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The templates provided can be used as a tool to develop standardized procedures (work instructions or standard operating procedures [SOPs]) for the Planning and Process Realization clauses of the APHIS Biotechnology Quality Management System (BQMS) Program.  

 (
This document and associated templates provides general guidelines.  Use of the template(s) does not guarantee conformance to BQMS Audit Standard requirements nor does it guarantee compliance with APHIS regulations under Title 7, Code of Federal Regulations, Part 340.  Auditors will seek to verify the activities described in the procedure created from this template.  In addition, auditors will seek to determine the effectiveness of the procedures in accordance with the International Organization of Standardization (ISO) 19011:2002, 
Guidelines for auditing quality and environmental management systems
.  
)







Guidelines

Clause 7 of the BQMS Audit Standard is designed to help you develop a plan to address regulatory requirements for the introduction of regulated genetically engineered (GE) organisms as well as utilize best management practices.  Planning and process realization ensures effective planning and implementation of activities to address your organization’s specific procedures related to movements and field tests of regulated GE organisms.  

 The guidelines presented in this document and the templates utilize an inquiry-based approach.  This approach will cause your organization to think critically about how you want to operate your unique quality management system to address critical control points to proactively maintain compliance with regulatory requirements.  The goal of using this approach is to develop a series of procedures that address how your organization will introduce regulated GE organisms.  
	Clause 7 Templates
7.2.1 Site selection planning
7.2.2 Storage
7.2.3 Transport, movement and import of regulated GE organisms 
7.2.4 Environmental release planning and monitoring
7.2.5 Post harvest handling and transfer
7.2.6 Devitalization and final disposition
7.2.7 Regulatory compliance reporting and resolution (with form 7.2.6)

This inquiry-based approach should focus on two levels of questioning to develop quality procedures.  Your organization should carry out the planning and implementation processes and activities, respectively, for an effective quality management system.  

Use this guide for clause 7 templates as you develop the related procedures for each individual template.


For the development of procedures that address critical control points, the first level of questions that your organization should address are the management controls, which include the following: 

1. What are the needs and expectations of APHIS and other interested stakeholders? 
2. What are the objectives of the procedures? 
3. What resources are needed to effectively implement the procedures?
4. How can your organization measure the effectiveness of the procedures? 
5. How will your organization verify or determine whether the procedure is being followed by relevant personnel? 
6. Who are the responsible person(s)?
7. What will your organization do to correct and prevent identified improvement points? 

Outputs to the above questions should allow you to develop the foundation for the procedures required by Clause 7.  It is important that the procedures be in a format that you can present to others such as auditors and customers.  These can include work instructions, flow charts, and other documents commonly used in your business.  


The analysis of critical control points for the introduction of regulated GE organisms is a useful tool for establishing systematic control of critical processes used by personnel involved with movement and field release activities.  A second level of inquiry-based analysis should focus on the following questions:

1. For a critical control point, where are the vulnerabilities where a loss of confinement and/or containment could occur?
2. For a critical control point, where are the vulnerabilities where loss of identity of the regulated GE organism(s) could occur?
3. For a critical control point, where are the vulnerabilities where (physical) mixing of the regulated GE organisms with commercial material might occur?

The answers to the above questions should assist you in identifying the process controls your organization should implement to minimize the likelihood of the identified vulnerabilities.  

In general, planning for the regulated activities can be documented in process-flow diagrams, flowcharts, work instructions (standard operating procedures), and other such documents defining the means and methods of the introduction activities.  The templates provided can be used as a tool to assist with developing sound best practices to control the introduction of regulated GE organisms.  

Suggestion:  It can be helpful to have the Biotechnology Quality Management System Audit Standard open to the specific clause as a reference when you are developing written procedures, to be sure that all significant items are covered.  
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