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Disclaimer: This document provides general guidelines and suggestions for the development of a procedure for self-reporting regulatory compliance incidents to APHIS compliance officials.  Use of this template does not guarantee conformance to the 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 process for regulatory compliance reporting and resolution; 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, or someone else with appropriate training and authority. 

4.0	REGULATORY COMPLIANCE REPORTING AND RESOLUTION PROCEDURE

4.1	Describe the personnel roles and responsibilities for regulatory compliance within your organization that conducts regulated movements or environmental field releases.  

	[Suggestion: This is an opportunity to reference other documents such as job descriptions or the organization chart.]

4.2 	Describe your organization's method of documenting the nature and extent of a regulatory compliance incident.  Is it recorded electronically?  Where, and who does it?  

	[Suggestion: A flow chart may be the best way to describe the flow of information, decisions made, and responsibility assigned at each step from discovery to resolution of the incident. 

4.3	Describe your organization's method of communicating internal requirements for the prompt resolution and remediation of regulatory compliance incidents.  

	[Suggestion: This also would be covered in the flow chart described in 4.2 above.  If there is an existing procedure, it can be referenced as well.]

4.4	What is your organization’s method of documenting resolution activities used for the prompt remediation of potential regulatory compliance incidents? 

	[Suggestion: This could be explained with a flow chart or a description within a procedure. Also, you may directly reference any forms or documents that are used to document how your organization achieves this here.] 

4.5	What is your organization's method of reporting the regulatory compliance incident to appropriate regulatory authorities according to applicable rules and regulations?  Do you have a specific contact person or office?  Who is responsible for making contact?  At what point is the contact made?

	[Suggestion:  The specific regulatory contact person or office information should be included in your instructional material.]

4.6	Describe the training of relevant individuals involved in regulatory compliance reporting requirements.  Who does the training?  When?  How do you ensure the training is relevant and effective? 

4.7	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
		5.4 Responsibility and authority 
		6.3 Infrastructure

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