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Office of University Research Complicance
Institutional Biosafety Committee
Registration Document for the Use of Infectious Agents, Biological Toxins, and/or rDNA in a Teaching Laboratory

OSU requires that all Infectious Agent, Biological Toxin, Select Agent/Toxin, and recombinant DNA work conducted at or supported by the university related to research and/or teaching activities 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 or subject area. 

2. Please provide complete information for every item.  Blank or incomplete items may delay the processing of your application.

3. Completed forms may be submitted by:

· E-mail to ibc@okstate.edu and followed with mailed hard copies of signature pages bearing original signatures.

· Mail to Biosafety, Office of University Research Compliance, 223 Scott Hall.

4. Please consult the following reference materials prior to filling out this form.  These can be accessed through our website at: http://compliance.okstate.edu/ibc/ibc-index 
a. Biosafety in Microbiological and Biomedical Laboratories
b. NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules
c. Material Safety Data Sheets (MSDS) for Infectious Agents

d. Risk Group Classification for Infectious Agents

e. OSU Biological Research Safety Plan 
	FOR OFFICE USE ONLY

	

	Date received: 


	

	IBC Protocol #: 



	Date Approved:  



	Expiration Date:  
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PART A – TEACHING LABORATORY COURSE INFORMATION
A.1
Laboratory Course Instructor:      
 FILLIN   \* MERGEFORMAT 
Department:      

Campus Mailing Address:      
Office Phone Number:      

E-mail:      

Lead Laboratory Teaching Assistant:      
TA’s Phone Number:      

TA’s E-mail:      

Location(s) of Laboratory – Building/Room (indicate all):      

Laboratory Phone:      

Additional Laboratory Course Instructor(s):      
A.2
Course Title and Course Number:      
A.3
Type of Laboratory Course Registration (see Appendix A for definitions):


  FORMCHECKBOX 
Single Lab Section

 FORMCHECKBOX 
Multiple Lab Sections

A.4
How many students are anticipated for each lab/lab section?      
A.5
 FORMCHECKBOX 
New Registration

 FORMCHECKBOX 
Renewal Registration:  Previous IBC #      
A.6
Provide a summary of the course and the main objectives of the laboratory portion of the course:       
A.7 
Provide a copy of the syllabus for the laboratory portion of the course, a copy of the laboratory biosafety manual for the course (biosafety procedures and practices that will be followed by the student(s) in the lab), and a description of the process of how the TA’s and students will be informed of the potential hazards of the lab and the biosafety practices to be followed in the lab.
PART B – INFECTIOUS AGENTS, BIOLOGICAL TOXINS, AND/OR RECOMBINANT DNA

B.1
Provide all requested information for each known infectious agent/toxin/rDNA that will be used in this project:

	Type1
	Name of Material2
	Strain of Agent (if applicable)
	Source3
	RG4
	BSL4
	Locations of Use
	Locations of Storage

	     
	
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     




1  P=parasite, F=fungus, B=bacteria, rDNA=recombinant DNA, V=virus, T=toxin, PR=prion, O=other [if other is used explain in an attachment].

2  If agent, list genus and species.  If toxin, include agent (genus and 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 – University of ___; clinical specimen – human).


4  RG = Risk Group; BSL = Biosafety Level; Refer to definitions in Appedix A of this form, use the NIH Guidelines and the BMBL for Risk Groups and Biosafety       

       
    Level desiginations.
PART C – LABORATORY SPECIFIC INFORMATION

C.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 
No. If selected (as for exempt rDNA work) then proceed to Section D.
 FORMCHECKBOX 
Yes.  Describe the potential adverse effects to humans, animals, plants, and/or 



environment from each infectious agent/biological toxin, by including 



things such as but not limited to: 
a. The symptoms/disease(s) which may result;

b. The infectious dose; the LD50; 
c. The target organ(s) for infection/toxicity;
d. The mechanism and severity of environmental impact;
e. Exposure management (i.e., how will you handle accidental exposure); Provide Spill Protocol and Personal Exposure Procedures      
C.2
Is antibiotic resistance expressed by any of the infectious agents or rDNA containing vectors?


 FORMCHECKBOX 
No.

    
 FORMCHECKBOX 
Yes.  Indicate each agent and the specific antibiotic resistance expressed:      
C.3
Will you culture an organism?


 FORMCHECKBOX 
No.

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



culture?



 FORMCHECKBOX 
No.

    


 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 procedures to handle such large volumes.      
C.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 
Homogenization
 FORMCHECKBOX 
Centrifugation
 FORMCHECKBOX 
Sonication


 FORMCHECKBOX 
Dissection

 FORMCHECKBOX 
Pipetting

 FORMCHECKBOX 
Other: [Please specify]      

 FORMCHECKBOX 
None – Go to Question C.5

     C.4.1
What special practices/procedures and/or personnel protective equipment will you use 


for containment of aersol/splashes for the above mentioned experimental 


manipulations?      
C.5
Indicate the Personnel Protective Equipment that will be used (check all that apply):
 FORMCHECKBOX 
 N 95 Respiratory*

 FORMCHECKBOX 
N 100 Respirator 
 FORMCHECKBOX 
Face Shield

 FORMCHECKBOX 
Head covers

 FORMCHECKBOX 
Gloves

 FORMCHECKBOX 
Lab coat/Disposable Gown

 FORMCHECKBOX 
Safety Glasses/Goggles
 FORMCHECKBOX 
Shoe covers
 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 OSU EHS program to enroll in the respiratory protection program.

C.6
Indicate the Safety Equipment that will be used (check all that apply):


 FORMCHECKBOX 
Chemical fume hood (for chemical use)

 FORMCHECKBOX 
Automatic pipettors


 FORMCHECKBOX 
Low aerosolization pipett tips


 FORMCHECKBOX 
Safety blender



 FORMCHECKBOX 
Centrifuge with safety cups or sealed rotor heads
 FORMCHECKBOX 
Biological Safety Cabinet

 FORMCHECKBOX 
Other: [Please specify]      
C.7
Indicate the administrative controls you will use (check all that apply):


 FORMCHECKBOX 
Controlled/restricted access

 FORMCHECKBOX 
Training of students & staff


 FORMCHECKBOX 
Reporting spills and exposures

 FORMCHECKBOX 
Biohazard signage


 FORMCHECKBOX 
“Sharps” precautions and disposal

 FORMCHECKBOX 
Hand washing

 FORMCHECKBOX 
Prohibition of eating/drinking in the lab
 FORMCHECKBOX 
Mouth pipetting prohibited
 FORMCHECKBOX 
Storage of food for human consumption not permitted in the lab

 FORMCHECKBOX 
Other: [Please specify]      
C.8
Indicate the facility controls you will use (check all that apply):


 FORMCHECKBOX 
Hand-washing sink



 FORMCHECKBOX 
Eyewash station


 FORMCHECKBOX 
Carpets/rugs in labs not permitted


 FORMCHECKBOX 
Lab chairs covered with non-porous material

 FORMCHECKBOX 
Bench tops impervious to chemicals/water and resistant to heat

 FORMCHECKBOX 
One pass room ventilation (air is not recirculated)

 FORMCHECKBOX 
Lab located away from public access areas

 FORMCHECKBOX 
Other: [Please specify]      
C. 9
What disinfectants will be used (check all that apply):


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


 FORMCHECKBOX 
70% alcohol


 FORMCHECKBOX 
Other: [Please specify]      
C.10
Indicate how biohazardous solid waste will be decontaminated and disposed.


 FORMCHECKBOX 
Autoclaved

Time     
Temp     
PSI     

 FORMCHECKBOX 
Chemically inactivated: [Please specify]      

 FORMCHECKBOX 
Other: [Please specify]      
C.11
Indicate how biohazardous liquid waste will be decontaminated and disposed.


 FORMCHECKBOX 
Autoclaved

Time     
Temp     
PSI     

 FORMCHECKBOX 
Chemically inactivated: [Please specify]      

 FORMCHECKBOX 
Other: [Please specify]      
C.12
If using a toxin(s), please describe how the toxin(s) will be inactivated and disposed.       
C. 13
Will any of these agents/toxins/rDNA be transported or transferred outside of the room in which they are stored?


 FORMCHECKBOX 
No.

    
 FORMCHECKBOX 
Yes.  Answer A and B below:



A.  To what location(s) will you transport/transfer these agents/toxins/rDNA, 



and from what location(s)?      
B. How will these agents/toxins/rDNA be packaged (e.g., double 



containment) during transportation?      
PART D – PERSONNEL


All teaching personnel must be identified on the application.  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.


D.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 OSU IBC policies and the OSU Biological Research Safety Plan: http://compliance.okstate.edu/ibc/biological-safety-manuals-and-sops
	Name
	Please Initial
	Date
	E-mail


	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


PART E – INSTRUCTOR’S ASSURANCE

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

· I acknowledge my responsibility for the conduct of this teaching laboratory in accordance with University Policy, the NIH Guidelines, and/or the BMBL.
· I have the knowledge and training required to safely handle the materials described.

· I acknowledge my responsibility to secure and control the biohazardous material used in this teaching laboratory. 

     ____________________________________


     



Signature of the Instructor of Record




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. The Biosafety Office may be contacted for a sample transport procedure. 
Definitions of Risk Groups and Biosafety Levels

As researchers, it is extremely important to consider all the possible health risks associated with the use of recombinant DNA molecules, infectious agents, and biological toxins.  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, faculty, the general public, and the environment.  Instructors should familiarize themselves with the terminology and definitions commonly applied to these two important areas - Risk and Containment.  Definitions are provided below.  Further information regarding the Risk Group and Containment Levels of specific agents can be found on our web page at http://compliance.okstate.edu/ibc/getting-started.  

Risk Groups:
Risk Group 1
RG1 agents are not likely to cause human or animal disease and are not likely to have a negative impact on the environment.
Risk Group 2
RG2 agents are associated with human or animal disease, which are rarely serious for laboratory workers, the community, livestock or the environment. Preventive or therapeutic interventions are often available. 

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

Risk Group 4
RG4 agents are likely to cause serious or lethal human or animal disease for which preventive or therapeutic interventions are not usually available.  Diseases caused by these agents can be transmitted from one individual to another.
Biosafety Levels:
Biosafety Level 1
BSL-1 is suitable for work involving well-characterized agents not known to cause disease in healthy 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 are 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

--NIH Guidelines for Research Involving Recombinant DNA Molecules
--World Health Organization Laboratory Biosafety Manual
Appendix B - IBC Spill Clean-Up Procedures
Scope: This procedure should be used by all laboratories and facilities that fall within the IBC’s purview.

Purpose: This spill procedure should be used to clean up spills involving biohazardous material, which includes viable infectious, pathogenic, or toxin-producing agents, prions, biologically-derived toxins, recombinant nucleic acids or organisms that have the potential to affect the health of humans, animals, plants, or the environment.  

This SOP should be made specific to your laboratory and the agents you work with by filling in the blanks below.  Once the SOP is complete, please post this information in the laboratory for all personnel to follow.  If this procedure is inadequate for your particular situation, create a lab specific spill SOP and submit to the IBC for review and approval.

The following is a summary of the steps to take when cleaning up a spill:
The ABC’s of Cleaning up a Spill
Alert others 

Body protection is required, wear appropriate PPE

Contain spill to prevent spread of contamination

Decontaminate spill and equipment with appropriate disinfectant and contact time

Eliminate contaminated items (i.e. paper towels, PPE) and treat as biohazardous waste

Freshen up by washing hands and any exposed areas

Go to PI immediately to report spill if ≥10 mLs outside BSC or if it is a select agent or toxin (any amount)

Spills inside of a Biological Safety Cabinet (BSC) or other primary containment devices:

· Alert people in immediate area of spill. 

· Protect your body by wearing gloves and a lab coat during the decontamination procedure, at a minimum.  Based on risk assessment, the following PPE is also required:  _________________________________.

                      (list additional PPE)

· Contain the spill by placing absorbent material at the spill’s perimeter to prevent the spread of contamination.

· Decontaminate the spill using _________________________________.

          (list appropriate disinfectant)

· Place paper towels soaked with the disinfectant directly on the spill or pour the disinfectant around the spill and allow this solution to flow into the spill. 

· Do not pour disinfectant directly on the spill to avoid creating aerosols.

· Decontaminate for ____________________ minutes.



                         (list appropriate contact time)

· Use paper towels to wipe up the spill, working from the edges into the center.  Dispose of as biohazardous waste.

· Decontaminate all equipment and utensils inside the BSC.  Items that are not readily or easily surface decontaminated should be carefully placed into autoclave bags and removed for further treatment.

· If the spill entered grilles of the BSC, apply disinfectant to the grills, allow for appropriate contact time, and empty the drain pan through a tube into a collection vessel containing disinfectant.  Flush the drain pan with water and reattach the drain cap.

· Remove PPE and any contaminated clothing and decontaminate by autoclaving or soaking in disinfectant.

· Wash your hands and any other exposed areas with soap and water before exiting the laboratory.

Spills outside of a Biological Safety Cabinet (BSC) or other primary containment devices:
· Alert people in immediate area of spill. 

· Protect your body by wearing gloves and a lab coat during the decontamination procedure, at a minimum.  Based on risk assessment, the following PPE is also required:_______________________________________.

                        (list additional PPE)

· If risk assessment dictates that you should wear respiratory protection and you are not wearing respiratory protection at the time of the spill, follow proper exit procedures and evacuate the laboratory.  Make sure to remove all PPE and any contaminated clothing prior to exiting.  Wait 30 minutes to allow aerosols to dissipate before reentry.

· Ensure that laboratory doors are closed and post warning signs to prevent others from entering the laboratory.

· While wearing the appropriate PPE, contain the spill by placing absorbent material at the spill’s perimeter to prevent the spread of contamination.

· Decontaminate the spill using _________________________________.

              (list appropriate disinfectant)

· Place paper towels soaked with the disinfectant directly on the spill or pour the disinfectant around the spill and allow this solution to flow into the spill. 

· Do not pour disinfectant directly on the spill to avoid creating aerosols.

· Decontaminate for ____________________ minutes.



                         (list appropriate contact time)

· Use paper towels to wipe up the spill, working from the edges into the center.  Dispose of as biohazardous waste.

· Horizontal surfaces should also be decontaminated due to dispersal of aerosols.

· Remove PPE and any contaminated clothing and decontaminate by autoclaving or soaking in disinfectant.

· Wash your hands and any other exposed areas with soap before exiting the laboratory.

· Report the spill to the PI if the spill occurred outside the BSC and is greater than 10 mLs.  

· Report the incident to the BSO 4-3203 immediately

· Send a Laboratory Incident Report form (http://compliance.okstate.edu/ibc/forms)  to BSO at 223 Scott Hall within 7 days

Personnel Exposure

In the event that a substance enters the mouth, eyes, lungs, or penetrates/comes in contact with skin, follow the instructions below and seek immediate medical attention.

· Alert others in the laboratory.

· Remove all contaminated PPE and clothing.

· Treat the exposed area by washing with soap and water or flushing with water.

· Post warning sign on the laboratory door.

· Report the incident to the PI.

· Seek medical attention.

On-site emergency assistance can be obtained by dialing 911.  Bring the appropriate MSDS to the provider to aid in medical treatment.

Appendix C:  Response to Exposure/Incident for Laboratories Working with Biohazards

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

Personnel Exposure to Infectious Material
In the event that a substance enters the mouth, eyes, lungs, or penetrates/comes in contact with skin, follow the instructions below and seek immediate medical attention.

· Remove all contaminated clothing and place it in a biohazard bag, the biological safety cabinet, or a garbage bag if neither of the above is available or convenient.
· Vigorously wash exposed area [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.]
· If others are present in the laboratory warn them of the biohazard.

· Report the incident to the Course Instructor or Teaching Assistant.  It is the responsibility of the Instructor then to properly notify the Biological Safety Officer.  

· If an individual is injured during work:  Go to the University Health Services or Stillwater Medical Center to obtain emergency care.

· On-site emergency assistance can be obtained by dialing 911.
Personnel exposed in a Biosafety Level 2 laboratory, or who have performed duties in the past 6 months in an area containing infectious materials, must notify their supervisors and seek medical attention if they:

· Display initial onset symptoms consistent with contraction of the infectious agent used in the laboratory.

· Note a fever is defined as being greater than 100.4 ºF

See Reporting Tree on the Next Page






University Health Services


744-7665


After Hours: ER Physician at


742-5726





Exposed Person(s)





Laboratory Teaching Assistant





Assurance of notification to 


University, State, and/or 


Federal Agencies as appropriate





Biosafety Committee Chair





Take action to limit exposure.


Decontaminate area and personnel as indicated in site specific plan.


Notification should occur within minutes of exposure.


Document all appropriate communications and maintain with incident report form.


Additional completion of forms will be required on a departmental level including the notification of EHS of all injuries and potential exposures








Asst. Vice President for Research Compliance 





Submit Biosafety Incident Report Form to University Research Compliance within 48 hours





EXPOSURE INQUIRY





Occupational Safety Program Manager


Ms. Kim Southworth


744-3017





Course Instructor








Biological Safety Officer


Dr. Mindy James


744-3203 / 762-6273








