
Biosafety Program: Compliance and Metrics Table
	Program Name


	Regulatory Drivers
	Program Manager
	Generic

Component
(component manager)
	Priority

	Biological Research 

Registration & Approval 

(CAM)


	-NIH rDNA Guidelines 2002
-DoD regs, 32 CFR 626 & 627
-CDC SA regs, 42 CFR 73 
	Claudia Mickelson
	Submission  and administrative approval of  completed Biological Research Registrations (BSP staff by DLC)
	H

	
	Same as above
	Same as above
	Completion of General Biosafety training prior to starting in the laboratory (BSP staff by DLC)
	H

	
	Same as above
	Same as above
	Annual inspection of biological research laboratories (BSP staff participate in Level II inspections by DLC)
	H

	
	OSHA BBP Standard 49 CFR  1910 
	Same as above
	Organization and completion of initial and annual retraining (BSP staff by DLC)
	H

	
	OSHA BBP Standard 49 CFR  1910
	Same as above
	Development and review of  laboratory or job specific Exposure Control Plans (BSP staff by DLC)
	H

	Select Agent Control & Containment Program
(CAM)


	42 CFR 73, 9 CFR 121, 7 CFR 331
	Claudia Mickelson
	Completion and annual review of SA Biosafety and Security Plans; initial and annual Biosafety and Security training


	H



	
	42 CFR 73, 9 CFR 121, 7 CFR 331
	Same as above
	Maintenance of accurate list of personnel status and approvals; submission of amendments; submission of registration documentation; submission of information to  CDC & FBI/DOJ; annual laboratory inspections


	H

	
	42 CFR 73, 9 CFR 121, 7 CFR 331
	Same as above
	Maintain control of purchase & purchase approval process; check local inventory; maintain list of toxin users

 
	H

	Food Service Audit Program

(CSS) 
	105 CMR 590-595
	Carolyn Stahl
	Oversee contract of auditor/consultant and time spent inspecting food service establishments and review of audit reports for noncompliance


	L

	Autoclave Validation Program

(ROK)
	105 CMR 4800
	Rhonda O’Keefe
	Maintain list of active autoclaves, track receipt of and results from test vials; notify labs of results as needed


	M

	Laboratory Waste Treatment Guidelines

(EMR)
	105 CMR 4800
	Emily Ranken
	Development and implementation of clear guidelines for the inactivation and disposal bioresearch lab wastes, plates, sharps, cultures, etc.


	M

	DEA Controlled Substances
(AB)
	Controlled Substances Act, Title 21 chapter 13
	Angie Birnbaum
	Development of web information for registration and destruction, training program, standard Inventory form


	M

	Medical Surveillance Program 


	Various OSHA regulations
	Claudia Mickelson
	Ensuring annual review of list of active enrollees by program “gatekeeper” person, timely sending of forms and letters

Maintenance of accurate  database


	M

	Oversight  of Animal Research Biosafety Program

(CAM)
	AAALAC accreditation (can’t publish without it)

NIH rDNA Guidelines 2002
	Claudia Mickelson
	Review of animal research as outlined in research protocols, establishing containment practices and procedures


	H

	Shipping of Biological Materials
(AB)
	49 CFR 171-180 Hazardous Materials Regs
	Angie Birnbaum
	Provision of training, assistance with packing and shipping of materials
	M

	Dept of Commerce & State Dept Export  Control Program

(AB & CAM)
	15 CFR 7
	Angie Birnbaum & Claudia Mickelson
	Provision of guidance for controlling exportation of materials, equipment, and information
	M

	USDA Import/Export and Use Permits
(AB and staff as needed by DLC)
	9 CFR121-122, 7 CFR 330-331, 9 CFR 130 & 91, 15 CFR 730-799, 42 CFR 71 & 73,  etc.
	Angie Birnbaum

and staff as needed by DLC) 
	Assist PIs with completing permits, provide guidance on permit type needed, participate in agency visits
	M

	Pool Water Testing Program

(ROK, CSS) 


	105 CMR 435.28 DPH
	Rhonda O’Keefe & Carolyn Stahl
	Sampling and analysis of pool water for higher than allowed levels of bacteria


	L
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