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University of Wisconsin-La Crosse
Institutional Biosafety Committee (IBC)
Committee Meeting Minutes
Tuesday, September 15, 2026, at 1 p.m., 228 Graff Main Hall & Zoom

Members Present: 
S. Liu (IBC Coordinator); P. Schweiger (Chair); S. Colavito; W. Schwan; J. May; K. Fredricks, B. Bhattacharyya; D. Oldenburg; T. Osmundson
Members Absent: 
S. Grunwald (ad-hoc)
Other Attendees: 
A. Nowak (IBC Administrative Support) 
Called to order at:
1:00 pm by IBC Chair (P. Schweiger).
Motion to approve the minutes:
From the previous IBC meeting on April 13, 2026, by W. Schwan, seconded by S. Colavito (7 approved, 0 disapproved, 1 abstention). No discussion. J. May joined the meeting after this vote.
a. Chair Schweiger expressed thanks to the reviewers that allowed proposals to move quickly even during the summer.
b. One new protocol has been submitted for review and was approved via Full Committee Review between April 7, 2026, and September 9, 2026.
i. JM-26-06: John May, Basudeb Battacharya; Dan Grilley, Kelly Gorres, Franklin Greene, Todd Weaver
1. Protocol Title: ​ Recombinant Protein Purification and Characterization in Biochemistry Teaching Labs​
2. Includes: Recombinant Materials; Microorganisms/Viruses/Prions
3. Approval: Per NIH Guidelines (2024) III-D-2, III-E, III-F-8; BSL2; No special provisions
a. Rationale: Plasmid in BSL2 Salmonella; rDNA from BSL2 in BSL1 E. coli; Genes/proteins expressed/produced are not of high risk and are generally safe. Most expressions are done in standard BSL1 E. coli

c. One new protocol has been submitted for review and was approved via Designated Member Review between April 7, 2026, and September 9, 2026.
i. AG-27-01: Arthur Grupe II and Anne Galbraith
1. Protocol Title: ​Investigating Novel Antimicrobial Compounds For Select Fungi and Bacteria​
2. Includes: Microorganisms/Viruses/Prions
3. Approval: (no recombinant material); BSL2; No special provisions

d. One protocol has been submitted for modification, and was approved via Designated Member Review between April 7, 2026, and September 9, 2026.
i. ZT-24-10: Zachariah Tritz
1. Protocol Title: Interrogating MHC signaling in immortalized murine macrophages
2. Includes: Tissues/Cell Lines/Blood Products
3. Approval: (no recombinant materials); BSL2; No special provisions

e. Three protocols have been submitted for Three-Year Renewal/De Novo Registration, and were approved via Designated Member Review between April 7, 2026, and September 9, 2026.
i. PS-24-02: Paul Schweiger
1. Protocol Title: Display of amylases on the surface of Gluconobacter oxydans to enable starch utilization
2. Includes: Recombinant Materials; Microorganisms/Viruses/Prions
3. Approval: No major changes; Per NIH Guidelines (2024) III-D-2, III-F-8; BSL2; No special provisions
a. Rationale: rDNA from BSL2 in BSL1 E. coli; Genes/proteins expressed/produced are not of high risk and are generally safe. Expressions in BSL1 organisms

ii. PS-24-03: Paul Schweiger 
1. Protocol Title: Enhanced growth of Gluconobacter oxydans using homologous expression of gox1969 (bamB)
2. Includes: Recombinant Materials; Microorganisms/Viruses/Prions
3. Approval: No major changes; Per NIH Guidelines (2024) III-F-8; BSL2; No special provisions
a. Rationale: Genes/proteins expressed/produced are not of high risk and are generally safe. Expressions in BSL1 organisms

iii. JM-24-04: John May & Basudeb Bhattacharyya
1. Protocol Title: Structure and Function of DcrB, an Enterobacterial Copper Resistance Protein
2. Includes: Recombinant Materials; Microorganisms/Viruses/Prions
3. Approval: Per NIH Guidelines (2024) III-D-1(a), III-D-2(a), III-F-8; BSL2; No special provisions
a. Rationale: Plasmid in BSL2 Salmonella; rDNA from BSL2 in BSL1 E. coli; Genes/proteins expressed/produced are not of high risk and are generally safe. Most expressions are done in standard BSL1 E. coli

f. Committee reviewed the criteria for designated reviewer review – protocols with small modifications or updates and without major changes in risks or other factors can be reviewed this way. Major changes that push the proposal outside of the criteria for exempt status must be reviewed by entire committee.

g. Welcome to our new Community Member, Dr. Darby Oldenburg M.D. (Emplify)!

h. UWL has a new Environmental Health & Safety Associate Director, Patrick Thomas. All applicable IBC-related documents and materials will be updated with this new contact information as needed. 

i. The National Institutes of Health (NIH) has released a draft policy for ‘Research Involving Biohazards’ for public comment. Please feel free to review and comment on this document directly to NIH until October 19, 2026. Once this policy is in effect, UWL’s IBC will need to review and adhere to the published policy. 

j. Per Executive Order 14292, the federal government is issuing a new policy for Stopping High-Risk Life Sciences Research which focuses primarily on ‘dangerous gain of function’ and ‘international research of concern’. NIH is working to implement this new policy.  Once this policy has been implemented by NIH, UWL’s IBC will need to review and adhere to the published policy. 

2. New Business

a. Three-Year Renewal/De Novo Registration of Protocol (WS-24-05): Dr. William Schwan (Microbiology) has put forward their protocol, “The effects of pH and osmotic stress on Escherichia coli virulence,” for review.
i. The researcher overviewed their project.
ii. In Section IV, personnel should be listed; add PI’s name
iii. Approval with modifications and re-review via designated member review motioned by S. Colavito and seconded by T. Osmundson. Motion passed (8 approved, 0 disapproved, 0 abstentions). W. Schwan recused himself from the vote.

b. Modification of Current Protocol (WS-24-19): Dr. William Schwan (Microbiology) has put forward their protocol, “Characterization of the BrpR/BrpS LytTR regulatory system in Staphylococcus aureus,” for review.
i. The researcher overviewed their project.
ii. In Section IV, the committee noted that personnel were denoted only as “Graduate student.” While such notation may be necessary when personnel have not been hired or designated, the committee would ask that proposals specify exact personnel when names are available. PI’s name should be added to personnel list.
iii. Approval with modifications and re-review via designated member review motioned by S. Colavito and seconded by T. Osmundson. Motion passed (8 approved, 0 disapproved, 0 abstentions). W. Schwan recused himself from the vote.

c. New Protocol: Dr. Jaclyn Wisinski (Biology) has put forward their new teaching and research protocol, “Elucidation of Rap1b Signaling Pathways,” for review.
i. The researcher overviewed their project.
ii. The following modifications were requested: The PI must take the CITI Recombinant DNA course and attach a certificate of completion; provide more detail about the components of the genetic construct; change Risk Group of host to RG1 for the third gene in table III.A and designate all source organisms as RG1 in this table; change “Rap1b” to “Rap1b mutants”; in Section II.B.; designate which genes or gene fragments are being added to the lentivirus and E. coli; add Risk Group in section II.C..
iii. Approval with modifications and re-review via designated member review motioned by W. Schwan and seconded by S. Liu. Motion passed (8 approved, 0 disapproved, 0 abstained). S. Colavito and B. Bhattacharyya left before vote occurred. 

d. IBC Protocol Application Process & Language: It has been requested that individuals submitting to the IBC for new or modified protocols would be allowed to reference the applicable sections of the UWL Biosafety Manual within their applications, rather than reiterating duplicative statements.  Specifically, this request was made with the goal of streamlining the application process for investigators. Specific changes include:
i. In Section I(B), add a explanatory footnote for De Novo Registration/Renewal.
ii. In Section II(A), update last column to more meaningful label for clarity.
iii. In Section III(A), draft language that recommends standard safety protocols that reference the manual. 
iv. In Section III(A), specify that investigators should provide more detail on organisms (do not just include species, but also include strain, cell line name, genes, etc.) – reference tables from Section 2. Investigators should also provide more details on which rooms will be used for which organisms (e.g., is a higher-risk organism only being used in one room? If not, provide specifics on how will it be transported between rooms).

Meeting adjourned at 2:16 pm by P. Schweiger (IBC Chair). 
Meeting minutes recorded by T. Osmundson. & A. Nowak

IBC Protocol Checklist
PI Name(s): William Schwan
Protocol Title: The effects of pH and osmotic stress on Escherichia coli virulence (WS-24-05)
FCR Date Reviewed: 9/15/2026
Final Decision: Three-year Renewal/De Novo Registration approved by the committee with minor modifications via Designated Member Review by the IBC Coordinator and IBC Chair. Final revision of protocol approved on 9/24/2026.

	Checklist
	Select One:
	
	

	These Protocol Components are addressed:
	Included
	Requires Modification
	N/A

	Agent characteristics (e.g., virulence, pathogenicity, environmental stability)
	☒	☐	☐
	Types of manipulations planned
	☒	☐	☐
	Source(s) of nucleic sequences (e.g., species)
	☒	☐	☐
	Nature of the nucleic acid sequences (e.g., structural gene, oncogene)
	☒	☐	☐
	Host(s) and Vector(s) to be used
	☒	☐	☐
	If an attempt will be made to obtain expression of a transgene, and if so, the function of the protein that will be produced
	☐	☐	☒
	Other information is addressed:
	Included
	Requires Modification
	N/A

	PI is appropriately trained
	☒	☐	

	Laboratory staff is appropriately trained
	☒	☐	☐
	Biosafety level is clearly defined
	☒	☐	☐
	Any special provisions are clear
	☐	☐	☒


Approval per NIH Guidelines (2024) Section III: Choose at least one.
	Section III-A: Major Actions (pg. 16)
	

	☐	Section III-A-1-a: The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally. Requires NIH Director approval.

	Section III-B: Experiments that Require NIH OSP & IBC Approval Before Initiation (pg. 17)
	

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

	☐	Section III-B-2: Experiments that have been approved as an equivalent major actions under NIH Guidelines. Must be ruled  by NIH OSP.

	Section III-C: Experiments Involving Gene Transfer that Require IBC Approval Before Initiation (pg. 17)
	

	☐	Section III-C-1(1): Human gene transfer involving recombinant nucleic acid molecules, or DNA or RNA derived from recombinant nucleic acid molecules

	☐	Section III-C-1(2): Human gene transfer involving synthetic nucleic acid molecules, or DNA or RNA derived from synthetic nucleic acid molecules, that meet any one of these criteria – Contain more than 100 nucleotides; possess biological properties that enable introduction of stable genetic modification into the genome; have the potential to replicate in cell; or can be translated and transcribed.

	Section III-D: Experiments that Require IBC Approval Before Initiation (pg. 18)
	

	☒	Section D-III-1: Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as Host-Vector Systems
· Section D-III-1-a: Introduction of recombinant or synthetic nucleic acid molecules into Risk Group 2 agents, usually conducted at BL-2 containment.

	☒	Section D-III-2: Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is Cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector Systems
· Section D-III-2-a: DNA from Risk Group 2 or Risk Group 3 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment. Experiments in which DNA from Risk Group 4 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment after demonstration that only a totally and irreversibly defective fraction of the agent's genome is present in a given recombinant. In the absence of such a demonstration, BL4 containment shall be used. The IBC may approve the specific lowering of containment for particular experiments to BL1. Many experiments in this category are exempt from the NIH Guidelines.

	☐	Section D-III-3: Experiments involving the use of Infectious DNA or RNA Viruses or Defective DNA or RNA Viruses in the presence of a Helper System in Tissue Culture Systems
· Section D-III-3-a: Experiments involving the use of infectious or defective Risk Group 2 viruses in the presence of a helper system may be conducted at BL2.
· Section D-III-3-e: Experiments involving the use of infectious or defective viruses in the presence of a helper system which are not covered in Sections D-III-3-a through Sections D-III-3-d may be conducted at BL1.

	☐	Section D-III-4: Experiments involving Whole Animals (p.19)
· Section D-III-4-a: Recombinant or synthetic nucleic acid molecules, or DNA or RNA molecules derived therefrom, from any source except for greater than two-thirds of eukaryotic viral genome may be transferred to any non-human vertebrate or any invertebrate organism and propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study. Animals that contain sequences from viral vectors, which do not lead to transmissible infection either directly or indirectly as a result of complementation or recombination in animals, may be propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study. Experiments involving the introduction of other sequences from eukaryotic viral genomes into animals are covered under Section III-D-4-b, Experiments Involving Whole Animals. It is important that the investigator demonstrate that the fraction of the viral genome being utilized does not lead to productive infection. A U.S. Department of Agriculture permit is required for work with plant or animal pathogens.
· Section D-III-4-b: For experiments involving recombinant or synthetic nucleic acid molecules, or DNA or RNA derived therefrom, involving whole animals, including transgenic animals, and not covered by Section III-D-1, Experiments Using Human or Animal Pathogens (Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as Host-Vector Systems), or Section III-D-4-a, the appropriate containment shall be determined by the Institutional Biosafety Committee. Experiments involving gene drive modified animals generated by recombinant or synthetic nucleic acid molecules shall be conducted at a minimum of BL2 or BL2-N (see Section III-D-8).
· Section D-III-4-c: Exceptions under Section III-D-4, Experiments Involving Whole Animals
· Section D-III-4-c-(1): Experiments involving the generation of transgenic rodents that require BL1 containment are described under Section III-E-3, Experiments Involving Transgenic Rodents.
· Section D-III-4-c-(2): The purchase or transfer of transgenic rodents is exempt from the NIH Guidelines under Section III-F, Exempt Experiments (see Appendix C-VII, The Purchase or Transfer of Transgenic Rodents).
· Section D-III-4-c-(3): Experiments involving the generation or use of gene drive modified animals require a minimum of BL2 containment and are covered under III-D-8, Experiments Involving Gene Drive Modified Organisms.

	☐	Section D-III-5: Experiments involving Whole Plants (p.20)
· Section D-III-5-a: BL3-P (Plants) or BL2-P + biological containment is recommended for experiments involving most exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental impact on managed or natural ecosystems when recombinant or synthetic nucleic acid molecule techniques are associated with whole plants
· Section D-III-5-b: BL3-P or BL2-P + biological containment is recommended for experiments involving plants containing cloned genomes of readily transmissible exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental effects on managed or natural ecosystems in which there exists the possibility of reconstituting the complete and functional genome of the infectious agent by genomic complementation in planta.
· Section D-III-5-d: B L3-P containment is recommended for experiments involving sequences encoding potent vertebrate toxins introduced into plants or associated organisms. Recombinant or synthetic nucleic acid molecules containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of <100 nanograms per kilogram body weight fall under Section III-B-1, and require NIH OSP and IBC approval before initiation. 
· Section D-III-5-e: B L3-P or BL2-P + biological containment is recommended for experiments with microbial pathogens of insects or small animals associated with plants if the recombinant or synthetic nucleic acid molecule-modified organism has a recognized potential for serious detrimental impact on managed or natural ecosystems.

	☐	Section D-III-6: Experiments involving more than 10 Liters of Culture
· The appropriate containment will be decided by the IBC. Where appropriate, Appendix K, Physical Containment for Large Scale Uses of Organisms Containing Recombinant or Synthetic Recombinant or synthetic nucleic acid Molecules, shall be used. Appendix K describes containment conditions Good Large Scale Practice through BL3-Large Scale.

	☐	Section D-III-7: Experiments involving Influenza Viruses
· Experiments with influenza viruses generated by recombinant or synthetic methods (e.g., generation by reverse genetics of chimeric viruses with reassorted segments, introduction of specific mutations) shall be conducted at the biosafety level containment corresponding to the Risk Group of the virus that was the source of the majority of segments in the recombinant or synthetic virus (e.g., experiments with viruses containing a majority of segments from a RG3 virus shall be conducted at BL3). Experiments with influenza viruses containing genes or segments from 1918-1919 H1N1 (1918 H1N1), human H2N2 (1957-1968) and highly pathogenic avian influenza H5N1 strains within the Goose/Guangdong/96-like H5 lineage (HPAI H5N1), including, but not limited to, strains of HPAI H5N1 virus that are transmissible among mammals by respiratory droplets, as demonstrated in an appropriate animal model or clinically in humans (hereinafter referred to as mammalian-transmissible HPAI H5N1 virus), shall be conducted at BL3 enhanced containment (see Appendix G-II-C-5, Biosafety Level 3 Enhanced for Research Involving Risk Group 3 Influenza Viruses) unless indicated below.

	☐	Section D-III-8: Experiments Involving Gene Drive Modified Organisms
· Experiments involving gene drive modified organisms generated by recombinant or synthetic nucleic acid molecules shall be conducted at a minimum of Biosafety Level (BL) 2, BL2-N (Animals) or BL2-P (plant) containment.

	Section III-E: Experiments that Require IBC Notice Simultaneous to Initiation (pg. 22)
	

	☐	Section III-E-1: Experiments Involving the Formation of Recombinant or Synthetic Nucleic Acid Molecules Containing No More than Two Thirds of the Genome of any Eukaryotic Virus
· Recombinant or synthetic nucleic acid molecules containing no more than two-thirds of the genome of any eukaryotic virus (all viruses from a single Family being considered identical [see Section V-J, Footnotes and References of Sections I-IV]) may be propagated and maintained in cells in tissue culture using BL1 containment. For such experiments, it must be demonstrated that the cells lack a helper system for the specific Families of defective viruses being used. If a helper system is present, procedures specified under Section III-D-3, Experiments Involving the Use of Infectious Animal or Plant DNA or RNA Viruses or Defective Animal or Plant DNA or RNA Viruses in the Presence of a Helper System in Tissue Culture Systems, should be used. The DNA may contain fragments of the genome of viruses from more than one Family but each fragment shall be less than two-thirds of a genome.

	☐	Section III-E-2: Experiments Involving Whole Plants
· Section III-E-2-a: BL1-P is recommended for all experiments with recombinant or synthetic recombinant or synthetic nucleic acid molecule-containing plants and plant-associated microorganisms not covered in Section III-E-2-b or other sections of the NIH Guidelines. Examples of such experiments are those involving recombinant or synthetic nucleic acid molecule-modified plants that are not noxious weeds or that cannot interbreed with noxious weeds in the immediate geographic area, and experiments involving whole plants and recombinant or synthetic nucleic acid molecule-modified non-exotic (see Section V-M, Footnotes and References of Sections I-IV) microorganisms that have no recognized potential for rapid and widespread dissemination or for serious detrimental impact on managed or natural ecosystems (e.g., Rhizobium spp. and Agrobacterium spp.).
· Section III-E-2-b: BL2-P or BL1-P + biological containment is recommended for the following experiments:
· Section III-E-3-b-(1): Plants modified by recombinant or synthetic nucleic acid molecules that are noxious weeds or can interbreed with noxious weeds in the immediate geographic area.
· Section III-E-3-b-(2): Plants in which the introduced DNA represents the complete genome of a non-exotic infectious agent.
· Section III-E-3-b-(3): Plants associated with recombinant or synthetic nucleic acid molecule-modified non-exotic microorganisms that have a recognized potential for serious detrimental impact on managed or natural ecosystems.
· Section III-E-3-b-(4): Plants associated with recombinant or synthetic nucleic acid molecule-modified exotic microorganisms that have no recognized potential for serious detrimental impact on managed or natural ecosystems.
· Section III-E-3-b-(5): Experiments with recombinant or synthetic nucleic acid molecule-modified arthropods or small animals associated with plants, or with arthropods or small animals with recombinant or synthetic nucleic acid molecule-modified microorganisms associated with them if the recombinant or synthetic nucleic acid molecule-modified microorganisms have no recognized potential for serious detrimental impact on managed or natural ecosystems.

	☐	Section III-E-3: Experiments involving Transgenic Rodents
· Section III-E-3-a: Experiments involving the breeding of certain BL1 transgenic rodents are exempt under Section III-F, Exempt Experiments.

	Section F- Exempt Experiments (pg. 24)
	

	☐	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 introduce a stable genetic modification, 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

	☐	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.

	☐	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.

	☐	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.

	☐	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).

	☐	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.

	☐	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.

	☐	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.




*Checklist is based on the NIH Transparency Requirements for IBCs effective June 1, 2025. 































IBC Protocol Checklist
PI Name(s): William Schwan
Protocol Title: Characterization of the BrpR/BrpS LytTR regulatory system in Staphylococcus aureus (WS-24-19) 
Date Reviewed: 9/15/2026
Final Decision: Modification request approved by the committee with additional minor modifications to be addressed via Designated Member Review by the IBC Coordinator and IBC Chair. Final revision of protocol approved on 9/24/2026.

	Checklist
	Select One:
	
	

	These Protocol Components are addressed:
	Included
	Requires Modification
	N/A

	Agent characteristics (e.g., virulence, pathogenicity, environmental stability)
	☒	☐	☐
	Types of manipulations planned
	☒	☐	☐
	Source(s) of nucleic sequences (e.g., species)
	☒	☐	☐
	Nature of the nucleic acid sequences (e.g., structural gene, oncogene)
	☒	☐	☐
	Host(s) and Vector(s) to be used
	☒	☐	☐
	If an attempt will be made to obtain expression of a transgene, and if so, the function of the protein that will be produced
	☐	☐	☒
	Other information is addressed:
	Included
	Requires Modification
	N/A

	PI is appropriately trained
	☒	☐	

	Laboratory staff is appropriately trained
	☒	☐	☐
	Biosafety level is clearly defined
	☒	☐	☐
	Any special provisions are clear
	☐	☐	☒


Approval per NIH Guidelines (2024) Section III: Choose at least one.
	Section III-A: Major Actions (pg. 16)
	

	☐	Section III-A-1-a: The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally. Requires NIH Director approval.

	Section III-B: Experiments that Require NIH OSP & IBC Approval Before Initiation (pg. 17)
	

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

	☐	Section III-B-2: Experiments that have been approved as an equivalent major actions under NIH Guidelines. Must be ruled  by NIH OSP.

	Section III-C: Experiments Involving Gene Transfer that Require IBC Approval Before Initiation (pg. 17)
	

	☐	Section III-C-1(1): Human gene transfer involving recombinant nucleic acid molecules, or DNA or RNA derived from recombinant nucleic acid molecules

	☐	Section III-C-1(2): Human gene transfer involving synthetic nucleic acid molecules, or DNA or RNA derived from synthetic nucleic acid molecules, that meet any one of these criteria – Contain more than 100 nucleotides; possess biological properties that enable introduction of stable genetic modification into the genome; have the potential to replicate in cell; or can be translated and transcribed.

	Section III-D: Experiments that Require IBC Approval Before Initiation (pg. 18)
	

	☒	Section D-III-1: Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as Host-Vector Systems
· Section D-III-1-a: Introduction of recombinant or synthetic nucleic acid molecules into Risk Group 2 agents, usually conducted at BL-2 containment.

	☒	Section D-III-2: Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is Cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector Systems
· Section D-III-2-a: DNA from Risk Group 2 or Risk Group 3 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment. Experiments in which DNA from Risk Group 4 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment after demonstration that only a totally and irreversibly defective fraction of the agent's genome is present in a given recombinant. In the absence of such a demonstration, BL4 containment shall be used. The IBC may approve the specific lowering of containment for particular experiments to BL1. Many experiments in this category are exempt from the NIH Guidelines.

	☐	Section D-III-3: Experiments involving the use of Infectious DNA or RNA Viruses or Defective DNA or RNA Viruses in the presence of a Helper System in Tissue Culture Systems
· Section D-III-3-a: Experiments involving the use of infectious or defective Risk Group 2 viruses in the presence of a helper system may be conducted at BL2.
· Section D-III-3-e: Experiments involving the use of infectious or defective viruses in the presence of a helper system which are not covered in Sections D-III-3-a through Sections D-III-3-d may be conducted at BL1.

	☐	Section D-III-4: Experiments involving Whole Animals (p.19)
· Section D-III-4-a: Recombinant or synthetic nucleic acid molecules, or DNA or RNA molecules derived therefrom, from any source except for greater than two-thirds of eukaryotic viral genome may be transferred to any non-human vertebrate or any invertebrate organism and propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study. Animals that contain sequences from viral vectors, which do not lead to transmissible infection either directly or indirectly as a result of complementation or recombination in animals, may be propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study. Experiments involving the introduction of other sequences from eukaryotic viral genomes into animals are covered under Section III-D-4-b, Experiments Involving Whole Animals. It is important that the investigator demonstrate that the fraction of the viral genome being utilized does not lead to productive infection. A U.S. Department of Agriculture permit is required for work with plant or animal pathogens.
· Section D-III-4-b: For experiments involving recombinant or synthetic nucleic acid molecules, or DNA or RNA derived therefrom, involving whole animals, including transgenic animals, and not covered by Section III-D-1, Experiments Using Human or Animal Pathogens (Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as Host-Vector Systems), or Section III-D-4-a, the appropriate containment shall be determined by the Institutional Biosafety Committee. Experiments involving gene drive modified animals generated by recombinant or synthetic nucleic acid molecules shall be conducted at a minimum of BL2 or BL2-N (see Section III-D-8).
· Section D-III-4-c: Exceptions under Section III-D-4, Experiments Involving Whole Animals
· Section D-III-4-c-(1): Experiments involving the generation of transgenic rodents that require BL1 containment are described under Section III-E-3, Experiments Involving Transgenic Rodents.
· Section D-III-4-c-(2): The purchase or transfer of transgenic rodents is exempt from the NIH Guidelines under Section III-F, Exempt Experiments (see Appendix C-VII, The Purchase or Transfer of Transgenic Rodents).
· Section D-III-4-c-(3): Experiments involving the generation or use of gene drive modified animals require a minimum of BL2 containment and are covered under III-D-8, Experiments Involving Gene Drive Modified Organisms.

	☐	Section D-III-5: Experiments involving Whole Plants (p.20)
· Section D-III-5-a: BL3-P (Plants) or BL2-P + biological containment is recommended for experiments involving most exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental impact on managed or natural ecosystems when recombinant or synthetic nucleic acid molecule techniques are associated with whole plants
· Section D-III-5-b: BL3-P or BL2-P + biological containment is recommended for experiments involving plants containing cloned genomes of readily transmissible exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental effects on managed or natural ecosystems in which there exists the possibility of reconstituting the complete and functional genome of the infectious agent by genomic complementation in planta.
· Section D-III-5-d: B L3-P containment is recommended for experiments involving sequences encoding potent vertebrate toxins introduced into plants or associated organisms. Recombinant or synthetic nucleic acid molecules containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of <100 nanograms per kilogram body weight fall under Section III-B-1, and require NIH OSP and IBC approval before initiation. 
· Section D-III-5-e: B L3-P or BL2-P + biological containment is recommended for experiments with microbial pathogens of insects or small animals associated with plants if the recombinant or synthetic nucleic acid molecule-modified organism has a recognized potential for serious detrimental impact on managed or natural ecosystems.

	☐	Section D-III-6: Experiments involving more than 10 Liters of Culture
· The appropriate containment will be decided by the IBC. Where appropriate, Appendix K, Physical Containment for Large Scale Uses of Organisms Containing Recombinant or Synthetic Recombinant or synthetic nucleic acid Molecules, shall be used. Appendix K describes containment conditions Good Large Scale Practice through BL3-Large Scale.

	☐	Section D-III-7: Experiments involving Influenza Viruses
· Experiments with influenza viruses generated by recombinant or synthetic methods (e.g., generation by reverse genetics of chimeric viruses with reassorted segments, introduction of specific mutations) shall be conducted at the biosafety level containment corresponding to the Risk Group of the virus that was the source of the majority of segments in the recombinant or synthetic virus (e.g., experiments with viruses containing a majority of segments from a RG3 virus shall be conducted at BL3). Experiments with influenza viruses containing genes or segments from 1918-1919 H1N1 (1918 H1N1), human H2N2 (1957-1968) and highly pathogenic avian influenza H5N1 strains within the Goose/Guangdong/96-like H5 lineage (HPAI H5N1), including, but not limited to, strains of HPAI H5N1 virus that are transmissible among mammals by respiratory droplets, as demonstrated in an appropriate animal model or clinically in humans (hereinafter referred to as mammalian-transmissible HPAI H5N1 virus), shall be conducted at BL3 enhanced containment (see Appendix G-II-C-5, Biosafety Level 3 Enhanced for Research Involving Risk Group 3 Influenza Viruses) unless indicated below.

	☐	Section D-III-8: Experiments Involving Gene Drive Modified Organisms
· Experiments involving gene drive modified organisms generated by recombinant or synthetic nucleic acid molecules shall be conducted at a minimum of Biosafety Level (BL) 2, BL2-N (Animals) or BL2-P (plant) containment.

	Section III-E: Experiments that Require IBC Notice Simultaneous to Initiation (pg. 22)
	

	☐	Section III-E-1: Experiments Involving the Formation of Recombinant or Synthetic Nucleic Acid Molecules Containing No More than Two Thirds of the Genome of any Eukaryotic Virus
· Recombinant or synthetic nucleic acid molecules containing no more than two-thirds of the genome of any eukaryotic virus (all viruses from a single Family being considered identical [see Section V-J, Footnotes and References of Sections I-IV]) may be propagated and maintained in cells in tissue culture using BL1 containment. For such experiments, it must be demonstrated that the cells lack a helper system for the specific Families of defective viruses being used. If a helper system is present, procedures specified under Section III-D-3, Experiments Involving the Use of Infectious Animal or Plant DNA or RNA Viruses or Defective Animal or Plant DNA or RNA Viruses in the Presence of a Helper System in Tissue Culture Systems, should be used. The DNA may contain fragments of the genome of viruses from more than one Family but each fragment shall be less than two-thirds of a genome.

	☐	Section III-E-2: Experiments Involving Whole Plants
· Section III-E-2-a: BL1-P is recommended for all experiments with recombinant or synthetic recombinant or synthetic nucleic acid molecule-containing plants and plant-associated microorganisms not covered in Section III-E-2-b or other sections of the NIH Guidelines. Examples of such experiments are those involving recombinant or synthetic nucleic acid molecule-modified plants that are not noxious weeds or that cannot interbreed with noxious weeds in the immediate geographic area, and experiments involving whole plants and recombinant or synthetic nucleic acid molecule-modified non-exotic (see Section V-M, Footnotes and References of Sections I-IV) microorganisms that have no recognized potential for rapid and widespread dissemination or for serious detrimental impact on managed or natural ecosystems (e.g., Rhizobium spp. and Agrobacterium spp.).
· Section III-E-2-b: BL2-P or BL1-P + biological containment is recommended for the following experiments:
· Section III-E-3-b-(1): Plants modified by recombinant or synthetic nucleic acid molecules that are noxious weeds or can interbreed with noxious weeds in the immediate geographic area.
· Section III-E-3-b-(2): Plants in which the introduced DNA represents the complete genome of a non-exotic infectious agent.
· Section III-E-3-b-(3): Plants associated with recombinant or synthetic nucleic acid molecule-modified non-exotic microorganisms that have a recognized potential for serious detrimental impact on managed or natural ecosystems.
· Section III-E-3-b-(4): Plants associated with recombinant or synthetic nucleic acid molecule-modified exotic microorganisms that have no recognized potential for serious detrimental impact on managed or natural ecosystems.
· Section III-E-3-b-(5): Experiments with recombinant or synthetic nucleic acid molecule-modified arthropods or small animals associated with plants, or with arthropods or small animals with recombinant or synthetic nucleic acid molecule-modified microorganisms associated with them if the recombinant or synthetic nucleic acid molecule-modified microorganisms have no recognized potential for serious detrimental impact on managed or natural ecosystems.

	☐	Section III-E-3: Experiments involving Transgenic Rodents
· Section III-E-3-a: Experiments involving the breeding of certain BL1 transgenic rodents are exempt under Section III-F, Exempt Experiments.

	Section F- Exempt Experiments (pg. 24)
	

	☐	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 introduce a stable genetic modification, 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

	☐	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.

	☐	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.

	☐	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.

	☐	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).

	☐	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.

	☐	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.

	☐	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.




*Checklist is based on the NIH Transparency Requirements for IBCs effective June 1, 2025. 
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