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Health Risks. Human blood, tissue, or cell lines may be contaminated with viruses including HIV, hepatitis B virus, and hepatitis C virus. All of these viruses have been transmitted to laboratory workers. All human materials will be presumed to contain infectious agents.

Training. All laboratory workers will receive annual training in Bloodborne Pathogens and for all type(s) of safety needle devices used for injections, blood draws, or IV insertions, when applicable. This training is accomplished as part of hospital-wide training programs at both Duke and the Durham VAMC. The PI will arrange for hands-on training for any safety needle device used by staff.  The PI will also review this SOP with all laboratory workers during the initial orientation to the laboratory.

Health Precautions. All personnel who will work with human materials will be offered hepatitis B vaccination at the time of employment. There is no routine serological monitoring required.

Precautions and personal protective equipment. All work with human materials will be conducted at BSL2, as described in the CDC/NIH Handbook cited below. Key features of BSL2 for human materials include the following:

· Use of sharps and glass containers will be minimized. 

· Use of a needle or sharp with a safety device.

· Recapping of needles is discouraged.  When recapping is required workers must use the one-handed technique.

· Workers will wear gowns and gloves.

· Workers will wear a face shield when not working in a biological safety cabinet (BSC) Class II.

· All aerosol-generating manipulations will be conducted in a certified Class II BSC.
Response to an accidental exposure. Bloodborne pathogens can be transmitted via percutaneous exposures, mucous membranes, and contact with non-intact skin. Exposures must be promptly reported (LESS THAN ONE HOUR) to Occupational Health at the relevant institution (Duke or VA). When occupational health is closed, contact must be made via the Durham VAMC emergency room for VA Employees or via the Blood/Body Fluid Exposure Hotline for Duke Employees (684-8115). Responses to exposures may include laboratory testing of source patients or source materials, serologic monitoring of the exposed worker, and therapy to prevent infection with hepatitis B, hepatitis C, and/or HIV. Each institution has written occupational health policies in place regarding responses to these exposures.

Decontamination. Spills will be decontaminated using a 1:10 dilution of household bleach with a contact time of 10 minutes.  Dilution must be prepared just prior to decontamination.

Disposal:

· Sharps (needles, scalpels, pipettes, and broken contaminated glassware) must be disposed of in a puncture-resistant sharps container.

· Medical waste must be disposed of in a leak-proof biohazard bag.

· Environmental Management Services is responsible for picking up and disposing of all biohazard waste
References:

CDC/NIH. Biosafety in Microbiological and Biomedical Laboratories, 4th edition, 1999.

Durham VAMC Memorandum 558-99-5.154 (March 25, 1999). Exposure Control Plan for Bloodborne Pathogens

Durham VAMC Memorandum 5.118 (February 26, 1997). Management of Occupational Exposure to HIV.

29 CFR 1910.1030, Bloodborne Pathogens

Bloodborne Pathogen Standard Validation

	Name

(Only list Staff that will work with human blood, tissue, or cell lines)
	Hep B Vaccine Has been Offered (Yes/No)
	Current Date for Bloodborne Pathogen Training
	Current Date of Competency for Use of a Needle stick Safety Devices, (if not applicable state N/A) List name and model of device
	Current Date of Blood Collection Competency Checklist. If not applicable, state N/A. (*Required annually for research staff performing blood draws). Link: http://www.durham.va.gov/research/initial_review/Initial_Review.asp
*If waiver criteria has been met and annual submission of the Blood Collection Competency Checklist is not required, list the date of initial/one-time completion. See Blood Collection Competency Checklist for waiver criteria. 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


I have read the above information and have validated in the table above the Hepatitis B vaccine offering, the required Bloodborne Pathogen, the competency on safety needle device(s) (when applicable), and SOP training for staff working on this protocol.  
_____________________________________


___________      







Principal Investigator





Date
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