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SIGNATURE and ACKNOWLEDGEMENT PAGE

Authorization [This section is based upon your specific laboratory setup]

All members of the [Principal Investigator’s] Lab who have signed the list below are approved for entry into Room [XXXX] while work with select agent toxins is in progress.  

Anyone (including any workers not in the P.I.’s Lab) who uses Room [XXXX] lab must sign below.

Acknowledgement

We, the undersigned, understand that [the agents used in Room XXXX] handled in Room [XXXX] of [Building Name] are toxic to humans.  Furthermore, we have read and understood this manual and agree to attend required Laboratory Safety Training prior to handling samples in Room [XXXX].

	Name
	Signature
	Date
	Agent Vaccination(
Yes/No/ Declined/NA?

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



PURPOSE

This document, in addition to the Chemical Safety Application, provides a comprehensive source for all matters covering the use of Select Agent Toxins handled in this laboratory [Room Address of Principal Investigator].  Specifically, it describes the procedures to be used to insure a safe working environment while working with select agent toxins.  This manual will be reviewed annually by the Principal Investigator for changes or corrections to ensure that it is accurate.

[The information in the following two sections is an example of the type of specific description of your operations and activities that you should include in your manual.  You should discuss detailed procedures and the actual precautions to be taken by those who actually work with the agents found in your laboratory.]

BACKGROUND

Description of work to be performed and agents which are to be used (as shown in the following example):

Toxin Hazards under Routine Use [insert a brief summary of the hazards]
Toxin Hazards as result of Spill or other accident [insert a brief summary of the hazards]
Procedures involving the use of Toxin [insert a step by step procedure for this work]
DESCRIPTION OF LABORATORIES

[Provide a summary of required project equipment and a floor plan showing its location].  Laboratory(ies) is/are located on the [xxx floor] of [Building Name] building within the Wayne State University School of Medicine’s Medical Center complex, the main campus or other associated buildings .  All select agent manipulations occur(s) in Room(s) [XXXX].
Floor diagrams are displayed as appendices at the end of this manual.

Policies and practices to be used to minimize risks:  

NOTE: PLEASE EDIT THE FOLLOWING PROCEDURES TO FIT YOUR LAB OPERATIONS. YOU ARE REQUIRED TO EXPLAIN IN THE BODY OF THIS DOCUMENT WHY A PARTICULAR REQUIREMENT DOES NOT APPLY TO THE WORK YOU ARE DOING.

GENERAL LAB RULES

Work with select toxins will be performed in [Building Name, Room XXXX]. 

1. Access to this area will be limited to persons meeting the following qualifications:

· Are currently listed on the Chemical Safety Application for this project.

· Have read and signed this manual.

2. NO eating, drinking, smoking, handling contact lenses, or applying cosmetics in [Room XXXX or Room YYYY] at any time.  Persons who wear contact lenses should also wear goggles or a face shield while working with select agent toxins (respirators are available if desired).

3. Mouth pipetting is prohibited; mechanical pipetting devices are to be used at all times.

4. All procedures are performed carefully to minimize the creation of splashes or aerosols.

5. Wash hands 

· after handling biohazardous materials, 

· after removing gloves, and 

· before leaving the laboratory.

6. Razor blades, scalpels, and hypodermic needles (“sharps”) should be used only when absolutely needed in [Room XXXX].

7. Work surfaces are decontaminated at least once a day and after any spill of Select agent toxin [specify the appropriate disinfectant].

8. All cultures, stocks, and other regulated wastes are decontaminated before disposal by an approved decontamination method, such as autoclaving.

9. Plasticware should be substituted for glassware whenever possible.

10. When toxins are in use, the room should be posted to indicate "Toxins in Use​ - Authorized Personnel Only.'' Any special entry requirements should be posted on the entrance(s) to the room. Only personnel whose presence is required should be permitted in the room while toxins are in use.

11. All high risk operations should be conducted with two knowledgeable individuals present. Each must be familiar with the applicable procedures, maintain visual contact with the other, and be ready to assist in the event of an accident.

CONTAINMENT REQUIREMENTS

1. Preparation of primary containers of toxin stock solutions and manipulations of primary containers of dry forms of toxins should be conducted in a chemical fume hood, a glove box, or a biological safety cabinet or equivalent containment system approved by the safety officer. HEPA and/or charcoal filtration of the exhaust air may be required, depending on the toxin.

2. The user should verify inward airflow of the hood or biological safety cabinet before initiating work. 

3. All work should be done within the operationally effective zone of the hood or biological safety cabinet.

4. Before containers are removed from the hood, cabinet, or glove box, the exterior of the closed primary container should be decontaminated and placed in a clean secondary container. Toxins should be transported only in leak/spill-proof secondary containers.

5. Contaminated and potentially contaminated protective clothing and equipment should be decontaminated using methods known to be effective against the toxin before removal from the laboratory for disposal, cleaning or repair. If decontamination is not possible or practical, materials (e.g., used gloves) should be disposed of as toxic waste.  Materials contaminated with infectious agents as well as toxins should also be autoclaved or otherwise rendered non-infectious before leaving the laboratory.

6. The interior of the hood, glove box, or cabinet should be decontaminated periodically (for example:  at the end of a series of related experiments). Until decontaminated, the hood, box, or cabinet should be posted to indicate that toxins are in use, and access to the equipment and apparatus restricted to necessary, authorized personnel.

7. Vacuum lines. When vacuum lines are used with systems containing toxins, they should be protected with a HEPA filter to prevent entry of toxins into the lines.  Sink drains should be similarly protected when water aspirators are used. 

PROPER USE OF BIOLOGICAL SAFETY CABINETS (“LAMINAR FLOW HOODS”) [INSERT THIS SECTION WHEN USING A BSC]

To assure sterility inside cabinet and establish proper air flow for containment, the blower should be turned on at least ten minutes before infectious materials are to be put in the biosafety cabinet.

The biosafety cabinet air flow (“Magnehelic”) gauge should be checked (reading is equal to approximately 0.5 inches) to assure proper operation of the cabinet before placing any materials into it.  Readings indicate relative pressure drop across the HEPA filter.  Higher readings may, therefore, indicate filter clogging.  Zero readings may indicate loss of filter integrity. Biosafety cabinets must be certified prior to use. OEHS certifies these cabinets annually. Check the certification sticker on the front of the unit to verify your biosafety cabinet’s condition. Contact OEHS if the last certification is more than 1 year old.  

Wipe inner surfaces (especially the pan) with a solution of [the disinfectant chosen as effective for the agent you are using] and allow to dry.  Always keep a bottle of disinfectant (e.g., 5% bleach, 70% ethanol, etc.) in the cabinet for decontaminating, or in case of a spill.

NEVER place anything over the front or rear grille of a biosafety cabinet.

Disrupting the air flow into the front grill allows contaminated air from inside the cabinet to blow into the lab or directly at the person sitting at the cabinet!  It also allows non-sterile air from the room to blow into the biosafety cabinet over your experiments!

Materials should be placed in the cabinet so as not to block air flow into the rear grille.  Leave a few inches for air to flow around things.  Any disruption of the air flow in the cabinet decreases its effectiveness.

Remember:  “A biosafety cabinet is only as safe as the person using it.”
Before manipulating infectious materials, try to make sure that you have everything you need in the cabinet.  The fewer times you pull your hands out of the cabinet, the less disruption of the air flow.

Work should be performed on the center of the work surface of the cabinet whenever possible.  Work outward progressing from clean to dirty (contaminated).  However, infectious agents should not be placed directly adjacent to or directly on the intake grills.  

After manipulating infectious agents, make sure all are in tightly closed containers before removing them.  Wipe down the surface of all equipment used in manipulations (pipettors, etc.) with disinfectant before removing from the cabinet.  All waste and disposable items should be left in the cabinet until properly decontaminated or contained.

After the cabinet has been emptied, wipe exposed surfaces including the front grille and splash area with disinfectant.  Allow the blower to run for a minimum of ten minutes to purge any aerosols from inside the cabinet before shutting off the blower.

NOTE: Class IIA cabinets recirculate about 70% of the air inside themselves and exhaust the remainder to the lab.  Any use of volatile solvents should be kept to a minimum or done elsewhere.  Dangerously high levels of volatile fumes can accumulate inside the cabinet and pose a threat of fire or explosion.
DECONTAMINATION

The decontaminant of choice will be Bleach. Please see Appendix D of this manual for additional disinfectant selections.

Pans and splash guards (inside and out) should be cleaned after every use.

Important things to wipe after each use:  

· chemical fume hood 

· biological safety cabinet, and 

· any other work surfaces.

Important things to wipe daily: 

· door handles

· water faucets on non-foot pedal operated sinks.

Pipettors and other shared small equipment should be wiped with 70% ethanol after use, before removing them from the cabinet.

PERSONAL PROTECTIVE EQUIPMENT

1. When using an open-fronted fume hood or biological safety cabinet, protective clothing, including gloves and a disposable long-sleeved body covering (gown, laboratory coat, smock, coverall, or similar garment) should be worn so that hands and arms are completely covered. 

2. Eye protection should be worn if an open-fronted containment system is used.

3. Other protective equipment may be required, depending on the characteristics of the toxin and the containment system. For example, use additional respiratory protection if aerosols may be generated and it is not possible to use containment equipment or other engineering controls.

4. When handling dry forms of toxins that are electrostatic: 

a. Do not wear gloves (such as latex) that help to generate static electricity 

b. Use glove bag within a hood or biological safety cabinet, a glove box, or a class III biological safety cabinet.

5. When handling toxins that are percutaneous hazards (irritants, necrotic to tissue, or extremely toxic from dermal exposure), select gloves that are known to be impervious to the toxin. 

6. Consider both toxin and diluent when selecting gloves and other protective clothing. 

7. If infectious agents and toxins are used together in an experimental system, consider both when selecting protective clothing and equipment.

MANAGEMENT OF SPILLS 

Inside of a containment device:  Please refer to Appendix E of this manual.

Spills of infectious material outside of a containment device:  Please refer to Appendix E.

Biological/Radioactive emergencies/spills:  These types of spills should be handled similarly to spills of infectious agents. The Office of Environmental Health and Safety  (577-1200) should be notified and may want to assist in clean-up.  Determine if anyone has been contaminated; remove contaminated clothing and wash contaminated skin with soap and water.  The lab should be evacuated, especially if an aerosol was generated.

The infectious agent should be neutralized first, taking care when choosing a disinfecting agent to avoid chemical incompatibility.  For example, hypochlorite (bleach) will volatize radioactive iodine.  Refer to the section of this manual that covers clean-up of spills for more details.

All spills of any nature must be described in your laboratory notebook.  The description must include: 

· the type of spill

· the time and date it happened

· the time and date it was cleaned up

· the time and date you autoclaved the waste from the spill.

All major spills must be reported to [the Principal Investigator].  A major spill is one in which: 

· hazardous materials contact skin, eyes, etc.

· a break in the skin occurs

· the spill splashes over an area larger than one foot in diameter

· the extent of the spill is undetermined 

· or the spill involves an aerosol.

MANAGEMENT OF ACCIDENTAL EXPOSURES 

Report all accidental exposures to select agent toxins to Employee Health.

MEDICAL SURVEILLANCE

Medical surveillance is not normally necessary or required. Specific toxins will be evaluated by the Office of Environmental Health and Safety (OEHS) for appropriate medical surveillance procedures.

TRAINING 
Lab personnel shall demonstrate:

· Knowledge of the hazards of this material

· Knowledge of the specific work techniques necessary to control their  exposure

Reading of this document forms the basis for these competencies.

Training will be repeated annually.

INVENTORY CONTROL SYSTEM

This lab will record each withdrawal/use of select agent toxin on a Select Agent Logbook.

Disposal of select agent toxin will be documented on the Destruction of Select Agent form.

SECURITY

Toxins shall be stored in locked storage rooms, cabinets, or freezers when not in use. 

Access to areas containing toxins should be restricted to those whose work assignments require access.

EMERGENCY PHONE NUMBERS AND PROCEDURES

Emergency Phone Numbers

	Fire and Medical Emergencies
	(57)7-2222

	Police
	(57)7-2222

	Principal Investigator’s Home Phone
	[(111)123-4567]

	Employee Health
	745-4522

	Hospital Emergency Room
	745-3355

	Office of Environmental Health and Safety (OEHS)
	(57)7-1200

	OEHS Director, Tom Perez
	((99)3-7469

	Biosafety Officer, Thomas Perez
	(99)3-7479


Emergency Procedures

In case of fire, pull the fire alarm and evacuate immediately!  Appropriate judgment should be exercised in deciding whether to store or contain any hazardous materials prior to evacuation.

Any injury to a laboratory worker shall be reported immediately to [the Principal Investigator], and timely and appropriate action shall be taken to evacuate such employee from the laboratory and to obtain appropriate medical treatment.  Administer first aid outside of the lab if the injured person is ambulatory.

If an accident involves a biohazardous spill, move the injured person away from the spill.  Inactivate the spill after attending to the injured person.

Do not attempt to move a non-ambulatory person unless it is absolutely necessary.  

Remove from the injured person all protective clothing (i.e., labcoat) that may have been contaminated, and rip away the protective clothing only if necessary.  Do NOT move the injured person to remove the protective clothing.  Wash any contaminated skin with disinfectant such as Betadine or Envirocide.

SPECIMEN TRANSPORT

Select agent toxins will be transported in a secondary container.

VALIDATION AND HISTORY FOR BIOSAFETY MANUAL

Director’s Certification

I hereby certify that I have reviewed the contents of this manual and that it reflects my current operating policy for the laboratories #[XXXX] and [YYYY] located in [Location] research building.

[Principal Investigator’s Name]
[Principal Investigator’s Title]
Signature _____________________________ Annual Review Date ________

History of Manual’s Creation

Date Created:



Author:



Reference Source:  
[Insert P.I. NA]

APPENDIX A – FLOOR DIAGRAM

FLOOR DIAGRAM FOR [Building Name] [Room XXXX]

APPENDIX A – FLOOR DIAGRAM

FLOOR DIAGRAM FOR [Building Name] [Room YYYY]

APPENDIX B - BIOSAFETY APPLICATION DOCUMENTATION


Contact OEHS to schedule an inspection. 

Biosafety Level 2 Application Documentation

APPENDIX C - MISCELLANEOUS NOTES AND DOCUMENTS
*Agent vaccination in table should be specified, as appropriate to potential exposure in laboratory: HBV, Vaccinia, Influenza, etc. 
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