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[bookmark: _GoBack]Purpose and Scope of this Procedure Template:
This document is a template that may be used for the development of standard operating procedures (SOPs) for the introduction of regulated articles under Title 7, code of Federal Regulations, Part 340.3: Notification for the introduction of certain regulated articles (7 CFR part 340.3).  Specifically, it addresses the operational controls for movements and environmental release processes.  While it addresses the BQMS Program Audit Standard clause and sub-clauses of 7.0: Planning and Process Realization*, the organization does not need to have a BQMS to use this template.  However, if the organization does have a BQMS, information from existing procedures regarding species-specific design protocols may be used to complete this template.  Alternatively, once this template is completed, the resulting SOP may be used as an appendix to a BQMS.  

Once completed, the SOP may be used to submit applicable information within ePermits fields to address containment, confinement, and safeguarding protocols.  In addition, the SOP may be submitted to the APHIS BRS Environmental Risk Assessment Program (ERAP) for review as part of the Notification procedures.

This template is intended to facilitate the notification process and compliance with the requirements of 7 CFR part 340.3.  In addition, it is also intended to further explain the link between 7 CFR part 340.3 and the BQMS Program Audit Standard.  It does not guarantee acknowledgement of a Notification, nor does it guarantee compliance with the performance standards described in 7 CFR part 340.3.  Additionally, it does not address the unique requirements and specific supplemental permit conditions that may be applied by APHIS BRS.

*NOTE 1: It is recommended that Potential regulatory compliance incidents be a stand-alone procedure for regulatory compliance reporting and resolution (Reference: BQMS 7.4.1). 

*NOTE 2: A process for Required reporting for environmental releases (Reference: BQMS 7.4.2) should be implemented to fulfill regulatory obligations (i.e., planting reports, volunteer monitoring reports, etc.)

Directions on How to Use this Procedure Template:
This document is a general template for the development of an SOP that may serve as species specific design protocols for the introduction of GE plants under permit.  The italic texts on the following pages should be answered by the organization.  
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1.0 PURPOSE

This procedure describes the controls (i.e., confinement protocols) for regulated genetically engineered (GE) organisms to facilitate compliance with the requirements of 7 CFR 340.3. 

NOTE: Controls include but are not limited to introduction (e.g., importation, interstate movement, and environmental release), intrastate movement (e.g., storage-to-field transfer), identification, shipping, storage, and reproductive confinement.

	Regulatory requirement per 7 CFR part 340.3
	“Performance standards for introductions under the notification procedure.  The following performance standards must be met for any introductions under the notification procedure.” (7 CFR § 340.3(c))




2.0 SCOPE

State the specific species that this procedure pertains to


3.0 RESPONSIBILITY

Identify the person(s) responsible for this procedure (i.e., the user(s)): regulatory specialist, field supervisors/manager, field cooperators, or other relevant personnel with appropriate training and authority, etc. (Reference: BQMS 5.4 and 7.2) 




4.0 DESIGN PROTOCOLS FOR THE INTRODUCTION OF REGULATED ARTICLES UNDER 7 CFR part 340.3

4.1 Shipping and Maintenance at Destination (Containment and Identity)
	Regulatory requirement per 7 CFR part 340.3
	“If the plants or plant materials are shipped, they must be shipped in such a way that the viable plant material is unlikely to be disseminated while in transit and must be maintained at the destination facility in such a way that there is no release into the environment.” 
(7 CFR § 340.3(c)(1))

	USDA-APHIS-BRS User Guide for Notification
	“Plant materials shipped under the notification procedure must be packaged to ensure that plant material is unlikely to be released from the shipping container in transit.  The shipping container requirements described in 7 CFR part 340.8 or similar shipping methods are sufficient to meet this performance standard.”(Performance Standard #1) 



(The name of your organization) will follow the following procedure to contain the regulated GE organisms while in transit (Reference: BQMS 7.2.2) and maintain the identity of regulated GE organisms in storage (Reference: BQMS 7.2.1). 

A. Describe the packaging materials (Reference: BQMS 7.2.2a)

B. In addition to enclosing a copy of the APHIS acknowledgement letter, describe how the regulated GE organisms will be identified or labeled while in transit (Reference: BQMS 7.2.2b)

C. How will shipment packages be marked, labeled and identified?  (Reference: BQMS 7.2.2c)

D. Describe how the regulated material will be stored at the destination facility to prevent unintended release (Reference: BQMS 7.2.1) 

E. Describe how the regulated GE organisms will be identified or labeled in storage 
(Reference: BQMS 7.2.1d) 

F. Describe the storage location (Reference: BQMS 7.2.1 b,c,e) 

G. Describe the method of segregation  (Reference: BQMS 7.2.1a)

H. If the regulated GE organisms will be moved from storage to the environmental release site, describe how it will be moved to prevent release in transit (Reference: BQMS 7.2.2 and 7.2.3a)




4.2 Inadvertent Mixing of Materials in Environmental Releases
	Regulatory requirement per 7 CFR part 340.3
	“When the introduction is an environmental release, the regulated article must be planted in such a way that they are not inadvertently mixed with non-regulated plant materials of any species which are not part of the environmental release (7 CFR § 340.3(c)(2))

	USDA-APHIS-BRS User Guide for Notification 
	“This performance standard minimizes the likelihood of cross pollination of sexually compatible crops that may be within pollination distance of the release.” 
(Performance Standard #2) 



(The name of your organization) will follow a procedure to plant regulated GE organisms in order to prevent inadvertent mixing with other non-regulated materials. (Reference: BQMS 7.2.3) 

A. Describe how the environmental release is planted so as to employ proper isolation distances to prevent missing with sexually compatible species and/or non-regulated material 
(Reference: BQMS 7.1.1a and 7.2.3e) 

B. Describe how the environmental release location is separated from adjacent plots to prevent mechanical mixing (Reference: BQMS 7.2.3 c & d) 

C. Describe how planting, harvesting and other equipment will be segregated and/or cleaned (Reference: BQMS 7.2.3 b, f & 7.2.4f) 

D. If seed or fruit will be produced, describe how the regulated GE material will be prevented from entering the food or feed supply (Reference: BQMS 7.2.3e, f,& g)

E. Describe how persons granted access to the environmental release site are made aware of protocols to ensure that their actions at the site will be consistent with applicable requirements (Reference: BQMS 7.2 and 6.2.2) 

F. Determine and describe if the genetically engineered plant is sexually compatible with any federally or state listed threatened or endangered species or species proposed for listing that could be found within the release or the area requiring monitoring  (Reference: BQMS 7.1.1d )




4.3 Maintaining Identity and Devitalization
	Regulatory requirement per 7 CFR part 340.3
	“The plants and plant parts must be maintained in such a way that the identity of all material is known while it is in use, and the plant parts must be contained or devitalized when no longer in use.” (7 CFR § 340.3(c)(3))

	USDA-APHIS-BRS User Guide for Notification 
	“This performance standard stipulates that the regulated articles are clearly identified at all times so that they are not inadvertently confused with other plant materials, and that they are either destroyed or moved to contained facilities prior to the expiration date of the notification.” (Performance Standard #3) 



NOTE: Identity of regulated articles should be maintained with adequate labeling, record keeping, and by planting GE plants in distinct plots.  Refer to the USDA-APHIS-BRS User Guide for Notification for example methods of final disposition and devitalization.  

(The name of your organization) will follow the following procedure to maintain the identity of regulated GE organisms at all times. 

A. Describe how regulated GE organisms will be labeled and packaged (Reference: BQMS 7.2.1d, 7.2.2c, 7.2.3d, and 7.2.4 c & d) 

B. Describe how the environmental release site will be identified and separated from other planting areas (Reference: BQMS 7.2.3 c & d) 

C. Describe methods to be used to destroy or devitalize the regulated GE organisms after use (Reference: BQMS 7.2.5 a & b) 

D. Describe how the regulated GE organisms will be returned to and maintained in a contained facility, if applicable (Reference: BQMS 7.2.4a) 

E. Describe how destructive/devitalization of the regulated GE organisms remaining at the environmental release site occurs on or before the expiration date of the notification (Reference: BQMS 7.2.5 a & b) 

F. Describe land rights and access to the environmental release site for the duration of the notification (this includes volunteer monitoring) (Reference: BQMS 7.1.1c and 7.2.3g)




4.4 Persistence in the Environment
	Regulatory requirement per 7 CFR part 340.3
	“The field trial must be conducted such that: (i) The regulated article will not persist in the environment, and (ii) No offspring can be produced that could persist in the environment.” 
(7 CFR § 340.3(c)(5))

	USDA-APHIS-BRS User Guide for Notification
	“Introductions of plant species that may escape and persist in the environment may not be able to meet this performance standard.  These plants may have characteristics that include: abundant seed production and dispersal, seed dormancy or long term seed viability in the soil, reproduction via vegetative structures, rapid population establishment, adaptation for long-distance dispersal (wind, water, animals, etc.) and existence of feral populations of non-transgenic plants.” (Performance Standard #5) 



NOTE 1: Persistence in the environment - Producing feral or sustained populations of the regulated article or its offspring that can persist in agricultural or nonagricultural habitats without human intervention. (Reference: 58 FR 17044, 17049)

NOTE 2: BRS strongly suggests reviewing the USDA-APHIS-BRS User Guide for Notification for additional information to consider design protocols to address persistence in the environment.  

(The name of your organization) will follow the following procedure to ensure that regulated GE organisms and any possible offspring remain confined to the environmental release site and do not persist in the environment.  (Reference: BQMS 7.2.3) 

A. Describe the separation distances method that are to be employed (spatial isolation, temporal isolation, male sterile, border rows)  (Reference: BQMS 7.2.3d) 

B. Describe any other means of reproductive control that will be used, if applicable (Reference: BQMS 7.2.3e) 

C. Describe any special circumstances that may increase the likelihood that regulated GE organisms or offspring could persist in the environment, including but not limited to: proximity to sexually compatible wild or weedy relatives, whether the location is prone to flooding, high winds, animal incursion, or public access. (Reference: BQMS 7.1.1)*

D. Describe the methods of termination of field trials, if applicable.  (Reference: BQMS 7.2.5a)

E. Describe the measures that will be taken to avoid persistence in the environment 
(Reference: BQMS 7.1.1 a, b, c, & d) 

*NOTE 3: This is a unique consideration for an environmental release that should be addressed for the specific field test under Notification.  It can be addressed, in part, by section 7.1.1 of the BQMS Program Audit Standard. 

4.5	No Volunteer Plants
	Regulatory requirement per 7 CFR part 340.3
	“Upon termination of the field test: (i) No viable material shall remain which is likely to volunteer in subsequent seasons, or (ii) Volunteers shall be managed to prevent persistence in the environment.” (7 CFR § 340.3(c)(6))

	USDA-APHIS-BRS User Guide for Notification
	“Volunteers should be minimized by growing the GE plants in defined areas in the field and by using adequate termination protocols.  The use of stakes, markers, or GPS coordinates, to define the areas where the GE plants were grown may help in identifying volunteers for later elimination.  Applicants should have monitoring protocols of adequate duration to ensure that all volunteers have been eliminated, including those volunteers that may emerge outside of the field plot (e.g., in fallow zones or adjacent fields).” (Performance Standard #6) 



NOTE: Destruction/devitalization of plant and plant material remaining at the field release site must occur on or before the expiration date of the notification. 

(The name of your organization) will follow a procedure to ensure that the environmental release will be terminated to minimize the likelihood of volunteers in subsequent seasons (Reference: BQMS 7.2.3) 

A. Describe how volunteers will be managed to prevent persistence in subsequent seasons (e.g., frequency, timing, and areas of monitoring, methods of removal, other crops to be planted in the field in subsequent seasons that can be readily differentiated from the regulated material) (Reference: BQMS 7.2.3g) 

B. Describe how volunteers are monitored when seed dormancy is extended 
(Reference: BQMS 7.2.3g)

C. Describe how volunteers are monitored when setting seed or not setting seeds 
(Reference: BQMS 7.2.3g )
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