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Disclaimer: This document provides general guidelines for the development of a quality manual.  Use of this template does not guarantee conformance to BQMS Audit Standard requirements.  Auditors will seek to verify the processes described in the quality manual created from this template.

Instructions for use of this template:   

Items appearing in normal Times New Roman font should remain as part of your quality manual.  If you prefer to restate them, you may do so.  Be careful not to omit important sections.

Items that appear in italics are either information or instructions for completing the section.  They should all be removed from your quality manual prior to submission.  

"We" or "Our" may be substituted for the name of your organization.

As you are completing your own quality manual by using this template, be certain that you have the BQMS Standard open to the same section you are working on.   This will ensure that there are no omissions.


[bookmark: OLE_LINK51][bookmark: OLE_LINK61][bookmark: OLE_LINK5][bookmark: OLE_LINK6]
The quality manual begins with a brief introduction in which you state a brief summary of your organization's history and the reason you are applying for certification under the BQMS.  Insert the information here.

Add the address of the main office, the name of a contact person, and relevant contact information 









4.0	Biotechnology Quality Management System
	
4.1	This is a general section.  By addressing all requirements in the standard, you address 	this section by default. 

4.2	Documentation Requirements.  

4.2.1	General

[Process Interrelation Map]

4.2.2	State the scope of your quality management system.  Where does it begin and end? Who is your customer (In other words, who requested the work you are doing, and who will receive the result.) When do your processes begin and when do they end?  Also include any exclusion(s) from section 7 of the standard.   

 	[Your organization’s] procedures, documents, and records required by this standard are referenced in this Quality Manual and in the Document Status form.
	
	Reference:
	Quality Manual QM-01b
	Document Status Form 4.2.1c

4.2.3	Control of documents.  
How will your organization provide evidence of controlled documents?

[Your organization] has a procedure [insert document identification] to approve each document's adequacy prior to use and review and to update documents periodically for re-approval. We ensure that changes and revision status are current. 

We ensure that applicable documents are available at point of use and are legible. Obsolete documents are archived and/or marked to prevent their unintended use. 

External documents retain the original identification and are filed in either electronic and/or paper form. 

The Document Status form [which should be attached to the procedure] lists each controlled document, its version,  the date of the document that should be in use, and any other information you feel is important to document control.

Reference:
Procedure 4.2.3 Document Control  
Record 4.2.1c Document Status Form 
4.2.4      Control of records.  
How will your organization provide evidence of control of records?

[Your organization] has established procedure [insert procedure identification] to define the controls needed for the identification, storage, protection, retrieval, and disposition of records.  Records have been established and maintained to provide evidence of conformity to the requirements of this standard and of the effective operation of a quality management system.  Records remain legible, readily identifiable, and retrievable because [Insert a statement of how you ensure this will happen.]

Records that indicate the regulated GE organism(s) have arrived at their intended destinations are retained for a minimum of two (2) years, and

Records associated with approved field trials are retained for a minimum of five (5) years after relevant regulatory obligations for the permit(s) have been fulfilled.  

Records relating to the quality management system are kept for [insert the amount of time you wish to retain records not related to APHIS requirements].

Reference:
Procedure 4.2.4 Control of Records 
Record 4.2.1c Document Status Form 

5	Management Responsibility

5.1        Management commitment. 
Top management [identified in an organization chart or by some other means] is committed to the development and implementation of the BQMS by communicating the importance of meeting regulatory requirements [by doing what? Conducting meetings, posting signs, providing training, etc].  

[Your organization] ensures the availability of resources for implementation of the BQMS and continually improves its effectiveness [by doing what?  Address management’s contribution to resources, especially financial resources]. 


Quality Policy

 	Our Quality Policy is:

	[Put Statement here]

	Our Objectives are: 

	[Put Objectives here]


Objectives are communicated and understood within the organization, and they are reviewed for continuing suitability at the annual management review meeting.

Explain how you communicate the quality policy and objectives so that they will be understood and that relevant personal can relate to them. This could be by posting them in work areas, discussing them at meetings, posting them on the web site or other means.

5.3	Quality planning.  
Top management ensures that planning of quality management system conformance is carried out to meet requirements given in BQMS section 4.1 as well as the objectives in section 5.2, to achieve compliance with relevant applicable rules and regulations and to ensure the integrity of the quality management system.  Compliance with applicable regulations or BQMS procedures or SOPs is maintained when changes to the system are planned and implemented by [describe how you maintain compliance when change occurs].  

5.4	Responsibility and authority.  
Top management ensures that responsibilities and authorities are defined and communicated within the  organization to ensure the effective operation and maintenance of the quality management system.  

The organization chart  [or a similar document] [ Insert name and identification of the document] lists relevant personnel assigned to managerial positions within the quality management system.  [It is best to create a document and reference it in the quality manual.]

Persons listed must have their responsibilities and authorities outlined in an auditable model. [It is best to create a document and reference it in the quality manual.  Position descriptions may be used for this purpose and can be referenced.]

Reference:
Reference 5.4 Organization chart or similar document
Job descriptions of relevant personal

5.5	BQMS manager (team leader).
Top management appointed [identify the person or position] as the Quality Management Representative (QMR) who, irrespective of other responsibilities, has the responsibility and authority to manage the quality management system; to ensure relevant training and education of personnel (see 6.2.1); and to ensure that the quality management system is established, implemented, maintained and updated.   The QMR will report to top management on the effectiveness and suitability of the quality management system at the annual management review meeting.  

5.6	Communication

5.6.1 External communication.  
Your organization is to establish, implement and maintain effective arrangements for communicating with relevant external associates that may influence the effectiveness of the BQMS.  

[Designated personnel: list the personnel or their position] have responsibility and authority to communicate externally any information concerning conformance to the BQMS.  Relevant information obtained through external communication is included as input to the BQMS system updating and management review processes.  [Explain how the information is transmitted, from whom, to whom and how you ensure that it is transmitted.]

Reference:
Record 5.6.1 External communication

5.6.2	Internal communication.  
[Your organization] has established, implemented and maintains effective arrangements for communicating with internal personnel on issues having an impact on conformance.  [Explain how you ensure internal communication.]

5.7	Management review

5.7.1 General. 
[Your Organization’s] top management reviews our BQMS annually. We will review the system more frequently if needed to ensure its continuing suitability, adequacy and effectiveness.  The review will include the opportunities for continuous improvement, objective(s) and our quality policy.  Records of management review inputs and outputs are stated in the Management Review Meeting minutes.

	Reference: 
	Record 5.7.1 Management Review meeting 

6	Resource Management

6.1	Provision of resources.  

Your organization is to determine and provide the following resources needed to implement and maintain a BQMS, continually improve its effectiveness, and to meet regulatory requirements.  

[Your organization] provides the resources necessary to implement and maintain the BQMS and meet regulatory requirements.  

6.2	Human resources.  

6.2.1 General. 
[Your organization] hires competent personnel to perform work affecting conformance to your BQMS based on appropriate education, training, skills, technical knowledge and experience. [You may qualify current personal be ‘grandfathering’ them as of the date of your quality manual]. 

Reference:
Job description(s) 

6.2.2 Competence, awareness and training.  
Procedure [insert procedure identification] ensures that relevant personnel perform work affecting conformance to BQMS.  They are trained in the relevant aspects of the quality management system.  
[ Explain how your organization determines:
a) the necessary competency for personnel performing work affecting regulatory compliance; 
b) provides training or takes other actions to satisfy these needs; 
c) ensures that personnel responsible for monitoring, corrections, and corrective actions of the BQMS are trained; 
d) evaluates the implementation and the effectiveness of competency, training, and monitoring correction or corrective actions; 
e)and ensures that the persons are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives. ]

Reference:
Procedure 6.2.2 Competence, awareness and training
Record 6.2.2.a Training
Record 6.2.2.b Competency

6.3	Infrastructure.  
[Your organization] provides resources for infrastructure which may include buildings, workspace, associated utilities, process equipment, and supporting services, transport, or communication.  [Explain briefly how these are provided; for example, is your work unit part of a larger organization?]

6.3 Work environment. 
[Your organization] provides resources for the establishment, management and maintenance of the work environment.  [Explain briefly how these are provided; for example, is there special lighting, equipment, or climate control?]




7	Planning and Process Realization 

7.1	General. 
[Your organization] has developed a documented procedure [or procedures] [Identify the procedure] for planning and process realization of [clearly identify the specific species you are releasing or intend to release].  The required critical control points have been addressed during the release of regulated GE organisms. [Your organization] monitors and verifies the effectiveness of the planned activities and any changes to those activities.  
	Records of training for personnel performing tasks are maintained and controlled 	(see 	4.2.4 and 6.2.2).  

7.2 [bookmark: OLE_LINK11][bookmark: OLE_LINK12]Critical Control Points and Procedures.  
Use this space to describe how you plan to address critical control points in clause 7.  Will it be one organized procedure or several procedures to address each critical control point? This sub clause could be used to provide an overview of how you manage clause 7 requirements from your Organization’s prospective. 

7.2.1 Storage. 
Procedure [insert procedure identification] addresses containment and storage of regulated GE organisms.  The procedure you write must address: storage, segregation of regulated material from non-regulated material, the method used to mark and/or label containers, the type of containers, limiting access and pest control. Please refer to the standard for specific requirements.

Reference:
Procedure 7.2.1 Storage

7.2.2 Transport, movement and import of regulated GE organisms.  
Procedure [Insert procedure identification] addresses the identification of regulated GE organisms in storage, movement, import, transfers and field location. The transport procedure you write must address your method(s) of storage to prevent mixing, marking and/or labeling, and physical packaging.  This procedure also must address tracking from shipment to receipt for verification, marking and/or labeling of packages for verification and inspection of contents for containment integrity in shipping and from storage to environmental field site. Finally, the procedure must address proper disposal and/or return to use of packaging.  Please refer to the standard for specific requirements.
	
	Reference: (You may have more than one procedure and/or record)
	Procedure 7.2.2 Transport and movement and import of regulated GE Organism
	Record 7.2.2 Transport movement and import of regulated GE Organism


7.2.3 Environmental release planning and monitoring.  
Procedure(s) [insert procedure identification] addresses the planning and monitoring of environmental field tests of regulated GE organisms.  Procedures are to be sufficiently detailed to describe the methods the organization will use to achieve planned activities and conduct regulated activities. You may have several procedures or you may combine them to fit the need of this clause.

The procedure you write must sufficiently describe: 
a) site selection planning to address the following: surrounding land and sexually compatible species; the site’s historical land use and topography; land ownership rights to allow access for monitoring volunteers and/or mitigation for an appropriate length of time; and any local threaten and endangered species. 

[bookmark: OLE_LINK3][bookmark: OLE_LINK4]b) pre-planting handling of GE organisms and transfer to environmental field release sites.  

c) preparation and cleaning of planting equipment.  (This would include planters or planting equipment, transfer and conveying equipment. Remember to include small equipment and hand planting if appropriate.) 

d) use of physical markers and/or global positioning system (GPS) coordinates to identify the field release sites, including boundaries, where applicable.

e) the environmental field release site maps indicating surrounding land uses, isolation method [distances] employed, and border rows, where applicable.

f) verification of reproductive growth control and/or isolation. 
 
g)  harvest preparation and equipment cleaning which addresses the verification of which environmental field release site to harvest and the cleaning of relevant equipment used for harvest on the field site.  (This would include the combine or harvest equipment, baskets, conveying and transport equipment used for harvest.)

h) Volunteer monitoring of environmental field release sites including communication of post-harvest land use restrictions and the monitoring of the regulated environmental field release site including border rows for volunteer plants. 

	Please refer to the Standard for specific requirements.

References: (Your organization may have one or more procedures and/or records)
Procedure(s) 7.2.3 a-h Environmental Release Planning and Monitoring
Record(s) 7.2.3 a-h Environmental Release Planning and Monitoring
Training 6.2.2
Roles and responsibilities 6.2.1




7.2.4 Post-Harvest Handling and Transfer.
Procedure [Insert procedure identification] describes in detail the post-harvest handling activities and the methods employed to maintain the identity of the regulated GE material. 

The procedure you write must include, as applicable: 

a) the method that regulated GE material is transferred to storage and/or further processing and is contained during transfer.

b) the way in which regulated GE material is marked and/or labeled during post-harvest handling and transfer. 

c) the method of maintaining the identity of regulated GE material while being used and/or processed;  

d) the method of maintaining the identity regulated GE material during transfer to a subsequent facility for further evaluation and/or use; 
e)  the way in which equipment is cleaned prior to use for processing/conditioning and/or evaluation of regulated GE material. This equipment may be seed cleaning, sorting, extruding, testing, or inspecting).
  
f) the way in which misidentified GE material is handled.  


References; (Your organization may have one or more procedures and/or records)
Record 7.2.4 Post-Harvest Handling and transfer
Procedure 7.2.4 Post-Harvest Handling and Transfer


7.2.5 Devitalization and disposition.

	[This may be written as one or two procedures.]

[bookmark: OLE_LINK7][bookmark: OLE_LINK8]Procedure [Insert identification of the procedure] addresses the devitalization and disposition of regulated GE organisms in the field.  [This procedure must explain how regulated organisms are rendered nonviable according to relevant applicable rules, regulations, and guidance.]
 
Procedure [Insert procedure identification] addresses the methods used to devitalize and dispose of regulated GE organisms when they are in storage and/or other means of containment [This procedure must explain how regulated organisms are rendered nonviable according to relevant applicable rules, regulations and guidance.]



Reference:
Record 7.2.5.a Field devitalization and disposition
Record 7.2.5.b Storage and or containment devitalization and disposition
Procedures 7.2.5 Devitalization and disposition

7.2.6 Regulatory compliance incident self-reporting requirements. 
Procedure [Insert procedure identification]  addresses the submission of regulatory compliance incidents to appropriate regulatory authorities. 

The procedure you write must describe:
a)  personnel roles and responsibilities for regulatory compliance within the organization that conducts regulated movements or environmental field releases. 

b) A description of the way in which you document the nature and extent of the regulatory compliance incident.  

c) how you communicate internal requirements for the prompt resolution and remediation of the regulatory compliance incident. 

d) the method of reporting the regulatory compliance incident to appropriate regulatory authorities according to applicable rules and regulations; and

	e) training of relevant individuals involved in regulatory compliance reporting requirements.  


Reference:
Procedure 7.2.6 Regulatory compliance incident self-reporting
Record 6.2.2 Training 
Records 7.2.6.internal and external (may be same record or two)
Personal roles and responsibilities 6.2.1


7.2.7 Resolution of compliance incidents and control of non-conforming regulated material.

	 [This may be written as one or two procedures.]

Procedure [Insert procedure identification] ensures that regulated material which does not conform to regulatory requirements is identified and controlled to prevent its unintended use or delivery; a loss of confinement/containment; mixing with conventional or commercial commodities; persistence in the environment. 

The procedure you write to address resolution of compliance incidents must address:
a) personnel roles and responsibilities for communicating and implementing resolution activities. 

b) personal roles and responsibilities for dealing with non-conforming regulated material.

c) documentation of resolution activities used for the prompt remediation of regulatory compliance incidents. 

d) records of communication between the organization and applicable regulatory entities during the resolution and remediation of regulatory compliance incidents.


Procedure (Insert procedure identification] addresses the way in which you deal with non-conforming regulated material.  

The procedure you write must state the these materials are dealt with in one or more of the following ways;

	a) By taking action to eliminate the detected non-conformity
	b) By authorizing its use, release, or acceptance under concession by a relevant 	authority; or
	c) By authorizing its use or acceptance for another purpose.
                         
The procedure also must address:
a)  re-verification to demonstrate conformity to the requirements, after non-conforming regulated material is corrected or used for another purpose.
 
b) the action taken, appropriate to the effect or potential effect of non-conforming regulated material, when release of the material has been detected after delivery or use has started.

Reference: 
Procedure 7.2.7.a Nonconforming Product
Procedure 7.2.7.b Resolution of compliance incident
Record(s) 7.2.7 



7.3	Management of External Associates. 
 	[Your organization] ensures that the activities of relevant service providers, cooperators, contractors are in conformance with the BQMS procedures in Clause 7 and its sub-clauses.  [In this space describe how you can make this assurance.  This may be done through training, contracts, agreements, certification to some type of management system such as BQMS or another equivalent system that you would approve. You may include that all current external associates are approved by “grandfathering” as of the date of your quality manual. ]

8	Monitoring, Analysis and Improvement

8.1 General.
[Your organization] plans and implements the monitoring, measurement, analysis and improvement processes needed to demonstrate conformity with quality management system and the quality policy and objectives.  [We] ensure conformity with the requirements of the BQMS audit standard, as described in this document and continually improve the effectiveness of the organization’s quality management system.  

8.2	Monitoring and Measurement

8.2.1	Internal audit.  

Internal audits are used to determine [Your Organization's] ability to meet requirements of planned arrangements, to the requirements of this standard, and to BQMS requirements that [we have] established.  The internal audit also demonstrates that the BQMS is effectively implemented and maintained.  Audits are performed at least annually.  

Procedure [insert procedure identification] is used when performing internal audits. 
 
The procedure you write must address:  
a) planning of an audit program.  This is to consider the status and importance of the processes and areas to be audited, as well as the results of  previous internal and external audits. 

b) The audit criteria, scope, frequency, and methods of the audit. 

c) The selection of the auditors and conduct of auditors which must ensure objectivity and impartiality of the audit process to ensure auditors do not audit their own work.

d) The responsibilities for planning and conducting audits. 

e) Reporting of results and follow-up activities to include the verification of the actions taken and the reporting of verification results. 

[Your organization’s] management ensures that actions are taken without undue delay to eliminate detected nonconformities and their causes within the area audited.  [You should use corrective action procedure.] 

The results of internal audits are discussed during management reviews.  [This will be an agenda item.]
 
Reference:
Procedure 8.2.1 Internal Audit
Record 8.2.1 Internal Audit
Record 5.8.1 Management Review
Procedure 8.4.2 Corrective Action  


[bookmark: OLE_LINK14][bookmark: OLE_LINK15]8.2.2	Monitoring of Process 

[Your organization] applies suitable methods for monitoring and, where applicable, measurement of the quality management system processes. [Write an explanation of these methods and how they demonstrate the ability of your processes to achieve planned results.] 

When planned results are not achieved, appropriate correction and corrective action is to be taken.  


8.2.3	Monitoring of Service 

[Your organization] monitors and verifies the activity of services that may impact the quality management system.  [Write an explanation of the way you verify that service providers conform with planned arrangements.  This can include cost, timeliness of delivery, quality of the product, contract and deliverable oversight and so on.] 

Reference: (this may be several references that you already may be monitoring. If so make reference to those records or documents)
Record 8.2.3 Monitoring of Service

8.3	Analysis of data

[Your organization] determines, collects, and analyzes appropriate data to demonstrate the suitability and effectiveness of the BQMS. [Your organization’s] analysis of data provides information relating to compliance with applicable rules and regulations, conformity to BQMS requirements and characteristics and trends of processes and external associate performance including opportunities for preventive action.  

[Your organization] evaluates where continual improvement of the effectiveness of the BQMS can be made.  This includes data generated as a result of monitoring and measurement and from other relevant sources.

[In most cases, the quality objectives lend themselves to fulfilling this requirement; however, there may be other areas that you wish to monitor and measure.  If you are uncertain about the performance of any of your processes, they may become the object of this requirement.]  

Reference: (this may be several references that you already may be monitoring. If so make reference to those records or documents)
Record 8.2.3 Monitoring of Service

8.4	Improvement

8.4.1	Continual improvement. 
[Your organization] continually improves the effectiveness of the quality management system through the use of the quality policy, quality objectives, internal and external audit results, analysis of data, corrective and preventive actions, and management review.  
	
	[If you can think of anything you've done recently to improve your operation, it should be 	listed here.]


8.4.2 Corrective Action. 
[Your organization] takes corrective action to eliminate the cause of non-conformance within their quality management system in order to prevent recurrence. The actions are appropriate to the effects of the nonconformities encountered.  

Procedure [insert procedure identification] addresses corrective action.  

The procedure your write must include a method to:  
a) review nonconformities with the BQMS as well as non-compliance with regulatory requirements communicated by APHIS or other regulatory agencies. 

b) determine the root causes of nonconformities 

c) evaluate the need for action to ensure that nonconformities with the BQMS do not recur. 

d) determine and implement action needed and 

e) review corrective action taken to determine its effectiveness.  

Reference:
Procedure 8.4.2 Corrective action
Record 8.4.2 Corrective action




8.5	Preventive Action 

[Your organization] determines action to eliminate the cause of potential nonconformities within the BQMS or regulatory non-compliance and their causes in order to prevent their occurrence. The actions are appropriate to the effects of potential problems.  

Procedure [insert procedure identification] addresses preventive action.

The procedure you write must address the following methods to:

a) determine potential nonconformities and their causes

b) evaluate the need for action to prevent occurrence of nonconformities

c) determine and implement action needed and

d) reviewing preventive action taken to determine its effectiveness. 



Reference:
Procedure 8.5 Preventative action
Record 8.4.2 Preventative action
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