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Disclaimer: This document provides general guidelines and suggestions for the development of a procedure for devitalization and disposition.  Use of this template does not guarantee conformance to APHIS BQMS Audit Standard requirements.  Use of this template does not guarantee compliance with APHIS regulations.  APHIS BQMS auditors will seek to verify the activities described in the procedure created from this template.
         

1.0	PURPOSE
 
1.1	This procedure describes the controls for devitalization and final disposition of regulated [state the identification of the specific species]; the way in which the process is monitored; and the whether the monitoring and verification, as well as any changes in those activities, are effective. 
	
	[If this clause or any of the sub-clauses are not applicable, please state that in the Scope of the quality manual.]

	[Existing SOPs may be referenced within this procedure or in the quality manual as a substitute for this procedure.]
  
2.0	DEFINITIONS 
 
2.1 	Put any terms, acronyms or reference to a glossary here that may apply to this procedure.   

3.0	RESPONSIBILITY

3.1	Identify who will be in charge of this procedure: The Quality Management Representative, field supervisors, trainers, or someone else with appropriate training and authority. 

4.0	DEVITALIZATION AND DISPOSITION PROCEDURE

4.1	Explain the way in which your organization renders regulated GE organisms nonviable when they are in the field.  What relevant rules, regulations, and guidance are followed?  How is that information conveyed to those performing the task? How is this task documented? 

	[Suggestion: Actual record form(s) may be referenced here.] 

4.2 	Explain the way in which your organization renders regulated GE organisms nonviable when they are in storage and/or other means of containment.  What relevant rules, regulations and guidance are followed?  How is that information conveyed to those performing the task? How is this task documented?

	[Suggestion: Actual record form(s) may be referenced here.] 

	[Suggestion:  Devitalization and final disposition activities need to include plant material gathered in the processes of equipment (planting, harvesting, and handling) cleaning after exposure to regulated material.  Equipment cleaning should take place on site—before the equipment is moved to another site (to eliminate the possibility of seed and other plant materials from falling or blowing from equipment in the moving process.)  If a devitalization and final disposition activity of this cleaned material is to take place at another site the material should be placed in containers similar to the other regulated materials.]

	[NOTE: Final disposition is the fate or gates of materials harvested, removed, destroyed and/or otherwise terminated from and environmental release and/or movement. Such fates include various in-field methods of termination (e.g., grinding, disking, deep burial, etc.) and off-field termination (e.g., containment, landfill disposal, etc.). 

4.3      Records will be kept on all the above activities.
 
5.0	REFERENCES
5.1 Put here any references that apply to this procedure. 
	Examples would be: 
		4.2.3 Document control
		4.2.4 Record control
		6.3 Infrastructure 

5.2   Put here any records or forms that apply to this procedure. 
  Examples would be: 
		Document status form 
		Training record(s)
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