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Division of Research Integrity & Compliance

Institutional Biosafety Committee
Registration Document for the Use of Infectious Agents, Biological Toxins, and/or rDNA in a Teaching/Training Laboratory
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USF requires that all Infectious Agent, Biological Toxin, Select Agent/Toxin, and recombinant DNA work conducted at or supported by this university related to research and/or teaching be registered with and approved by the Institutional Biosafety Committee (IBC) prior to initiation of the project and/or instructional work.

Instructions:

1. A separate application is required for each course. 
2. Please provide complete information for every item.  Blank or incomplete items may delay the processing of your application.

3. If you are unfamiliar with Microsoft Word forms with text fields, please refer to the Guide to Forms on our web site at http://www.research.usf.edu/cs/formsguide.htm
4. Please attach a copy of the Principal Instructor’s CV if one is not already on file with the IBC.

5. Completed forms may be submitted by:

· E-mail to Farah Moulvi at fmoulvi@research.usf.edu and followed with mailed hard copies of signature pages bearing original signatures.

· Mail to Farah Moulvi, Institutional Biosafety Officer, Division of Research Integrity & Compliance, MDC 35

6.
Please consult the following reference materials prior to filling out this form.  These can be accessed through our website at: http://www.research.usf.edu/cs/biosafety.htm
a. Biosafety in Microbiological and Biomedical Laboratories, 4th Edition, J. Y. Richmond and R. McKinney, Editors

b. NIH Guidelines for Research Involving Recombinant DNA Molecules
c. Material Safety Data Sheets (MSDS) for Infectious Agents

d. Risk Group Classification for Infectious Agents

e. USF Institutional Biosafety Manual: http://www.research.usf.edu/cs/biosafety_docs/biosafety_manual.doc
7.
For more information, please contact Farah Moulvi at (813) 974-0954. 


Part A – Teaching/ Training Laboratory Course Information

A.1
Laboratory Course Instructor: [Name]

Department:      
Campus Mail:      
Building:      
Office Room#:      


E-Mail:      
Fax:      
Office Phone(s):      
Lab Phone:      
Location(s) of Laboratory – Building/Room (indicate all):
     
A.2
Type of Laboratory Course Registration (see Appendix A for definitions):

 FORMCHECKBOX 


 FORMCHECKBOX 
 Single Lab Section
 FORMCHECKBOX 
  FORMCHECKBOX 


 FORMCHECKBOX 
 Multiple Lab Sections 
A.3
How many students are anticipated for each lab/lab section?
     
A.4
What is the expected lab supervisor to student ratio for each lab/lab section?

     
A.5
 FORMCHECKBOX 

New Registration
 FORMCHECKBOX 

Renewal Registration: Previous IBC Study #       


A.6
Course Title and Course Number :       
A.7
 FORMCHECKBOX 

Undergraduate Course
 FORMCHECKBOX 

Graduate Course
A.8
Provide a copy of the syllabus for the laboratory portion of the course.

A.9
Provide a copy of the laboratory manual for the course.  This manual should contain the biosafety procedures and practices that will be followed by the student(s) in the Lab.  
A.10
Describe the process to inform the teaching/training personnel and students working with infectious agents/toxins of the potential hazards (including that an immunocompromised / immunosuppressed condition can increase the risk of infection) and the biosafety practices to be followed in the Lab:

     


Part B –Biosafety Information

1.
Infectious Agents, Biological Toxins and/or Recombinant DNA

1.1
Provide all requested information for each known infectious agent/toxin/rDNA that will be used in this project:

	Item #
	Type1
	Name of Material2
	Strain of Agent (if applicable)
	Source3
	Risk Group4
(RG)
	Biosafety Level4 (BSL)
	Locations of Use
	Locations of Storage (if different)

	1
	     
	     
	     
	     
	     
	     
	     
	     

	2
	     
	     
	     
	     
	     
	     
	     
	     

	3
	     
	     
	     
	     
	     
	     
	     
	     

	4
	     
	     
	     
	     
	     
	     
	     
	     

	5
	     
	     
	     
	     
	     
	     
	     
	     

	6
	     
	     
	     
	     
	     
	     
	     
	     

	7
	     
	     
	     
	     
	     
	     
	     
	     

	8
	     
	     
	     
	     
	     
	     
	     
	     

	9
	     
	     
	     
	     
	     
	     
	     
	     

	10
	     
	     
	     
	     
	     
	     
	     
	     

	11
	     
	     
	     
	     
	     
	     
	     
	     

	12
	     
	     
	     
	     
	     
	     
	     
	     

	13
	     
	     
	     
	     
	     
	     
	     
	     

	14
	     
	     
	     
	     
	     
	     
	     
	     

	15
	     
	     
	     
	     
	     
	     
	     
	     



1
P = parasite, F = fungus, B = bacteria, rDNA = recombinant DNA, R = Rickettsia, V = virus (not arbovirus), A = Arbovirus, T = toxin, PR = prions,       VR = viroids, O = other.


2
If infectious agent, list genus & species.  If toxin, include agent (genus & species) it is derived from.  If rDNA list gene(s) and vector(s). 

3
Please specify the type and name of source (e.g., vendor – ATCC; off-campus collection – Univ. of CA; clinical specimen - human).


4
Refer to definitions in Appendix A of this form; use the NIH Guidelines and the BMBL for RG and BSL designation.

1.2
Indicate the Biosafety Containment Level (BSL) if different than the BSL specified in Table B.1.1:

 FORMCHECKBOX 


 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 BSL-1
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 
BSL-2


Provide justification for the difference:
     
Note:
Activities involving BSL-4 containment are prohibited on the USF Campus.
2
Specimen Use


2.1
Will human, animal, and/or environmental specimens be utilized that may contain infectious agents, biological toxins, and/or rDNA?

 FORMCHECKBOX 

No. Go to section 3.


 FORMCHECKBOX 
 FORMCHECKBOX 

Yes. [Please specify]

2.2
How will the biological material(s) inventory be controlled?


     
3.
Medical Information


3.1 
Are there any potential risks of adverse effects* to humans, animals, plants, and/or environment that might result from exposure to these organisms/toxins and/or rDNA?

 FORMCHECKBOX 


 FORMCHECKBOX 

No.


 FORMCHECKBOX 


 FORMCHECKBOX 

Yes.  Describe the potential adverse effects to humans, animals, plants, and/or environment for each infectious agent/biological toxin*, including:

a.
The symptoms/disease(s) which may result;

b.
The infectious dose and/or the LD50;

c.
The target organ(s) for infection/toxicity;

d.
Exposure management (i.e., how will you handle accidental exposure); 


Appendix B will provide guidance regarding spill clean-up procedures.

Appendix C will provide guidance regarding exposure management.  
     


*Safety information is available from the Institutional Biosafety Officer upon request.

3.2
Is antibiotic resistance expressed by any of the infectious agents or rDNA containing 


vectors?

 FORMCHECKBOX 


 FORMCHECKBOX 

No.


 FORMCHECKBOX 


 FORMCHECKBOX 

Yes.  Indicate each agent and the specific antibiotic resistance expressed:


     

3.3
Will you culture an organism?

 FORMCHECKBOX 


 FORMCHECKBOX 

No. 

 FORMCHECKBOX 
  Yes.  Do the course activities involve the generation or use of more than 10 liters   of culture?




 FORMCHECKBOX 


 FORMCHECKBOX 

No.



 FORMCHECKBOX 


 FORMCHECKBOX 

Yes.  Explain the culture procedures, including identification of 


(a) the culture room, (b) the types of equipment used for culture 



growth/handling, and (c) any special precautions to handle such large 


volumes.
     
3.4
Indicate the types of teaching activities/exercises involving infectious agents/biological toxins and/or rDNA molecules that have the potential to generate aerosols/splashes (check all that apply):

 FORMCHECKBOX 


 FORMCHECKBOX 
 Homogenization 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Centrifugation
 FORMCHECKBOX 


 FORMCHECKBOX 
 Sonication


 FORMCHECKBOX 


 FORMCHECKBOX 
 Dissection
 FORMCHECKBOX 


 FORMCHECKBOX 
 Pipetting
 FORMCHECKBOX 


 FORMCHECKBOX 
Other: [Please specify]
 FORMCHECKBOX 


 FORMCHECKBOX 
 None - Go to Question 3.5.


A.
What special practices/procedures and/or personal protective equipment will you use for containment of aerosols/splashes for the above-mentioned experimental manipulations?

     

Exposure Control Procedures


3.5
Indicate the Personnel Protective Equipment that will be used (check all that apply):

Face masks:  FORMCHECKBOX 


 FORMCHECKBOX 
 N 95 (HEPA)* 
 FORMCHECKBOX 


 FORMCHECKBOX 
 N 100 (HEPA)*
 FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Face Shield 

 FORMCHECKBOX 


 FORMCHECKBOX 
 Head covers


 FORMCHECKBOX 


 FORMCHECKBOX 
 Safety Glasses/Goggles
 FORMCHECKBOX 


 FORMCHECKBOX 
 Double gloves


 FORMCHECKBOX 


 FORMCHECKBOX 
 Lab gown
 FORMCHECKBOX 
 Gloves


 FORMCHECKBOX 


 FORMCHECKBOX 
 Tyvek/Disposable Suits
 FORMCHECKBOX 


 FORMCHECKBOX 
 Shoe covers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Lab coats
 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]
* If wearing a HEPA respirator, please note that OSHA guidelines indicate that laboratory personnel wearing HEPA respirator must be enrolled in a respiratory protection program, trained and fit-tested.  Please contact EH&S to enroll in respirator protection program.


Safety Equipment


3.6
Indicate the Safety Equipment that will be used (check all that apply).

 FORMCHECKBOX 


 FORMCHECKBOX 
 Automatic pipettors
 FORMCHECKBOX 


 FORMCHECKBOX 
 Safety blender

 FORMCHECKBOX 


 FORMCHECKBOX 
 Low aerosolization pipette tips 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Chemical fume hood (for chemical use)
 FORMCHECKBOX 


 FORMCHECKBOX 
 Centrifuge with safety cups or sealed rotors heads

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]

Administrative Control Procedures


3.7
Indicate the administrative controls you will use (check all that apply):
 FORMCHECKBOX 


 FORMCHECKBOX 
 Controlled/restricted access 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Training of students & staff

 FORMCHECKBOX 


 FORMCHECKBOX 
 Reporting spills and exposures 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Biohazard signage

 FORMCHECKBOX 


 FORMCHECKBOX 
 Sharps disposal *
 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Prohibition of eating/drinking in lab

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]
*USF Environmental Health and Safety’s Web Page for Managing Biomedical Waste

Facility Controls


3.8

Indicate the facility controls you will use (check all that apply):

 FORMCHECKBOX 


 FORMCHECKBOX 
 Hand-washing sink
 FORMCHECKBOX 


 FORMCHECKBOX 
 Eyewash Station 

 FORMCHECKBOX 


 FORMCHECKBOX 
 One pass room ventilation (air is not recirculated)


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Lab located away from public access areas


 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]
Decontamination and Disposal


3.9
What disinfectants will be used (check all that apply):

 FORMCHECKBOX 


 FORMCHECKBOX 
 10 % Bleach Solution (1:10 dilution bleach to water) 

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]
NOTE: The IBC requires a minimum concentration of 10% bleach solution as the primary disinfectant. Unless noted on this application with an explanation and approved by the IBC, all other disinfectants (e.g., 70% alcohol) are secondary disinfectants to be used after the 10% bleach.

3.10
Indicate how biohazardous solid waste will be decontaminated and disposed.

 FORMCHECKBOX 


 FORMCHECKBOX 
 Autoclaved
Time:       minutes
Temp:       Celsius

 FORMCHECKBOX 


 FORMCHECKBOX 
 Chemically inactivated:  [Please specify]


 FORMCHECKBOX 


 FORMCHECKBOX 
 Packaged as biohazardous waste per USF policy

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]

3.11
Indicate how biohazardous liquid waste will be decontaminated and disposed.

 FORMCHECKBOX 


 FORMCHECKBOX 
 Autoclaved
Time:       minutes
Temp:       Celsius

 FORMCHECKBOX 


 FORMCHECKBOX 
 Chemically inactivated:  [Please specify]


 FORMCHECKBOX 


 FORMCHECKBOX 
 Packaged as biohazardous waste per USF policy

 FORMCHECKBOX 


 FORMCHECKBOX 
 Other: [Please specify]

3.12
If using a toxin(s), please describe how the toxin(s) will be inactivated and disposed.


     

Storage and Transport

3.13
Will any of these agents/toxins/rDNA be transported or transferred outside of the room in which they are stored?

 FORMCHECKBOX 


 FORMCHECKBOX 

No.

 FORMCHECKBOX 


 FORMCHECKBOX 

Yes.  Answer A and B below:


A.
To what location(s) outside of your laboratory will you transport/transfer these agents/toxins/rDNA?

     
B.
How will these agents/toxins/rDNA be packaged (e.g., double containment) during transportation? (Refer to Appendix A)
     
4.
Floor Plan of Laboratory Areas



Attach a clearly labeled floor plan of the laboratory that shows the following:


1) Where the agent(s)/toxin(s)/rDNA will be manipulated and stored;
2) Location of eye-wash, sink, and equipment used with the infectious agent, biological toxin, and/or rDNA materials;


3) Room entry/exit;


4) Location of the nearest available autoclave (if autoclave is not available in 



laboratory, list the location using text).

5.
Personnel

All teaching personnel must be identified on the application and must take annually the USF Biosafety Training.  The Institutional Biosafety Committee (IBC) must be notified of any change in personnel who will be directly involved in the laboratory teaching, training, and/or supervision of students.

5.1
List the names of all personnel involved and have each person initial the following assurance:

· I have read and understand the nature of these experiments.
· I have the knowledge and training required to safely handle the materials described.

· I agree to conduct these experiments in accordance with all USF IBC policies and
the USF Biosafety Manual: 

http://www.research.usf.edu/cs/biosafety_docs/biosafety_manual.doc

· I have attended/will attend the annual USF biosafety training indicated.
	Name
	Please Initial
	Date
	USF Biosafety Training Program*
	Training Date
	E-mail

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     

	     
	     
	
	   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	     
	     


*Biosafety Training is required annually. Training classes available:

· Core – Must be completed by those who have not completed it previously. 

· Continuing Education – Must be completed annually. 

· Special Topics – Required for persons involved in certain types of work.


For current Biosafety training information, go to: http://www.research.usf.edu/cs/biosafetyeducation.htm
6.
Instructor’s Assurance

· I agree to use lab practices that meet the highest biosafety level (BSL) specified in Table 1.1 with all work with infectious agents/biological toxins/rDNA in this project.

· I have read the Biosafety in Microbiological and Biomedical Laboratories, 4th Edition and I acknowledge my responsibility for the conduct of this training/teaching exercise in accordance with the procedures described in it.

· I have the knowledge and training required to safely handle the materials described.

· I acknowledge my responsibility for the conduct of this training/teaching exercise in accordance with University Policy, Section IV-B-7 of the NIH Guidelines and/or the recommendations of the CDC/NIH published in Biosafety in Microbiological and Biomedical Laboratories, 4th Edition and the USF Institutional Biosafety Manual .
· I acknowledge my responsibility to secure and control the biological agents used in this training/teaching exercise.
· Entry doors to the laboratory will be closed and locked when the laboratory is unattended. 

____________________________________________
___________________

Signature of Principle Instructor
Date


Appendix A – Definitions

Single Section/Multiple Section Registration:

· A course with a laboratory component may have a single section to accommodate the number of students in the class or multiple sections.  Multiple sections refers to a class with a large student enrollment that requires multiple lab sections (i.e., the same lab but at different times to accommodate a different group of students from the same class). 
Double Containment Packaging Requirement

When transporting/transferring materials on-campus, the materials should be placed inside a watertight primary container, which is then placed into a watertight, leak proof and durable secondary container for transportation, with absorbent material placed between the two containers to absorb contents of the container in case of possible spill. When materials will be shipped off-campus, please call Archie Ellwood at (813) 974-5110 for information about DOT shipping requirements.

Definitions of Risk Groups and Biosafety Levels

As researchers, it is extremely important to consider all the possible health risks (real and theoretical) associated with the use of recombinant DNA molecules and infectious agents.  Careful planning prior to the initiation of a project will allow the researcher to select the proper physical containment application(s) (referred to as Biosafety Levels) thereby decreasing the risk of an accidental exposure to the students, staff, general public, and environment.  Researchers should familiarize themselves with the terminology and definitions commonly applied to these two important areas - Risk and Containment.  These definitions are provided for you below.  Further information identifying the Risk Group and Containment Levels of specific agents can be found on our web page at http://www.research.usf.edu/cs/biosafety.htm
Risk Groups:
Risk Group 1
RG1 agents are not associated with disease in healthy adult humans.

Risk Group 2
RG2 agents are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available. 

Risk Group 3
RG3 agents are associated with serious or lethal disease for which preventive or therapeutic interventions may be available. 

Risk Group 4
RG4 agents are likely to cause serious or lethal human disease for which preventive or therapeutic interventions are not usually available.





--NIH Guidelines for Research Involving Recombinant DNA Molecules
Biosafety Levels:

Biosafety Level 1
BSL-1 is suitable for work involving well-characterized agents not known to cause disease in health adult humans, and of minimal potential hazard to laboratory personnel and the environment.


BSL-1 containment practices:
1.
The laboratory is not necessarily separated from the general traffic patterns in the building.

2.
Work is generally conducted on open bench tops using standard microbiological practices.

3.
Special containment equipment or facility design is not required nor generally used.

4.
Laboratory personnel have specific training in the laboratory procedures and are supervised by a scientist with general training in microbiology or a related science. 

Biosafety Level 2
BSL-2 is similar to Level 1and is suitable for work involving agents of moderate potential hazard to personnel and the environment.
BSL-2 requires BSL-1 containment practices plus: 

1.
Laboratory personnel have specific training in handling pathogenic agents and be directed by competent scientists

2.
Access to the laboratory is limited when work is being conducted

3.
Extreme precautions are taken with contaminated sharp items

4.
Procedures with a potential for infectious aerosols or splashes are conducted in biological safety cabinets or other physical containment equipment. 


--Biosafety in Microbiological and Biomedical Laboratories, 4th Edition
Appendix B - IBC Spill Clean-Up Procedures

The guidelines are intended to assist the Principal Instructor, laboratory supervisor, and other responsible individuals who may be involved in the cleanup of biological spills.  This guide outlines the basic procedures for dealing with some of the biological spills that may be encountered in a research laboratory.  All lab personnel should refer to the specific spill response procedures before initiating their experiments.

Biosafety Level 1 (BSL-1) Spill

· Notify others in the area, to prevent contamination of additional personnel and environment.

· When BSL-1 spills occur outside the lab (e.g. hallways, common rooms, & corridors) report these BSL-1 spills to both (1) the Lab Director and (2) the Institutional Biosafety Officer.
· Remove any contaminated clothing and wash exposed skin with soap and water.

Clean-up of BSL-1 Spill

· Wearing gloves and lab coat, cover spill with paper towels, pour disinfectant around the spill allowing it to mix with spilled material.  Allow suitable contact time, at least 15 minutes.

· Pick up any pieces of broken glass with forceps and place in a sharps container.

· Discard all disposable materials used to clean up the spill into a biohazard bag.

· Wash hands with soap and water.

Biosafety Level 2 (BSL-2) Spill

· Notify others in the laboratory regarding the spill.

· Close door, and post with a warning sign.

· Remove contaminated clothing, turning exposed areas inward, and place in a biohazard bag.

· Wash all exposed skin with soap and water.

· Inform Supervisor and the Institutional Biosafety Officer, and, if assistance is needed to cleanup spill, consult the Institutional Biosafety Office (813)974-0954; after regular working hours dial 911.

Clean-up of BSL-2 Spill

· Allow aerosols to disperse and or settle for at least 30 minutes before reentering the laboratory (if spill outside cabinet).  Access spill clean-up kit (disinfectant, paper towels, biohazard bags, forceps, etc.).

· Put on protective clothing (lab coat, facemasks/face protection, utility gloves, and booties if necessary).

· Cover the area with disinfectant-soaked towels, and then carefully pour disinfectant around the spill.  Avoid enlarging the contaminated area.  Use a disinfectant that is more concentrated than normal because it will become diluted by the spill.  Allow at least a 20 minutes contact time.

· Pick up any sharp objects with forceps and discard in a sharps container. 

· Soak up the disinfectant and spill using mechanical means, such as an autoclavable broom and dustpan, since there may be sharps under the paper towels, and place the materials into a sharps container. 

· Smaller pieces of glass may be collected with cotton or paper towels held with forceps.  If no sharps were involved in the spill discard the materials into an autoclave bag.

· Wipe surrounding areas (where the spill may have splashed) with disinfectant.

· Spray the area with 10% household bleach solution and allow to air-dry (or wipe down with disinfectant-soaked towels after a 20-minute contact time). 

· Place all contaminated paper towels and any contaminated protective clothing into a biohazard bag and autoclave.

· Wash hands and exposed skin areas with soap and water.
Appendix C:  Response to Exposure/Accident for Laboratories Working with Biohazards

The following emergency response procedures shall be followed when a worker has been exposed to biological materials via a needle-stick, cut, animal bite, or scratch, via mucous membrane contact, or via non-intact skin contact.

If accidental exposure occurs:

· Remove contaminated clothing

· The exposed site must be washed immediately.

· If needle-stick, cut, animal bite or scratch, wash with soap and water after allowing the wound to bleed freely.  Apply an appropriate skin disinfectant if applicable.
· If mucous membrane (eyes, nose, mouth) flush with water at the nearest faucet or eye wash station for at least 15 minutes.
· If non-intact skin contact (cuts, rash, eczema, or dermatitis) wash with soap and water.  Apply an appropriate skin disinfectant if applicable.
· It is the responsibility of each individual to report all injuries immediately to their supervisor/lab director/PI and IBO (Institutional Biosafety Officer, 813/974/0954, pager-813/219/6652, cell-813/469/1625) regarding the injury and the possible organisms involved.
· In the event of an emergency dial 911.
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