
MERCER UNIVERSITY

INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)

NOTICE OF INTENT (NOI)
, 
 to work with:

INFECTIOUS AGENTS REQUIRING BIOSAFETY LEVEL 2

and/or

INFECTED ANIMALS REQUIRING ANIMAL BIOSAFETY LEVEL 23
and / or
POTENTIALLY INFECTIOUS MATERIALS REQUIRING UNIVERSAL PRECAUTIONS

and / or

NON-EXEMPT RECOMBINANT DNA
 
Principle Investigator:




Department & School:


Campus Address & Phone:


Proposed Starting Date for the Project: 
This Notice of Intent is for (check and complete all that apply):

· Use of organisms requiring Biosafety Level 2


 FORMCHECKBOX 
  Complete Part I.
· Use of organisms in animals requiring Animal Biosafety Level 2
 FORMCHECKBOX 
  Complete Part IA.
· Use of materials requiring Universal Precautions


 FORMCHECKBOX 
  Complete Part II.
· Use of non-exempt recombinant DNA



 FORMCHECKBOX 
  Complete Part III.
SIGNATURES
_______________________________________


________________________

Principle Investigator / Instructor




Date

NOTE:  This form may be submitted without this signature via email provided it is submitted  under the PI’s email address through the email services of Mercer University or its affiliates.  Contact the Mercer University Health and Safety Office or the IBC Chairperson if you have further questions.

This project is consistent with unit objectives; appropriate space and equipment for biocontainment of this research. 

_______________________________________


________________________

Dean or Dean’s Designee





Date

Part I.  INFECTIOUS AGENTS REQUIRING BIOSAFETY LEVEL 2 (BSL-2) 
Summary of Project
Infectious BSL-2 agent(s) to be used:

Provide a brief description of the project in which infectious BSL-2 agent(s) will be used.

Specify the tasks or procedures in which there could be exposure to the infectious BSL-2 agent(s).


Location of Project
Location(s) in which the infectious BSL-2 agent(s) will be handled:
Location(s) in which the infectious BSL-2 agent(s) will be stored:
Personnel and Student (P&S) Practices
You are required to conduct this research or teaching at BSL-2, comprising standard microbiological and special practices; safety equipment (primary barriers); and laboratory facilities (secondary barriers).  BSL-2 criteria must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project prior to initiation of the research
You are required to have a written emergency plan for spills or other accidents involving biohazardous materials.  This plan must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project.
Are any vaccinations recommended for this project?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

List the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them.
Disposal of Biohazardous Wastes
Methods of decontamination for biohazardous wastes (in-house):

Autoclave


 FORMCHECKBOX 

Building & Room #:



Chemical Disinfectant

 FORMCHECKBOX 

Specify:
 

Will biohazard wastes requiring external disposal (such as “sharps”) be generated?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


Location of sharps repository for final disposal:

Part IA.  INFECTED ANIMALS REQUIRING ANIMAL BIOSAFETY LEVEL 2 (ABSL-2) 

Summary of Project
Infectious BSL-2 agent(s) to be introduced into animals:

Provide a brief description of the project in which infectious BSL-2 agent(s) will be used.

Animals (common names) to be infected with BSL-2 agent(s):

Specify the tasks or procedures in which there could be exposure to the infectious BSL-2 agent(s):

· Animal Care Staff

· Research Staff
Location of Project 
Location of designated room for ABSL-2:


Location of designated Class II biosafety cabinet for manipulations of animals:

Personnel and Student (P&S) Practices
You are required to conduct this research or teaching at ABSL-2, comprising standard microbiological and special practices; safety equipment (primary barriers); and animal care facilities (secondary barriers).  ABSL-2 criteria must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project.
You are required to have a written emergency plan for spills or other accidents involving biohazardous materials.  This plan must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project.
Are any vaccinations recommended for this project?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

List the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them.
Disposal of Biohazardous Wastes
Methods of decontamination for biohazardous wastes (in-house):

Autoclave


 FORMCHECKBOX 

Building & Room #:



Chemical Disinfectant

 FORMCHECKBOX 

Specify:
 

Will biohazard wastes requiring external disposal (such as “sharps”) be generated?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


Location of sharps repository for final disposal:


Location of carcass repository for final disposal:

Part II.  POTENTIALLY INFECTIOUS MATERIALS REQUIRING UNIVERSAL PRECAUTIONS
Summary of Project
Potentially infectious materials to be used:

Provide a brief description of the project in which potentially infectious materials will be used.

Specify the tasks or procedures in which there could be exposure to the potentially infectious materials.


Location of Project
Location(s) in which the potentially infectious materials will be handled:
Location(s) in which the potentially infectious materials will be stored:
Personnel and Student (P&S) Practices
You are required to conduct this research or teaching under three related standards:  Universal Precautions (UP),  Biosafety Level 2 (BSL-2), and the OSHA Bloodborne Pathogens Act of 1991 (BPA).   UP, BSL-2 criteria, and the BPA must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the potentially infectious materials used in this project.
You are required to have an Exposure Control Plan for research involving potentially infectious materials.  This plan must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the potentially infectious materials used in this project.
Hepatitis B vaccination must be offered to laboratory P&S.  If they decline, they must sign a statement of declination.
List all HepB-vaccinated P&S and the dates of their vaccinations:
List all P&S who have declined HepB-vaccination, and attach copies of their signed statements of declination.
Are other vaccinations recommended for this project?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

List the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them.
Part III.  NON-EXEMPT RECOMBINANT DNA (rDNA)
Summary of Project
Provide a brief description of the project in which non-exempt rDNA(s) will be used.

For each non-exempt rDNA(s) to be used, list:  host, vector, insert(s)

Identify below the NIH Guideline under which this use of non-exempt rDNA(s) is classified.


NIH III-D.  Experiments that require IBC approval before initiation

1. experiments using Risk Group 2 as host-vector systems

2. experiments in which DNA from Risk Group 2 is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems

3. experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems

4. experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant DNA, or DNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant DNA-modified microorganisms tested on whole animals

5. experiments to genetically engineer plants by recombinant DNA methods

6. experiments involving more than 10 L of culture
NIH III-E.  Experiments that require IBC notification at the time of initiation.

1. experiments involving the formation of recDNA molecules containing no more than two-thirds of the genome of any eukaryotic virus

2. experiments involving recombinant DNA-modified whole plants, and/or experiments involving recombinant DNA-modified organisms associated with whole plants

3. experiments involving transgenic rodents
Risk Groups are defined at http://www4.od.nih.gov/oba/rac/guidelines_02/APPENDIX_B.htm#AppxB_Tbl1
Risk Group 1 organisms are those not in higher groups.  Risk Group 2 organisms are listed at

http://www4.od.nih.gov/oba/rac/guidelines_02/APPENDIX_B.htm#_Toc7238336
Note that the University prohibits the use of organisms in Risk Groups 3 and 4, which require Biosafety Levels 3 and 4, respectively.  Experiments using Risk Group 1 host-vector systems are exempt, and registration with the IBC is not required.
Location of Project
Location(s) in which the non-exempt rDNA(s) will be handled:
Location(s) in which the non-exempt rDNA(s) will be stored:
Personnel and Student (P&S) Practices
You are required to conduct this research or teaching at BSL-2, comprising standard microbiological and special practices; safety equipment (primary barriers); and laboratory facilities (secondary barriers).  BSL-2 criteria must be made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project.
You are required to have a written emergency plan for spills or other accidents involving biohazardous materials.  Has this plan been made available to and explained to all laboratory P&S who will participate in  research or teaching involving the infectious agents used in this project?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

Are any vaccinations recommended for this project?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

List the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them.
Disposal of Biohazardous Wastes
Methods of decontamination for biohazardous wastes (in-house):

Autoclave


 FORMCHECKBOX 

Building & Room #:



Chemical Disinfectant

 FORMCHECKBOX 

Specify:
 

Will biohazard wastes requiring external disposal (such as “sharps”) be generated?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


Location of sharps repository for final disposal:

ENDNOTES
�   Prepared by Jon Martin, Ph.D., Chairman, IBC, August 2008





�   This form provides notice to the University, through the IBC, that an individual wants to use biohazardous materials in one or more of three categories.  Any relationship to funding is irrelevant.  That is, the IBC approves usage of certain biologicals, not grant applications.  However, regardless of funding, approval is required, in most cases, before initiation of the research.  (Certain research involving recombinant DNA may be initiated concurrently with notification.)





�   The University does not permit usage of �infectious agents requiring levels higher than CDC/NIH Biosafety Level 2 or Animal Biosafety Level 2.  Usage of infectious agents requiring Biosafety Level 1 or Animal Biosafety Level 1 is exempt from notification.  It is expected that the Principle Investigator knows with certainty the appropriate biosafety level for her/his research.





Ref.:	� HYPERLINK "http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm" ��http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm� :  Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th Edition (CDC, Feb. 2007; current September 2008)





�   Potentially Infectious Materials means human blood and:


(1) The following human body fluids: semen, vaginal secretions, cerebrospinal fluid, synovial fluid, pleural fluid, pericardial fluid, peritoneal fluid, amniotic fluid, saliva in dental procedures, any body fluid that is visibly contaminated with blood, and all body fluids in situations where it is difficult or impossible to differentiate between body fluids;


(2) Any unfixed tissue or organ (other than intact skin) from a human (living or dead); and


(3) HIV-containing cell or tissue cultures, organ cultures, and HIV- or HBV-containing culture medium or other solutions; and blood, organs, or other tissues from experimental animals infected with HIV or HBV.





Ref.:	� HYPERLINK "http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051" ��http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051� :  OSHA Bloodborne Pathogens Act.  29 CFR 1910.1030(b).  Definitions.  (current September 2008)





Handling, storage, and disposal of potentially infectious materials are to be conducted under CDC Universal Precautions (1996) and the OSHA Bloodborne Pathogens Act of 1991.  It should be recognized that both sets of guidelines are related and derive from practices of CDC/NIH Biosafety Level 2.  Moreover, Universal Precautions are the applicable subset of what are now “Standard Precautions,” a merger of Universal Precautions with CDC recommendations for “Body Substance Isolation.”





Ref.:	� HYPERLINK "http://www.cdc.gov/ncidod/dhqp/bp_universal_precautions.html" ��http://www.cdc.gov/ncidod/dhqp/bp_universal_precautions.html�:  Universal Precautions for Prevention of Transmission of HIV and Other Bloodborne Infections (CDC, 1996; site updated 1999; current September 2008)





� HYPERLINK "http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051" ��http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051� :  OSHA Bloodborne Pathogens Act.  29 CFR 1910.1030.  (current September 2008)





� HYPERLINK "http://www.cdc.gov/ncidod/dhqp/gl_isolation_standard.html" ��http://www.cdc.gov/ncidod/dhqp/gl_isolation_standard.html� :  Standard Precautions (CDC, 2007; current September 2008)





� HYPERLINK "http://www.cdc.gov/ncidod/dhqp/pdf/guidelines/Isolation2007.pdf" ��http://www.cdc.gov/ncidod/dhqp/pdf/guidelines/Isolation2007.pdf� :  Guideline for Isolation Precautions:  Preventing Transmission of Infectious Agents in Healthcare Settings 2007 (CDC, 2007; current September 2008)





� It is expected that the Principle Investigator knows with certainty (a) the biocontainment level of the host-vector system; (b) the risk group of any organism in which the recombinant DNA resides or from which it was derived; and (c) the corresponding biosafety level of practices and physical barriers required for her/his research involving recombinant DNA.





Recombinant DNA molecules are defined as either:  (i) molecules that are constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (ii) molecules that result from the replication of those described in (i) above.  [NIH Guideline I.B]





Experiments involving recombinant DNA are of the six types outlined below [NIH Guidelines III-A –F].  Note that Mercer University prohibits recombinant DNA experiments of types III-A, -B, and –C, and experiments of type F are exempt.  Consequently, this notice of intent is applicable for experiments of types III-D and -E.  For reference, all six types are outlined below:





III-A.	Experiments that require IBC approval, RAC review, and NIH director approval before initiation:  Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire it naturally.


 


III-B.	Experiments that require NIH/ORDA and IBC approval before initiation:  Deliberate formation of recombinant DNA containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of less than 100 nanograms per kilogram body weight.





III-C.	Experiments that require IBC approval and NIH/ORDA registration before initiation:  Deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into human research participants.





III-D.	Experiments that require IBC approval before initiation





experiments using Risk Group 2, 3, or 4 or Restricted Agents as host-vector systems


experiments in which DNA from Risk Group 2, 3, or 4 or Restricted Agents is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems


experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems


experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant DNA, or DNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant DNA-modified microorganisms tested on whole animals


experiments to genetically engineer plants by recombinant DNA methods


experiments involving more than 10 L of culture 





Note that the University prohibits the use of organisms in Risk Groups 3 and 4, which require Biosafety Levels 3 and 4, respectively.  While certain Restricted Agents, such as Bacillus anthracis, may be handled at Biosafety Level 2, possession at Mercer must be registered with the CDC Select Agent Program.





III-E. Experiments that require IBC notification at the time of initiation.





experiments involving the formation of recDNA molecules containing no more than two-thirds of the genome of any eukaryotic virus


experiments involving recombinant DNA-modified whole plants, and/or experiments involving recombinant DNA-modified organisms associated with whole plants


experiments involving transgenic rodents





III-F.   Exempt experiments.





Though they are exempt, containment and practices of Biosafety Level 1 are recommened.  Exempt experiments involve the following recombinant DNAs:


 


those that are not in organisms or viruses 


those that consist entirely of DNA segments from a single nonchromosomal or viral DNA source


those that consist entirely of DNA from a prokaryotic host... when propagated only in that host (or a closely related strain)... or when transferred to another host by well established physiological means


those that consist entirely of DNA from an eukaryotic host... when propagated only in that host (or a closely related strain...).








Ref.:	http://www4.od.nih.gov/oba/RAC/guidelines_02/NIH_Guidelines_Apr_02.htm:  Guidelines for Research Involving Recombinant DNA (April 2002; current September 2008)


	





1
________________________________
Revised September 2008

Environmental, Health & Safety Office


