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Biosafety Registration/NOI Attachment A
Recombinant DNA and Synthetic Nucleic Acid Molecules

Submit this form with the Biosafety Registration Form Notice of Intent to IBC@baylor.edu.

	PROJECT TITLE
	Click here to enter text.
	PRINCIPAL INVESTIGATOR
	Click here to enter text.


Indicate the experiment or manipulation of materials subject to the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines). For recombinant and synthetic nucleic acids, indicate the relevant Section of the Guidelines and the appropriate Biosafety Level (BSL) according to the NIH Guidelines, CDC/NIH Biosafety in Microbiological and Biomedical Laboratories (BMBL), and/or University policies. The University Biosafety Officer can assist researchers with this.

In the context of the NIH Guidelines, recombinant and synthetic nucleic acids are defined as: 
i. Molecules that:
a. Are constructed by joining nucleic acid molecules, and 
b. That can replicate in a living cell, i.e., recombinant nucleic acids;
ii. Nucleic acid molecules that are chemically or by other means synthesized or amplified, including those that are chemically or otherwise modified but can base pair with naturally occurring nucleic acid molecules, i.e., synthetic nucleic acids, or 
iii. Molecules that result from the replication of those described in (i) or (ii) above.
	NIH GUIDELINES

	1.
	☐
	Section III-A-1-a
	Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally. (Do not check for standard drug resistance, e.g., ampicillin into E. coli.) 

	2.
	☐
	Section III-B-1
	Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight. 

	3.
	☐
	Section III-B-2
	Experiments that have been approved as Major Actions under the NIH Guidelines. 

	4.
	☐
	Section III-D-1
	Experiments using Risk Group 2, 3, or 4, or restricted agents as host-vector systems. If applies, check subcategory: ☐ a ☐ b ☐ c ☐ d 

	5.
	☐
	Section III-D-2
	Experiments in which DNA from Risk Group 2, 3, or 4 agents or restricted organisms is cloned into nonpathogenic prokaryotic or lower eukaryotic host vector systems. 

	6.
	☐
	Section III-D-3
	Experiments involving the use of infectious DNA or RNA viruses, or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems. If applies, check subcategory: ☐ a ☐ b ☐ c ☐ d ☐ e 

	7.
	☐
	Section III-D-4
	Experiments involving whole animals in which the animal’s genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, or nucleic acids derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant or synthetic nucleic acid molecule-modified microorganisms tested on whole animals. If applies, check subcategory: ☐ a ☐ b ☐ c-1 ☐ c-2 

	8.
	☐
	Section III-D-5 or Section III-E-2
	Experiments involving whole plants. If applies, check subcategory:
Section III-D-5- ☐ a ☐ b ☐ c ☐ d ☐ e / Section III-E-2- ☐ a ☐ b-1 ☐ b-2 ☐ b-3 ☐ b-4 ☐ b-5

	9.
	☐
	Section III-D-6
	Experiments involving more than 10 liters of culture.

	10.
	☐
	Section III-D-7
	Experiments involving Influenza Viruses. If applies, check subcategory: ☐ a ☐ b ☐ c ☐ d

	11.
	☐
	Section III-E-1
	Experiments involving the formation of rDNA molecules containing no more than two-thirds of the genome of any eukaryotic virus (except RG3, 4 or restricted agents) when performed in tissue culture in the absence of helper virus.

	12.
	☐
	Section III-E-2
	See number 8 above.

	13.
	☐
	Section III-E-3
	Experiments involving transgenic rodents. This section covers experiments involving the generation of rodents in which the animal's genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, or nucleic acids derived therefrom, into the germ-line (transgenic rodents). 
☐ Check here is Section III-E-3-a applies: Experiments involving the breeding of certain BL1 transgenic rodents are exempt under Section III-F, Exempt Experiments (See Appendix C-VIII, Generation of BL1 Transgenic Rodents via Breeding). 

	14.
	☐
	Section III-F-1
	Those synthetic nucleic acids that:  (1) can neither replicate nor generate nucleic acids that can replicate in any living cell (e.g., oligonucleotides or other synthetic nucleic acids that do not contain an origin of replication or contain elements known to interact with either DNA or RNA polymerase), and (2) are not designed to integrate into DNA, and (3) do not produce a toxin that is lethal for vertebrates at an LD50 of less than 100 nanograms per kilogram body weight.  If a synthetic nucleic acid is deliberately transferred into one or more human research participants and meets the criteria of Section III-C, it is not exempt under this Section.

	15.
	☐
	Section III-F-2
	Those that are not in organisms, cells, or viruses and that have not been modified or manipulated (e.g., encapsulated into synthetic or natural vehicles) to render them capable of penetrating cellular membranes.

	16.
	☐
	Section III-F-3
	Those that consist solely of the exact recombinant or synthetic nucleic acid sequence from a single source that exists contemporaneously in nature.

	17.
	☐
	Section III-F-4
	Those that consist entirely of nucleic acids from a prokaryotic host, including its indigenous plasmids or viruses when propagated only in that host (or a closely related strain of the same species), or when transferred to another host by well-established physiological means.

	18.
	☐
	Section III-F-5
	Those that consist entirely of nucleic acids from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or a closely related strain of the same species).

	19.
	☐
	Section III-F-6
	Those that consist entirely of DNA segments from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent.  A list of such exchangers will be prepared and periodically revised by the NIH Director after appropriate notice and opportunity for public comment (see Section IV-C-1-b-(1)-(c), Major Actions).  See Appendices A-I through A-VI, Exemptions under Section III-F-6--Sublists of Natural Exchangers, for a list of natural exchangers that are exempt from the NIH Guidelines.

	20.
	☐
	Section III-F-7
	Those genomic DNA molecules that have acquired a transposable element, provided the transposable element does not contain any recombinant and/or synthetic DNA.

	21.
	☐
	Section III-F-8
	Those that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c), Major Actions), as determined by the NIH Director following appropriate notice and opportunity for public comment.  See Appendix C, Exemptions under Section III-F-8 for other classes of experiments which are exempt from the NIH Guidelines.

	22.
	☐
	Click here to enter text.
	Add the section(s) or appendices of NIH Guidelines that apply to your experiments if not listed. If applies, add the section/appendix number(s) in the column to the left and provide explanation: Click here to enter text.



	USE OR CREATION OF RECOMBINANT OR SYNTHETIC NUCLEIC ACID MOLECULES (recDNA)

	21.
	From what organism is the cloned recDNA derived? Please give scientific name and common name of the organism.
Click here to enter text.

	22.
	List the cloning and delivery vector(s) used. Detail the Risk Attenuation Phenotype (e.g. replication defective, helper virus, disarmed, K-12 derived, potential for reversion, etc.). **Reference any literature from commercially available vectors**

	
	Name (include the genus species if derived from plasmid/virus)
	Type (plasmid, phage, virus, etc.)
	Source (Vendor/Supplier/created in personal lab, etc.)
	Risk Attenuation Phenotype

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	23.
	If the cloned recDNA is from a pathogen, what is the Risk Group?
	☐ N/A  ☐ RG-1  ☐ RG-2  ☐ RG-3

	24.
	Specify the type of organism, species, strain, cell line, or cultivar receiving the recDNA.
Click here to enter text.

	25.
	What is the nature of the inserted recDNA (toxin gene, anonymous marker, kinase gene, oncogene, targeted gene editing tool, etc.)? 
Click here to enter text.

	26.
	Will a gene product be expressed from the cloned recDNA?
	☐ No  ☐ Yes

	27.
	Are you proposing to grow cultures of recombinant or synthetic recDNA of more than 10 liters in a single experiment?
	☐ No  ☐ Yes

	28.
	Will your activity involve the use of transgenic animals or plants?
If YES, fill out the appropriate attachment.
	☐ No  ☐ Yes



	GENE EDITING TECHNOLOGY

	Complete this section if you are using gene editing technology (CRISPR, TALENs, zinc fingers, etc.).

	29.
	Describe the editing system (CRISPR, TALENs, zinc fingers, etc.).
Click here to enter text.

	30.
	Indicate the organism to be edited. Indicate whether the work is restricted to cultures or if it will be done in whole animals or plants.
Click here to enter text.

	31.
	If editing whole animals or plants, will germline cells be targeted?
If yes, please address the potential to create a gene drive. Include safeguards to contain the gene drive, or safeguards to prevent creation of a gene drive.
Click here to enter text.
	☐ No  ☐ Yes

	32.
	How are the components (e.g. Cas9 and sgRNA) delivered? Common examples are plasmid transfection, viral vector, or nanoparticle delivery of purified components.
Click here to enter text.

	33.
	Are the components (e.g. Cas9 and sgRNA) encoded by the same DNA construct or by multiple constructs? Provide the construct information, such as plasmid maps.
Click here to enter text.

	34.
	Target gene function: Provide information on the genes that will be edited.

	
	Gene name
	Original gene function
	Nature of modification
	Anticipated impact on gene function

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	35.
	Is the targeting mechanism specific to animals, humans, or could it affect both?
Click here to enter text.

	36.
	What is known about off-target effects with the system components you are using?
Click here to enter text.

	37.
	Indicate steps to minimize off-target effects. Examples include but are not limited to use of specific CRISPR design tools, or modified endonucleases with enhanced specificity.
Click here to enter text.
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