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Appendix B: NIH REVIEW CATEGORY & SUBCATEGORY 
Check all the categories, subcategories and information that apply.
NIH Office of Science Policy Website:  https://osp.od.nih.gov/

Complete the table below and describe the materials and procedures involving recombinant or synthetic DNA.

Click here to enter text.

	CATEGORY
	OVERSIGHT BY
	INCLUDES/SUBCATEGORIES

	[bookmark: Check41]|_|  III-A
	NIH Director, RAC & IBC
	Studies that involve the deliberate transfer of drug resistance to microorganisms (not know to acquire the trait naturally) that can compromise the use of the drug to control the microorganism and its disease in humans, veterinary medicine or agriculture

	[bookmark: Check42]|_|  III-B
	NIH/OBA & IBC
	This category is limited to cloning of genes that encode for toxin molecules with LD-50<100 nanograms/kg body weight (e.g., botulinum, tetanus, diphtheria toxins).

	[bookmark: Check43]|_|  III-C
	RAC, IRB & IBC
	Transfer of recombinant or synthetic DNA, or DNA or RNA derived from recombinant DNA, into one or more human subjects.

	[bookmark: Check44]|_|  III-D
	IBC Approval before initiation
	[bookmark: Check45]|_|  D-1: Experiments using Risk Group 2. Risk Group 3, Risk Group 4 or restricted agents as host-vector systems.

[bookmark: Check46]|_|  D-2: Experiments in which nucleic acids from Risk Group 2, Risk Group 3, Risk Group 4 or restricted agents is cloned into non-pathogenic prokaryotic or lower eukaryotic host-vector systems.  For cloning toxin molecules with LD50 of less than 100 nanograms per kilogram body weight check section III-B above.  Section D-2 does not apply.

[bookmark: Check47]|_|  D-3: Experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of a helper virus in tissue culture systems.

Experiment is likely to enhance pathogenicity.         |_|Yes |_| No

Experiment extends the host range.        |_|Yes |_| No

[bookmark: Check48]|_|  D-4: Experiments involving whole animals in which the animal’s genome has been altered by stable introduction of r/sNA, or r/sNA derived there from, into the germ-line (transgenic animals) and experiments involving viable r r/sNA-modified microorganisms tested on whole animals.  For the latter, other than viruses which are only vertically transmitted, the experiments may not be conducted at BL1-N containment. A minimum containment of BL2 or BL2-N is required (see E-3 for BSL-1 transgenic rodent experiments).

Fraction of viral genome being utilized may lead to productive infection.
|_|Yes |_| No

Recombinant r/sNA: source is greater than 2/3 eukaryotic viral genome.

|_|Yes |_| No

[bookmark: Check49]|_|  D-5: Experiments involving the generation of transgenic plants or use of recombinant microorganisms or recombinant insects in plants.  (For cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight, see section III-B above.  Section D-5 does not apply.)

[bookmark: Check50]|_|  D-6: Experiments involving cultures of 10L increments or greater.

	|_| III-E
	IBC notified simultaneous with initiation
	[bookmark: Check51]|_|  E-1: Experiments involving less than 2/3 of a eukaryotic virus genome.  All viruses from a single family being considered identical.

Do cells contain helper viruses for family of viruses being used?  (If yes, see III-D3).
 |_|Yes |_| No

[bookmark: Check52]|_|  E-2: Experiments involving the generation of transgenic plants or use of recombinant microorganisms or recombinant insects in plants.  For those not described in III-A, III-B, III-C, III-D or III-F.

[bookmark: Check53]|_|  E-3: Experiments involving the generation of transgenic rodents for BSL-1 only (see III-D4 for experiments requiring BSL-2, 3 or 4).


	|_| III-F
	Exempt Experiments. DU policy requires Biosafety Approval Form Submittal
	[bookmark: Check54]|_|  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.

|_| 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.

|_| F-3: Those that consist solely of the exact recombinant or synthetic nucleic acid sequence from a single source that exists contemporaneously in nature.

|_| 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.

|_| 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).

|_| 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.

|_| 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.

|_| F-8: Those that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c))
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