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	References:  SBMS Biosafety in Research, based on CDC Select Agent Program, NIH guidelines Recombinant DNA molecules,42 C.F.R. Part73, 7 C.F.R.Part 331 and 9 C.F.R. part 121, Possession, Use, and Transfer of Select Agents and Toxins. 


	Performance Expectations:  

	1. Does the organization maintain an inventory of regulated etiologic agents?
2. Has a Biological Risk assessment been performed and documented in the ESR or other format?
3. For Recombinant DNA, has a Recombinant DNA Form been completed, approved by the Department Chair/Division Manager, and submitted to the Institutional Biosafety Committee (IBC)? 

4. For Regulated etiologic agents, has an Etiologic Agent Form been completed, approved by the Department Chair/Division Manager, and submitted to the IBC?

5. Has containment been set up based on the characteristics and potential hazards identified during risk assessment:  

a. Biosafety Level 1 & 2 controls meeting the exhibits Standard Practices for Biosafety Level 1 Microorganisms and Special Microbiological Practices for Biosafety Level 2 Microorganisms? 

b. Recombinant DNA controls listed in the NIH Guidelines for Research Involving Recombinant DNA Molecules? 

6. For USDA Hazards (potential risks to plants and animals), has the work been analyzed for the need for a USDA Animal and Plant Health Inspection Service (APHIS) permit? 
7. Is the organization operating a BSL 3 or BSL 4 facilities at BNL? 
8. Are staff trained appropriately and authorized to use of etiologic agents? 

9. Has a PPE assessment been performed on the operation so that the correct PPE is used?

10. Waste Disposal: 

a. Is liquid Biological material, chemically disinfected and disposed of into the sanitary sewer system according to the Liquid Effluents Subject Area?

b. Is solid Biological material, chemically disinfected and discarded as a regulated medical waste, according to the Regulated Medical Waste Management Subject Area?

c. Is reusable lab ware (such as glass flasks) decontaminated with a chemical disinfectant?
11. Transportation – Is a transportation plan in place for transport/ shipping of etiological agents offsite and onsite?




	Procedure:  (Perform the following as applicable for the assessment)
· Review assessment guidance card.

· Review applicable procedure/requirements. 

· Observe the activity controlled by the procedure.

· Interview appropriate personnel about requirements and practices.

· Record observations based on comparison to guidance.

· Document the results.


	Basis for the Assessment:  (Why is the assessment being done?)

(  Periodic      (  Lessons Learned      (  Directed by Management      (  Responsive      (  Targeted

	Assessor(s):
	Date of Assessment:  

	Location of Assessment:  (Bldg/Room)
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