohazardous material (recombinant DNA, Biological Toxins, and/or Pathogens).  

                                                                    PART I
Risk Assessment

All investigators must complete this part.
A. Risk Management Matrix

Evaluate the impact of the inappropriate or accidental release of the most hazardous agent used in your laboratory.

Green Zone – 1
              Yellow Zone – 2 through 3
          Red Zone – 4 through 5
	
	Probability That Something Will Go Wrong

	
	
	A

Likely to occur immediately or in a short period of time, expected to occur frequently
	B

Probably will occur in time
	C

May occur in time
	D

Unlikely to occur

	Seriousness of Risk
	I

May result in death
	5
	5
	4
	3

	
	II

May cause severe injury, major damage or loss, and/or result in negative publicity for the participant involved
	5
	4
	3
	2

	
	III

Participation presents a minimal threat to safety, health and well-being of participants
	4
	3
	2
	1

	
	IV

No more than minimal risk
	3
	2
	1
	1



Does your protocol fall in the Yellow Zone (2 through 3) or Red Zone (4 through 5)?


 FORMCHECKBOX 
 No. 
  FORMCHECKBOX 
 Yes.


B. Will you be using an agent classified as a Risk Group 3 or 4? (See Appendix 1 of this document for Risk Group Classifications.)


 FORMCHECKBOX 
 No. 
  FORMCHECKBOX 
 Yes.
C. Will you be using an agent listed on the CDC, USDA, or overlap lists of Select Agents?

 FORMCHECKBOX 
 No.
  FORMCHECKBOX 
 Yes.  
*See Appendix 2 for a listing of Select Agents and include a copy of your laboratory’s BioSafety Plan, Security Plan, and Incident Response Plan.
D. *Risk Group (RG):          *BioSafety Level (BSL):       
*See Appendix 1 for determination of risk group and Biosafety level.
PART I

Investigator Assurance

All investigators must complete this part.
· I agree to use lab practices that meet the Biosafety level (BSL) required by my work. (For definitions of Biosafety levels, please see Appendix 1of this document.)

· I have read the NIH Guidelines and I acknowledge my responsibility for the conduct of this research in accordance with Section IV-B-7 of the NIH Guidelines.

· I have the knowledge and training required to safely handle the materials described.
· I agree to train all of my laboratory personnel according to the BSL of the laboratory.  
· I agree to conduct these experiments in accordance with all TAMU and IBC policies.

· I acknowledge my responsibility to secure and control the biological agents used in this project.

· Entry doors to the laboratory will be closed and locked when the laboratory is unattended.

· I agree to provide all personnel working in the laboratory notification, information and training on the hazards, laboratory security and emergency policies and procedures associated with working in my laboratory.  I agree to inform all personnel working in the laboratory that potentially all microorganisms can be pathogens under certain conditions.  When necessary, work procedures and protocols are in place to prevent aerosols and exposure to microorganisms.  All personnel are provided training in sterile technique, the use of automatic pipetters and the proper disposal of bacterial cultures.  All personnel are advised that if they are in an immunocompromised/ immunosuppressed condition that they are at risk for infection from the general environment and susceptible to infections that would normally not be a problem for an immunocompetent individual.  All personnel are further advised that working in a laboratory that conducts experiments using live microorganisms could increase their risk of infection and be hazardous to their health.
· I agree to contact the Office of Environmental Health & Safety before the transfer of any select agents. EH&S can be contacted at (979) 845-2132 or by email at ehsd@tamu.edu.
PART I

Investigator Assurance - continued

All investigators must complete this part.

___________________________________


___      __________

Signature of Principal Investigator 




Date

     
Typed/Printed Name

___________________________________


_____     _________

Signature of Unit Head 





Date

     
Typed/Printed Name

FOR INTERNAL USE ONLY





IBC # ________________





Routing # ___________


AUP # _____________


IRB # ______________



























































FOR COMMITTEE ACTION ONLY


This Application for IBC Permit, including the Risk Assessment, has been reviewed and approved and the investigator’s assurance has been accepted.





___________________________         ___________		_________________________	___________


Signature of IBC Chair	                     Date 		 Signature of BioSafety Officer         Date





	               


                











Part I-   Main Application
Page ____ of ____
Updated   12/17/07
Page 3 of 7

