Elements of Risk Assessment
(and Risk Management)

Initial Resources to Consult for Information on the Pathogen/Agent:
· CDC/NIH Biosafety in Microbiological and Biomedical Laboratories, 5th Edition, 2007

· Control of Communicable Diseases Manual, 18th Edition, APHA, 2004

· NIH Guidelines for Research Involving Recombinant DNA Molecules, April 2002, Appendix B

· American Biological Safety Association Risk Group Tables (www.absa.org)

· Microbiology Text Book

· Fields Virology, 3rd Edition

· Zoonoses and Communicable Diseases Common to Man and Animals, 2nd Ed., Scientific Publication No. 503., Pan American Health Organization, 1991
· Material Safety Data Sheets for Infectious Agents (Health Canada Laboratory Centers for Disease Control, www.absa.org – under biosafety resources)

· Internet Search for Laboratory Acquired Infections for the agent under review

· Disinfection text (Seymour Block)

· Disinfection/Decontamination articles (Klein & DeForest)

· Disinfection information in:  National Institutes of Health Laboratory Safety Monograph, 1978, p 104-105, (available from the NIH Office of Biotechnology Activities (301) 496-9838.  Also available online at:  http://www.twu.edu/research/IBC/LabSafetyMonograph.pdf.

· Disinfection information in:  American Industrial Hygiene Association Biosafety Reference Manual (Heinson, Jacobs, and Concoby, 1995 p 104 - 106)

Questions that you want to try to address during the initial risk assessment stage:

· Agent & strain (Genus, species, strain designation, and family of microorganisms)
· Are there any special permits/authorizations required for this agent?

· Disease caused by the agent

· Incubation period (from exposure to onset of symptoms)

· Signs/symptoms of disease

· Route(s) of exposure

· Infectious dose

· Pathogenicity

· Virulence (attenuated strain, standard, more virulent)

· Environmental stability (survival outside the host in environment, on work surfaces, fabric, etc.)

· Effective disinfectants for inactivation of the pathogen on surfaces, equipment and in spill situations?

· Disinfectant (chemical)?

· Concentration?

· Contact time required for decontamination?

· Involved in prior laboratory acquired infections (LAI)?

· If yes, route of exposure of LAI known?  Unknown?  Most likely route of exposure in LAI if not known?

· If experiments involve research animals:

· Disease caused in animals?

· Transmission from animal to other animals?

· Transmission for animal to humans?

· Can the agent be shed by the animal? In the

· Urine?

· Feces?

· Saliva?

· Other secretions? (please list)

· Check 1985 AIHA Biohazards Reference Manual for Shedding Information

· If shed, what is the anticipated duration of shedding?

Medical Information Questions to Address

· Availability of pre- and post-exposure prophylaxis?
· Please list immunizations or other pre-exposure prophylaxis

· Please list post-exposure treatment options

· What are the contraindications for pre or post exposure prophylaxis (who can’t receive these drugs and why)?

· Are there any contacts of the immunized researcher who are at great risk?

· What populations are at higher risk of adverse events if exposed to the agent under study?

· Who should be excluded from work with this agent?

List Procedures that represent an elevated risk to researchers?

· Are there any steps in the research protocol that cannot be performed inside a Class II Biological Safety Cabinet (cell culture and animal experiments)?

· Are there any procedures (cell culture or animal experiments) that involve the use of sharps? (Sharps are items that could puncture skin, and include needles, scalpels, razors, glass pipettes, or other glass items).
· Will the project involve work with Animals?  

· If yes, what species?

· Will the project involve?

· Inoculation?

· If yes, what gauge/length needle?

· What size syringe is needed?

· Blood draw?

· Retro orbital bleed?

· Tail vein?

· Other?

· Necropsy?

· What tissues will be harvested/collected?

· Transport?

· From the Animal room to the Laboratory?

· From the Laboratory to the Animal room?

· Will the project involve work with arthropods or insects?

· If yes, what species?

· How will the pathogen be inoculated?

· Will the project involve equipment that can generate aerosols or represent a high risk of contaminant dispersal?

· Cell Sorters?

· Sonicators?

· Blenders?

· Homogenizers?

· Vortex?

· Shakers?

· Discarding contaminated items outside of the biosafety cabinet?

· Harvesting cultures from eggs?

· Other?

Personnel Related Questions (for each person listed on the project)

· Has each researcher completed all applicable OEHS training classes?
· Biosafety

· Lab Chemical Safety

· Bloodborne Pathogens

· Radiation Safety (if applicable)

· Biosafety Level 3 (if applicable)

· Shipping/Transport (if applicable)

· Effective Use of the Biological Safety Cabinet

· Does each researcher have prior education and work experience commensurate with the proposed experiments?

· Education:

· Institution attended:

· Major(s):

· Minor(s):

· Degree(s) held:

· Work Experience with biohazards:

· Pathogens/Agents/materials handled previously (please list):

· Where?

· For how long?

· What was the Risk Group/Biosafety Level for each of the materials handled above?
· Are all researchers familiar with or experienced with the proposed procedures?

· If no, please describe the hands-on training and experience that will be provided?  

· Who will give this training?

· How long will this last?

· How will proficiency with the proposed procedures and biosafety procedures be verified?

· Has the Principal Investigator met with each researcher privately to meet with each proposed researcher to verify that all workers are comfortable participating on the proposed protocol?

· Does each researcher have a Health History Form on file with Employee Health?

· Has each researcher been cleared by Employee Health for participation in experiments involving Biohazards?

· If not, please have all proposed researchers call Employee Health to determine if there are any individual personal concerns prior to initiating work on the project.
Please select all of the Personal Protective Equipment that will be required for the protection of personnel working on this project

· Booties

· Exam gloves

· Reusable lab coats

· Disposable back-fastening gowns

· Disposable jump-suits

· Sleeve covers

· Hair nets

· Face shields

· Safety Glasses

· Goggles

· Surgical masks

· Scrub suits (pants/shirt) in place of personal clothing 

· Protocol requires full clothing change

· Protocol requires exit shower

· Protocol requires the use of a respirator

· N-95 disposable respirators

· N-100 disposable respirators

· Powered Air Purifying Respirators w/ HEPA filter cartridges

· Other?

· Note: use of respirator requires PRIOR medical clearance from Employee Health and Training and fit-testing by OEHS.

Detail the safety features related to the PLACE or lab facility where the proposed work will take place (list all locations that will be used in the experiment (laboratory and animal areas):
Building(s):

Room #(s):

Are laboratories equipped with the following:

· Solid doors that close and lock to restrict access to the space

· Door signs/labels to inform emergency responders of the hazards located within

· Easily cleanable surfaces (floors, walls, benches, ceilings) are present within the laboratory
· NO carpets are present within the laboratory

· Equipped with a ventilation system that draws air into the lab from surrounding spaces (the laboratory is operated under negative pressure)

· Air exhausted from the laboratory is exhausted directly to the outside without recirculation to other spaces

· The laboratory contains at least on Class II Biological Safety Cabinet

· The laboratory contains a hand washing sink equipped with soap and paper towels

· There are NO fabric coated chairs or other non-easily cleanable items located in the lab

· If the laboratory is connected to offices, break rooms, computer rooms etc, solid doors are present to isolate these areas from the laboratory while work is in progress?

· A break room that is physically located outside of the laboratory is available for researchers to eat and drink during work breaks
· An autoclave is available for decontamination of medical waste?

· Location of Autoclave?

· In the lab

· On the floor

· Within the building

· In another building (please list location?)

· Describe the transport policy for the safe transport of medical waste from the laboratory to the autoclave location
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