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	Version Date: 
	Enter date when form is first completed or date when form is last updated 
	IBC Project #:
	Enter text
	Title of Project:
	Enter text
	Principal Investigator:
	Enter text
	Application Type:
	☐ Initial   ☐ De Novo  ☐ Amendment 



	A. AGENT CHARACTERISTICS

	1. What is the biological agent being used (species/strain)?  

Enter text


	2. What are the known virulence or pathogenic properties of this agent? 

Enter text


	3. Is the agent associated with any diseases in humans, animals, or plants?  ☐ No  ☐ Yes (specify below)

Enter text


	4. What is the environmental stability of the agent (e.g., survivability outside a host)? 

Enter text


	5. What is the recommended biosafety level for this agent under the conditions proposed in the study? 
(Select all that apply; include both laboratory (BSL) and animal (ABSL) levels if both are part of the study.)

☐ BSL-1  
☐ BSL-2  
☐ ABSL-1 (animal work)
☐ ABSL-2 (animal work)
☐ Not established / not listed

Source/Reference: Enter text




	B. TYPE OF MANIPULATIONS PLANNED

	1. Select all that apply and provide additional details as requested below.

	Biological Manipulations (affecting the agent/material itself)

	☐	Recombinant or synthetic nucleic acid construction (e.g., cloning, vector design, plasmid assembly)

	☐	Genetic modification using r/sNA techniques (e.g., transfection, transformation, CRISPR/Cas systems)

	☐	Use or generation of recombinant viral vectors (e.g., lentivirus, AAV, adenovirus)

	☐	Introduction of r/sNA into cells or organisms (e.g., electroporation, transduction)

	☐	Generation or use of transgenic organisms containing recombinant or synthetic nucleic acids

	☐	Use of synthetic nucleic acids (e.g., gene synthesis, oligonucleotide-based modifications)

	☐	Deliberate transfer of recombinant or synthetic nucleic acids between organisms

	☐	Other r/sNA-related manipulations (specify below)



Enter text

If any are selected, briefly describe the scope and purpose of these r/sNA manipulations:

Enter text

Do any of these manipulations involve or result in: (check all that apply)

☐ Increased virulence
☐ Altered host range
☐ Increased transmissibility
☐ Resistance to therapeutics or control measures
☐ None of the above

If any are selected above, describe:

Enter text




	C. SOURCE(S) OF NUCLEIC ACID SEQUENCES

	1. What is the organism of origin for the nucleic acid sequence(s)?

Enter text


	2. Are any sequences derived from humans, animals, pathogens, or select agents?  ☐ No  ☐ Yes (specify below)

Enter text


	3. Are any sequences classified as toxins or regulated by NIH or CDC?  ☐ No  ☐ Yes (specify below)

Enter text




	D. NATURE OF NUCLEIC ACID SEQUENCES

	1. What type of genetic element is being inserted? 

☐ Structural gene  ☐ Regulatory element  ☐ Oncogene  ☐ Virulence factor  ☐ Antibiotic resistance
☐ Other (specify below)

Enter text


	2. What is the known or predicted function of the sequence? 

Enter text


	3. Does the sequence encode for any protein that could affect biosafety (e.g., toxins)?  

☐ No  ☐ Yes (specify below)

Enter text




	E. HOSTS & VECTORS

	1. What host(s) will be used for expression or propagation?  

Enter text

For each host, indicate the source (e.g., commercial vendor, repository, collaborating lab, internal stock):
Note: Include the host name/identifier (e.g., strain, cell line designation) and any available catalog number or other identifying information.

Enter text


	2. Are the host organisms genetically modified or attenuated?  ☐ No  ☐ Yes (specify below)

Enter text


	3. What vector(s) will be used? (e.g., plasmids, viral vectors)

Enter text

For each vector, indicate the source (e.g., commercial vendor, repository, collaborating lab, constructed 
in-house):
Note: Include relevant identifiers where applicable (e.g., catalog number, plasmid ID, or repository number such as Addgene ID). For vectors constructed in-house, briefly describe the origin of the backbone and insert(s).

Enter text


	4. Are the vectors replication-competent?  ☐ No  ☐ Yes

Enter text


	5. Will helper systems or packaging cells be used?  ☐ No  ☐ Yes (specify below)

Enter text




	F. TRANSGENE EXPRESSION & PROTEIN FUNCTION

	1. Will you attempt to express a transgene in this project?  ☐ No  ☐ Yes (answer the questions below)


a) What is the source organism of the transgene (gene of interest)?
(e.g., human, mouse, virus, synthetic construct)

Enter text

b) What is the full name and function of the protein that will be produced by the transgene? 
(include known or predicted biological activity)

Enter text

c) Does the protein have any of the following properties? (select all that apply)

☐ Oncogenic potential
☐ Cytotoxicity
☐ Immunomodulatory activity
☐ Antimicrobial or antiviral function
☐ Enzymatic activity
☐ None of the above
☐ Other (specify below)

Enter text

d) Is the expressed protein known or suspected to affect cellular function or viability? 

☐ No  ☐ Yes (specify below)

Enter text

e) What is the intended purpose of expressing this transgene? 
(e.g., functional studies, overexpression, knock-in model, reporter assay)

Enter text

f) What expression system will be used? 
(e.g., plasmid-based, viral vector, inducible system)

Enter text

g) How will the transgene expression be controlled or regulated?
(e.g., constitutive promoter, tissue-specific promoter, inducible promoter)

Enter text

h) What organism(s) or cell line(s) will be used to express the transgene? 

Enter text

i) For each organism or cell line listed above, specify the source (e.g., commercial vendor, repository, collaborating lab, internal stock):
Note: Include the strain or cell line name and any available identifier (e.g., catalog number, strain ID, cell line designation)

Enter text

j) What biosafety precautions will be taken to manage potential risks associated with transgene expression? 

Enter text
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