	TRANSGENIC PLANT PROGRAM BIOSAFETY PLAN
	For EH&S use only
	Start date:                              

Expiration date:                     
     

	Application status:
	This project involves:
	First review date:
	     
	
	 FORMDROPDOWN 


	 FORMCHECKBOX 

	Initial submittal
	 FORMCHECKBOX 

	Biohazardous agents
	Second review date:
	     
	
	 FORMDROPDOWN 


	 FORMCHECKBOX 

	Renew PBP No.
	     
	
	 FORMCHECKBOX 

	Animal
	Third review date:
	     
	
	

	 FORMCHECKBOX 

	Terminated PBP No.
	     
	
	 FORMCHECKBOX 

	Plant
	Approval date:
	     
	
	

	
	
	
	 FORMCHECKBOX 

	Recombinant DNA
	
	
	
	

	
	
	
	 FORMCHECKBOX 

	USDA-regulated materials
	
	
	
	


	Program Title (PI): 
	

	


	Proposed Start Date:
	
	Proposed End Date:
	


	Principal Investigator:
	
	Title:
	

	Department:
	
	Building:
	
	Room:
	

	Phone:
	
	Fax:
	
	E-mail address:
	


	Co-investigator:
	     
	Title:
	     

	Department:
	     
	Building:
	     
	Room:
	     

	Phone:
	     
	Fax:
	     
	E-mail address:
	     


	Lab contact:
	
	Title:
	

	Department:
	
	Building:
	
	Room:
	

	Phone:
	
	Fax:
	
	E-mail address:
	


	The Program Biosafety Plan
The Program Biosafety Plan (PBP) is required of all principal investigators (PIs) utilizing transgenic plants, or transgenic plant-associated organisms (e.g., microbial or insect pathogens), in their research.  The PBP provides details that are relevant to biosafety concerns regarding a project’s transgenic organisms.  It also documents the protocols used by the PI’s group to insure control of transgenic materials, as required by OSU guidelines.  The PBP covers a period of four years.


	Principal Investigator’s Certification:
By signing below, I certify that I have read the following statements and agree that I and all listed participants will abide by those statements as well as all OSU policies and procedures governing the use of recombinant DNA, infectious agents and other biological materials as outlined in this application and in the OSU Biosafety Manual (link). In addition, I will:

· Ensure that listed personnel have received or will receive appropriate training in safe laboratory practices and procedures for this protocol before any work begins on this project, and will remain adequately trained thereafter;

· Inform EH&S (7-2273) and the occupational medicine physician (7-7566) of any biosafety-related accident or illness as soon as possible after its occurrence;

· Submit in writing a request for approval of any modifications to the study, facilities or procedures that are likely to have significant consequences for biosafety; and

· Adhere to OSU Biosafety guidelines referred to in this application, as well as comply with the requirements of the Biosafety Manual (link).


	Signatures:

	Principal investigator:
	
	Date:
	     

	Shared space principal investigator:
	
	Date:
	     

	Biosafety Officer *:
	
	Date:
	     


*Signature implies approval by the IBC (Institutional Biosafety Committee).

Part A: RECOMBINANT DNA CHECKLIST

	Please check Yes or No for EACH of the following statements; use No if the statement is NOT APPLICABLE.  The relevant section of the NIH Guidelines for Research Involving Recombinant DNA Molecules is referenced for each.

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	1. This project involves either inserting recombinant DNA or RNA into a plant to generate stable transformants, or using plants that have already been stably transformed.

	
	
	
	
	
	
	

	
	
	
	
	
	
	1a. The plant that is being, or was, transformed is:

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	On the Oregon Noxious Weed List (link), or can interbreed with such weeds in the immediate geographic area (III-E-2).

	
	
	
	
	
	
	

	
	
	
	
	
	
	1b. The DNA or RNA transformed, or to be transformed, into the plant:

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Is from a Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Infectious Agent (III-D-2).

	
	
	
	
	
	
	         NOTE: Agrobacterium tumefaciens and Escherichia coli are not in these groups.

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Is from a readily transmissible exotic pathogen with recognized potential for serious detrimental impact on managed or natural ecosystems (III-D-5-a, V-M).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Encodes molecules known to be toxic to vertebrates with an oral LD50 of <100 ng/ kg(body weight (III-D-5, III-B-1).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Represents the complete genome of a non-exotic infectious agent (III-E-2).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Represents more than two-thirds of the genome of any virus of a eukaryote (III-D-3, III-E-1).

	
	
	
	
	
	
	

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	2. This project involves either inserting recombinant DNA or RNA into a plant virus, a plant-associated microorganism, or a plant-associated small animal (e.g., an insect pathogen), or using viruses or organisms that have already been transformed.

	
	
	
	
	
	
	

	
	
	
	
	
	
	2a. The virus or organism that is being, or was, transformed is:

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	A Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Infectious Agent (III-D-1, III-D-3).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	An exotic infectious agent or microorganism (III-D-5, III-E-2).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	A non-exotic microorganism with recognized potential for serious detrimental impact on managed or natural ecosystems (III-E-2-b-(3), V-M).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	A readily transmissible infectious agent that has the potential of being a serious pathogen for major U.S. crops, and is in the presence of specific arthropod vectors (List – link) (III-D-5).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	A plant-associated small animal (III-E-2).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	A microorganism that is associated with a plant-associated small animal (III-D-5, III-E-2).

	
	
	
	
	
	
	

	
	
	
	
	
	
	2b. The DNA or RNA transformed, or to be transformed, into the plant virus:

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Will likely enhance its pathogenicity or extend its host range, under conditions that permit a productive infection (III-D-3).

	
	
	
	
	
	
	

	
	
	
	
	
	
	2c. The DNA or RNA transformed, or to be transformed, into the plant virus or plant-associated organism:

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Carries a drug resistance trait that is not known to occur naturally in the organism, and that could compromise the use of the drug to control disease agents (III-A-1).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Is from a Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Infectious Agent (III-D-1, III-D-3).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Is from a readily transmissible exotic pathogen that can damage the ecosystem (III-D-5).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Encodes molecules known to be toxic to vertebrates with an oral LD50 of <100 ng/ kg(body weight (III-D-5, III-B-1).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Represents the complete genome of a non-exotic infectious agent (III-E-2).

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Represents more than two-thirds of the genome of any eukaryotic virus (III-D-3, III-E-1).


If Yes is checked for statements 1 and/or 2 in above checklist, but not for any statements in 1a & b or 2a, b & c, the project can be carried out with BL1-P level containment.  

If Yes was checked for any of the above statements other than 1 or 2, the project is likely to be require BL2-P or higher containment.  

Please attach further explanation of biosafety considerations and BL1-P status as needed to aid the OSU Biosafety Officer in understanding choice of NIH biosafety level and overall program biosafety.  Check the Section of the NIH Guidelines referenced in each statement above as needed.  If BL2-P containment or higher is required, please consult the Biosafey Officer; a separate document explaining how full compliance with the NIH Guidelines will be met is required for approval of the project.

	BL1-P Containment
From the NIH Guidelines for Research Involving Recombinant DNA Molecules:

“BL1-P is designed to provide a moderate level of containment for experiments for which there is convincing biological evidence that precludes the possibility of survival, transfer, or dissemination of recombinant DNA into the environment, or in which there is no recognizable and predictable risk to the environment in the event of accidental release.  […]  BL1-P relies upon accepted scientific practices for conducting research in most ordinary greenhouse or growth chamber facilities and incorporates accepted procedures for good pest control and cultural practices. BL1-P facilities and procedures provide a modified and protected environment for the propagation of plants and microorganisms associated with the plants and a degree of containment that adequately controls the potential for release of biologically viable plants, plant parts, and microorganisms associated with them.”


This program has been determined to be a:

	 FORMCHECKBOX 

	
	BL1-P level program, based on the above checklist.

	 FORMCHECKBOX 

	
	BL1-P level program, based on attached explanation and checklist.

	 FORMCHECKBOX 

	
	BL2-P or higher level program.

	 FORMCHECKBOX 

	
	Program involves plant-made pharmaceutical or plant made industrial products (PMP/PMIP)


	Part B: CONTAINMENT PLAN for PROGRAM
	 FORMCHECKBOX 
 
	BL1-P
	 FORMCHECKBOX 
 
	PMP/PMIP
	 FORMCHECKBOX 
 
	BL2-P or higher


	Please include a program summary describing the research in such a way that a biological scientist in another field would understand it. Relate the research to the organisms in question, regarding:

· The experimental design and objectives of the research;

· The types of organisms used, and the classes of genes and traits affected by the experiments.

· Identify and discuss any genes and imparted traits that can significantly alter human or environmental toxicity, or ecological properties, of the transgenic plants in ways not possible via conventional breeding / natural genetic diversity.  

This information will help provide context for evaluation of the research program and risk assessment.  (Use box below or attach documents.  )

	


	Recipient List:

	Transgenic organisms, propagable structures, and facilities used: List each transgenic species used in the research project, and (to the right) the corresponding propagable structures (e.g., pollen, seeds), the type of facilities used for each species, and the containment strategy for each. Depending on the species, several lines may be needed to document propagable structures and facilities. (Alternatively, attach a table or spreadsheet with the same information.)



	Transgenic Organism

(and genotype, if relevant):
	Propagable Structures 

(e.g., pollen, seeds, roots):
	Type of Facilities Used 

(for growth, experiments, etc.):
	Containment Strategy

(brief description)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Gene List: 

	Recombinant genes, source, regulatory elements, and traits affected: List categories of genes or genetic modifications (with representative examples), or specific genes/genetic modifications transformed into recipient transgenic species, and (to the right) the corresponding DNA source of those recombinant genes, the DNA regulatory elements used to control gene expression, and the trait(s) affected in the recipient organism.  Categories can be based on genetic (e.g., gene family types) or functional (e.g., protein activity) or phenotype (e.g., affected traits). Genes that encode plant-made pharmaceuticals, industrial compounds, value-added proteins for human consumption, or are intended for phytoremeidation must be listed specifically.  The list should include all types of genes present in plasmid or other vectors used for gene transfer, whether transfer is intended or not.  Include genes used as experimental aids (e.g., selectable markers, reporter genes, prokaryotic antibiotic resistance genes).  Depending on the genes listed, several lines may be needed to document its associated regulatory elements and traits affected.  Because this Program Plan is active for three years, PIs are encouraged to incorporate information pertaining to any foreseeable experiments for that time period. (Alternatively, attach a table or spreadsheet with the same information.)



	Recombinant Gene/Encoded Protein

(Category/Example or Specific Gene):
	Source of DNA:
	Regulatory Element(s) 

(e.g., promoter)
	Trait(s) Affected:

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	BL1-P containment requires the following (NIH Guidelines, Appendix P, Sections P-II-A and P-III-A):

1. A Transgenic Organism Confinement and Disposal Plan for rendering the transgenic organisms biologically inactive, and OSU requires a justification of the methods employed in this plan;

2. Required Reading for Personnel, including protocols or guidelines pertaining to biosafety used to educate lab personnel, and an Acknowledgement Form to show that personnel have read the required document(s);

3. A Program for Associated Species to control undesired associated species (e.g., pests or pathogens), as well as appropriate precautions with regards to any motile macroorganisms used in experiments.

In addition, OSU requires:

4. A Release Mitigation Plan that instructs staff about what to do in case of accidental environmental release.

	BACKGROUND INFORMATION

1. Transgenic Organism Confinement and Disposal Plan

Confinement and disposal of transgenic plants, most importantly with respect to propagable structures, can be accomplished through an appropriate combination of methods, including, but not limited to, the following: 1) covering the reproductive structures to prevent pollen and seed dissemination; 2) use of male and/or female sterile strains; 3) removal of reproductive structures prior to flowering; 4) ensuring that transgenic plants flower at a time of year when cross-fertile plants are not available in the surrounding environment; 5) conducting experiments in a location where cross-fertile plants are not within the expected pollen dispersal range; 6) autoclaving any propagable structures (seeds, roots, tubers, etc.) that are not harvested and stored; and 7) a combination of methods, those listed above and others that are relevant.

Confinement must also be achieved during transport of biological materials within, to, and from OSU facilities; and during storage within those facilities.  This may include the use of sealed containers and/or secure placement within transporting vehicles.

In the plan, practices (e.g., appropriate separation distances) are needed to ensure that transgenic propagules, especially pollen, are unlikely to affect the genetic constitution of nearby greenhouse, field or wild materials, which might then be disposed of improperly, used unknowingly in field research or commercial propagation, or spread in the environment.

For methods suggested for the confinement and disposal of transgenic microorganisms and small animals, see the NIH Guidelines, Appendix P, Sections P-III-B and P-III-C)

Attach a document with a discussion and justification of the methods employed to confine and dispose of the propagable structures of the transgenic organisms in this project.



	2. Required Reading for Personnel 

Attach to this form the relevant documents, protocols and guidelines used for educating project personnel with regards to biological confinement.

A Training Acknowledgment Form is also required for each project, and should be attached to this form. This acknowledgment form will ensure that the relevant training has been carried out for all staff, students, visiting researchers, and contractors.  One copy should be signed and dated by each staff member working with the transgenic organisms, and kept on file by the PI.



	3. Program for Associated Species
Methods for controlling undesired species (e.g., weed, rodent, or arthropod pests and pathogens) appropriate to the transgenic organisms should be outlined.  These methods will be in accordance with applicable state and Federal laws.  Any special precautions taken with motile macroorganisms (e.g., housing of arthropods in cages) should be justified and discussed in detail. 


	4. Release Mitigation Plan

A release mitigation plan is also required for each project, and should be attached to this form.  This plan instructs staff about what to do in case of accidental environmental releases, including phone numbers of who to contact (e.g., facilities manager, OSU Biosafety Officer, USDA APHIS), and how rapidly reports must be made.  This should be posted in the laboratory and a copy provided to the facilities manager/s.


	FIELD PROJECTS

	Any projects involving field release for transgenic organisms should have appropriate precautions and protocols discussed in the Transgenic Organism Confinement and Disposal Plan.  In addition, field release requires documentation from USDA-APHIS.


	USDA–APHIS Notifications or Permits are required for field studies and other environmental releases with certain transgenic plants.  Note that although “plants or plant parts of Arabidopsis thaliana containing genetic material derived from a plant pest (http://www.aphis.usda.gov/brs/qamov.html)” (e.g., from an Agrobacterium tumefaciens-derived vector) do not require a Notification for interstate movement, they do require a Notification for environmental release.

If effective escape (i.e., release of sufficient size and viability to establish in the environment) from OSU facilities (e.g., greenhouses, laboratories) is deemed likely (e.g., via windows, doors, vents), then investigators should treat the experiments as through they were field studies.  This would require obtaining permission from USDA APHIS via either Notification or Permit (http://www.aphis.usda.gov/bbep/bp/).


USDA-APHIS Notification(s) or Permit(s):

	 FORMCHECKBOX 

	
	Will not be required for this project.

	 FORMCHECKBOX 

	
	May be required for this project in the future.  The PI will notify the EH&S Biosafety Officer if this change occurs.

	 FORMCHECKBOX 

	
	Will be required, and have been obtained.

	 FORMCHECKBOX 

	
	Will be required, have been applied for.


	APHIS Justification: Justify the decision to seek, or not to seek, USDA-APHIS Notification(s) or Permit(s).  (Alternatively, justification may be attached as a separate document.)

	


	APHIS Documention List: If applicable, give the obtained APHIS Permit and/or Notification number(s) and date(s). (Alternatively, justification may be attached as a separate spreadsheet.)

	     



ATTACHMENT CHECKLIST

Required:

	 FORMCHECKBOX 

	
	Transgenic Organism Confinement and Disposal Plan, including justification of methods

	 FORMCHECKBOX 

	
	Required Reading for Personnel, and Training Acknowledgment Form

	 FORMCHECKBOX 

	
	Release Mitigation Plan


If Applicable:

	 FORMCHECKBOX 

	
	Program for Associated Species

	 FORMCHECKBOX 

	
	Justification for BL1-P Containment 

	 FORMCHECKBOX 

	
	Recipient List 

	 FORMCHECKBOX 

	
	Gene List 

	 FORMCHECKBOX 

	
	APHIS Justification 

	 FORMCHECKBOX 

	
	APHIS Documentation List 

	
	
	

	 FORMCHECKBOX 

	
	BL2-P Justification and Plan, prepared in consultation with the Biosafety Officer  
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