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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 340.4: Permits for the introduction of a regulated article (7 CFR part 340.4).  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 prior to the ePermits application process.  
This template is intended to facilitate the permit process and compliance with the requirements of 7 CFR part 340.4.  In addition, it is also intended to further explain the link between 7 CFR part 340.4 and the BQMS Program Audit Standard.  It does not guarantee approval of a permit, nor does it guarantee compliance with the permit conditions described in 7 CFR part 340.4.  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.  

	Organization’s Logo
	Address of organization’s headquarters

	Document Number:
	

	Approved By:
	Quality Management Representative or position that would be primarily responsible for this document

	Revision Details: 
	


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 part 340.4.

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 340.4
	“A detailed description of the purpose for the introduction of the regulated article including a detailed description of the proposed experimental and/or production design;” 
(7 CFR § 340.4(b)(8))

“A detailed description of the processes, procedures, and safeguards which have been used or will be used in the country of origin and in the United States to prevent contamination, release, and dissemination in the production of the: donor organism; recipient organism; vector or vector agent; constituent of each regulated article which is a product; and regulated article;” (7 CFR § 340.4(b)(10))

“A detailed description of the proposed procedures, processes, and safeguards which will be used to prevent escape and dissemination of the regulated article at each of the intended destinations;” (7 CFR § 340.4(b)(12)).


2.0 SCOPE
State the specific species that this procedure pertains to
State the type of permit (e.g., traditional, industrial, pharmaceutical, phytoremediation) 
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 SUPPLEMENTAL PERMIT CONDITIONS
	Regulatory requirement per 7 CFR part 340.4
	“The regulated article shall be subject to the application of measures determined by the Administrator to be necessary to prevent the accidental or unauthorized release of the regulated article” (7 CFR § 340.4(f)(7))”


How will your organization address and communicate additional regulatory requirements to internal and external associates that would be affected by these additional conditions? (Reference: BQMS 5.6 and any applicable critical control point procedures in 7.2)
5.0 DESIGN PROTOCOLS FOR THE SHIPPING, MOVEMENT, TRANSPORTATION, STORAGE, REPRODUCTIVE CONFINEMENT, AND IDENTIFICATION OF REGULATED GE ORGANISMS UNDER 7 CFR PART 340.4
5.1 Site Selection and Location
	USDA-APHIS-BRS User Guide for Permits
	“Provide GPS coordinates for the proposed release site in decimal degrees format. Round coordinates to six decimal places.” 

“Provide land use history prior to this permit. If the land has been in agricultural production, indicate for approximately how many years has the release site and the area to be monitored been used as such. Specify the type of agriculture activity (e.g., cropping, pasture, orchard, managed forest, etc.)” 
“Describe the area around the research site.”
“APHIS-BRS needs information on changes in land use history and sexually compatible species in the area because they could impact isolation conditions or threatened or endangered species (TES), including critical habitat.”

	ePermits
	Locations:
Release Site History text box: “Approximately how long (years) has the release site and areas to be monitored been under managed agricultural production? Specify the type of agricultural activity—e.g., cropping, pasture, orchard, managed forest.” 
Designated Critical Habitat for a Listed threatened or Endangered Species text box: if YES, see APHIS BRS guidance at: http://www.aphis.usda.gov/brs/pdf/BRS_critical_hab_guide_permit.pdf 


(The name of your organization) will follow the following site selection procedure to plan the environmental field release of regulated GE organisms.

List location name, county/province, state, and GPS coordinates (Reference: BQMS 7.2.3c)
A. How long has the land, and area to be monitored, been used in agricultural production? (Reference: BQMS 7.1.1b)

B. What evidence of past cropping practices (historical land use) and field maps (topography) does your organization have access to? (Reference: BQMS 7.1.1b)
C. How does your organization conduct an analysis of designated critical habitat for listed threatened or endangered species? (Reference: BQMS 7.1.1d)
D. How does your organization establish provision of rights to access land for the term needed for monitoring of plant volunteers and/or mitigation activities? (e.g., land use agreements, contracts, etc.) (Reference: BQMS 7.1.1c)
E. Describe any other agricultural research or production that surrounds the land. (Reference: BQMS 7.1.1a)
F. Describe any sexually compatible species in the surrounding area. (Reference: BQMS 7.1.1a)
5.2 Shipping, Receipt, and Storage (Maintenance and Disposal)
	Regulatory requirement per 7 CFR part 340.4
	“The regulated article shall be maintained and disposed of (when necessary) in a manner so as to prevent the dissemination and establishment of plant pests.” (7 CFR § 340.4(f)(1))

“All packing material, shipping containers, and any other material accompanying the regulated article shall be treated or disposed of in such a manner so as to prevent the dissemination and establishment of plant pests.” (7 CFR § 340.4(f)(2))

“The regulated article shall, when possible, be kept identified with a label showing the name of the regulated article, and the date of importation.” (7 CFR § 340.4(f)(6))

	ePermits
	Design Protocol: 
Confinement Protocols text box: “A detailed description of the proposed procedures, processes, and safeguards which will be used to prevent escape and dissemination of the regulated article at each of the intended destinations. For an interstate movement or importation permit, also provide a description of the containers that will be used to transport the regulated articles.” 


(The name of your organization) will follow the following procedure to contain the regulated GE organisms while in transit and maintain the identity of regulated GE organisms in storage:
A. How will regulated GE organisms be physically packaged for shipping to maintain containment in accordance with 7 CFR § 340.8? (Reference: BQMS 7.2.2a)
i. Describe your methods/options for regulated GE shipments under 50 lbs.
ii. Describe your methods/options for regulated GE shipments over 50 lbs.
iii. Describe your methods/options for tissue shipments.
iv. Describe your methods/options for plantlets.
v. Describe your methods/options for bulk (i.e., bushels, grain, etc.)

vi. Describe when your organization seeks a variance from APHIS for unique shipping protocols?

B. For interstate movement and/or importation, how will regulated GE organisms be tracked from shipment to receipt?  (Reference: BQMS 7.2.2b and 4.2.4)
i. Describe your organization’s tracking method. 
ii. What documentation is included with shipments? What records are generated? 


C. How will shipment packages be marked, labeled and identified?  (Reference: BQMS 7.2.2c)
i. How are regulated GE organisms for import marked, labeled and identified? 

ii. How are regulated GE organisms for interstate movement marked, labeled and identified? 

iii. How are regulated GE organisms transferred to/from environmental field release sites marked, labeled and identified?

iv. How are regulated GE organisms that are misidentified handled? 

D. For importation, when does your organization notify APHIS of receipt of genetically engineered organisms? (NOTE: Records are kept according to BQMS 4.2.4) 
E. How does your organization verify receipt of regulated GE organisms that are shipped?  (Reference: BQMS 7.2.2d and 4.2.4)
i. How does it verify the contents according to the shipping record?  
ii. How and who inspects the physical packaging to ensure containment integrity? 
F. How is packaging material disposed of or returned to use?  (Reference: BQMS 7.2.2e)
i. How does your organization clean and inspect packaging material that will be used again?  

G. Describe how, while in storage, regulated GE organisms will be segregated from other organisms.  (Reference: BQMS 7.2.1a)
H. Describe how storage areas are marked and/or labeled.  (Reference: BQMS 7.2.1b)
I. What types/kinds of containers are used for physical storage?  (Reference: BQMS 7.2.1c)
i. How do you ensure that containers are adequate? 
J. How do you mark, label and identify your storage containers that contain the regulated GE organisms? (Reference: BQMS 7.2.1d)
K. How do you limit access to storage areas to authorized personnel?  (Reference: BQMS 7.2.1e)
i. What kind of assurance do you have that only the personnel you have authorized can enter storage areas? 

L. How does your organization handle regulated GE organisms prior to planting? (Reference: BQMS 7.2.2 where applicable, and 7.2.3a)
i. How are regulated GE organisms transferred from storage to the field for release? 
ii. How are the regulated GE organisms identified, contained and tracked while being transferred? 
M. What records does your organization keep that document evidence for each of the questions above? (Reference: BQMS 4.2.4 and BQMS Appendix C)
5.3 Reproductive Containment/Confinement to Avoid Inadvertent Mixing of Materials in Environmental Releases
	Regulatory requirement per 7 CFR part 340.4
	“The regulated article shall be kept separate from other organisms, except as specifically allowed in the permit;” (7 CFR § 340.4(f)(3))

“The regulated article shall be maintained only in areas and premises specified in the permit;” (7 CFR § 340.4(f)(4))

	ePermits
	Design Protocol: 

Confinement Protocols text box: “A detailed description of the proposed procedures, processes, and safeguards which will be used to prevent escape and dissemination of the regulated article at each of the intended destinations.” 


(The name of your organization) will follow a procedure to contain/confine the regulated GE organisms to prevent inadvertent mixing with other organisms when released in the environment.
A. Describe the specific environmental release location and how it is identified and separated from adjacent plots to prevent mechanical mixing.  (Reference: BQMS 7.2.3c)

i. How does your organization use physical markers and/or global positioning system (GPS) coordinates to identify the field release sites, including alleys/border rows/fallow zones, where applicable?  
ii. How does your organization ensure that there will be alleys between the regulated field plot and neighboring plants sufficient to allow movement of planting/harvesting equipment? 
B. How will the environmental field release site(s) be documented?  (Reference: BQMS 7.2.3d)

i. Describe the development of environmental field release site maps indicating surrounding land uses, separation distances employed, and alleys/fallow zones/border rows, where applicable.  

C. How is reproductive control and/or physical separation verified?  (Reference: BQMS 7.2.3e and 7.2.3g)

i. Describe the method (physical separation, temporal separation, bagging, sterility, etc.) that will be used. 

D. What is the frequency of in-season field monitoring? (Reference: BQMS 7.2.3g.i) 
i. What is the frequency of monitoring for deleterious effects on plants, non-target organisms, or the environment?

ii. What are the monitoring and verification activities to ensure that reproductive control methods are effective? 

iii. Describe how you monitor for deleterious effects?

E. How and where is planting equipment prepared/cleaned?  How is this activity verified? (Reference: BQMS 7.2.3b)

F. How and where is harvest equipment prepared/cleaned?  How is this activity verified? (Reference: BQMS 7.2.3f)

G. If seed or fruit will be produced, describe how the harvested regulated GE organisms will be prevented from entering the food or feed supply.  (Reference: BQMS 7.2.3f and 7.2.4)

i. Describe who, when and how your organization verifies which environmental field release site to harvest?  

H. What is the process used to ensure volunteer monitoring of environmental field release sites and alleys/fallow zones/border rows, where applicable? (Reference: BQMS 7.2.3g and 4.2.4)

i. What records of volunteer monitoring activities are kept? 

ii. Describe how post-harvest land use restrictions are communicated, if applicable 

iii. Describe the specific frequency of volunteer monitoring 

iv. Describe how volunteers are devitalized/removed 

v. Describe how volunteer monitoring occurs prior to seed set
a) How are they transferred, by truck, by common carrier, hand carried…

b) How are they contained, box, bag, paint can, milk jug…

vi. Describe how volunteer monitoring occurs for trials that set seed.
I. Will another crop/species be planted in the field in subsequent seasons that can be readily differentiated from the regulated GE organism? [NOTE: There is no BQMS requirement for this question.]
5.4 Persistence in the Environment and Disposition
	Regulatory requirement per 7 CFR part 340.4 and/or USDA-APHIS-BRS User Guide for Permits
	“A detailed description of the proposed method of final disposition of the regulated article;” (7 CFR § 340.4(b)(14))
“The regulated article shall be maintained and disposed of (when necessary) in a manner so as to prevent the dissemination and establishment of plant pests. (7 CFR § 340.4(f)(1))

“Describe methods to be used to destroy or devitalize the regulated material after use (e.g., autoclaving, composting, chemical treatment), or how the regulated material will be returned to and maintained in a containment facility.  Termination of the field trial must occur on or before the expiration date of the permit unless the permit has been renewed, except for multiyear permits for perennial that are renewed before the permit expires.” (USDA APHIS-BRS User Guide for Permits)

	ePermits
	Design Protocol:

Confinement Protocols text box: “A detailed description of the proposed procedures, processes, and safeguards which will be used to prevent escape and dissemination of the regulated article at each of the intended destinations.”

Final Disposition text box: “If you are applying for an importation permit, an interstate movement permit, a release permit, or an interstate movement and release permit, you must provide the proposed method of final disposition of the regulated article.” 


NOTE: 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)
(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 no persist in the environment.  (Reference: BQMS 7.2.3)
A. How are harvested regulated GE organisms transferred to storage and/or further conditioning? (Reference: BQMS 7.2.4a)
i. Where with regard to storage location

ii. How with regard to method

B. How are harvested regulated GE organisms contained during transfer? (Reference: BQMS 7.2.4b)
C. How are harvested regulated GE organisms marked and labeled? (Reference: BQMS 7.2.4c)
D. Post-harvest, how is the identity of regulated GE organisms maintained while under use and/or conditioning? How so during transfer to another facility for further evaluation and/or use? [If applicable, provide a reference to Section 4.2 of this document (Reference: BQMS 7.2.4d and 7.2.4e)] 
E. How does your organization clean equipment used for conditioning, processing or evaluating harvested regulated GE organisms? (Reference: BQMS 7.2.4f) 
F. How are misidentified regulated GE organisms handled? (Reference: BQMS 7.2.4g) 
G. What post-harvest handling and transfer records do you keep? (Reference: BQMS 7.2.4 and 4.2.4) 
H. Post-harvest, how will the release site be identified and separated from other planting areas? [If applicable, provide a reference to Section 4.3 of this document.]
I. How are regulated GE organisms rendered nonviable when they are in the field?  List options, if available.  Records of the method used for devitalization and final disposition; and demonstrating that devitalization and final disposition occurred at the release site must be kept. (Reference: BQMS 7.2.5a and 4.2.4) 
i. How will remaining regulated GE organisms in the field after harvest be devitalized?  How long after harvest will the remaining material be devitalized?
ii. If there is reproductive material (viable material that would remain viable in the absence of human intervention, e.g., seeds, vegetative propagules, insects, inoculated plant material) remaining on the soil surface, what measures will be taken to ensure that they are not dispersed by wind, animal or other means?
iii. In the case of woody perennial species, how will the plants be devitalized? How will you ensure that any underground plant parts capable of reproduction are removed and likewise devitalized?
J. How are regulated GE organisms rendered nonviable when they are in storage and/or other means of containment? List options, if available.  A record of the method used for devitalization and final disposition must be kept. (Reference: BQMS 7.2.5b and 4.2.4)
K. How are harvested regulated GE organisms returned to and maintained in a contained facility, if applicable? (Reference: BQMS 7.2.5b and 4.2.4) 
L. How do your organization’s records demonstrate that field trials were terminated before the date of permit expiration? [NOTE: There is no BQMS requirement for this question.]
5.5 Volunteer Monitoring 
	Regulatory requirement per 7 CFR part 340.4 and/or USDA-APHIS-BRS User Guide for Permits
	“The regulated article shall be maintained and disposed of (when necessary) in a manner so as to prevent the dissemination and establishment of plant pests. (7 CFR § 340.4(f)(1))

“Describe methods to be used to destroy or devitalize the regulated material after use (e.g., autoclaving, composting, chemical treatment), or how the regulated material will be returned to and maintained in a contained facility.  Termination of the field trial must occur on or before the expiration date of the permit unless the permit has been renewed except for multiyear permits for perennial that are renewed before the permit expires.” (USDA APHIS-BRS User Guide for Permits)

	ePermits
	Design Protocols:

Final Disposition text box: “If you are applying for an importation permit, an interstate movement permit, a release permit, or an interstate movement and release permit, you must provide the proposed method of final disposition of the regulated article.”


(The name of the organization) will follow the following procedure to ensure the environmental release will be terminated to minimize the likelihood of volunteers in subsequent seasons (Reference: BQMS 7.2.3)
A. What methods will be used to minimize the likelihood of volunteers in subsequent seasons (e.g., disking, chemical treatment, etc.)? (Reference: BQMS 7.2.3g and 7.2.5a)
B. What will be the duration (when will it start and stop) and frequency of monitoring and removal of volunteer plants to ensure that the regulated GE organisms or their offspring will not persist in the environment? (Reference: BQMS 7.2.3g)
C. How will field and border areas be marked to identify the area for volunteer monitoring? (Reference: BQMS 7.2.3c and 7.2.3g)
D. How will seed dormancy affect the period of time needed to monitor for volunteers? (Reference: BQMS 7.2.3g.ii)
E. How will the field and border area be used in the following growing season (e.g., growing morphologically distinct plants, fallow zones, growing regulated plants, etc.)? (Reference: BQMS 7.2.3g.ii)
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