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RECOMBINANT OR SYNTHETIC NUCLEIC ACID MOLECULES REGISTRATION DOCUMENT

Investigators may attach or link responses to the following questions where appropriate.
	
A. Principal Investigator (PI) and Study Information

	Name:

	Email:

	Department:

	Title of Project:

	Co-Investigators Responsible: 

	List and provide personnel training (e.g. CITI): 



	
B. Location of Research

	Building: 

	Room number: 



	
C. Specifics of Research

	Description of Project:

	The source(s) of nucleic acids:

	Nature of the inserted nucleic acid sequences (i.e. gene name or designation, antibiotic resistance marker, promoter region, etc.) and function/activity of the cloned insert or its product:


	List all microorganisms used in this project, including genus, species, and strain. Indicate each organism’s role, such as a source of genetic material, a cloning or propagation host, or a recipient of genetic modification. Identify any additional recipient cells or cell lines.


	Identify all vectors and methods used to introduce genetic material into recipient cells or organisms. 

	Will viral vectors be used? 
	☐Yes

	☐No


	If yes, identify the viral vector(s), intended recipient cells or organisms, host range/tropism, and whether the vector is replication competent or replication defective. For replication-defective vectors, describe the basis for that designation. Indicate whether vectors will be obtained from another source or produced in your laboratory, and whether helper viruses will be used: 



	Will this project use CRISPR/Cas systems (e.g., CRISPR/Cas9) or other genome-editing technologies?

	☐Yes
	☐No

	If yes, identify the genome-editing system, target gene(s) or genomic region(s), recipient cells or organisms, and delivery method. You may refer to the vector and delivery information provided above.



	Describe the intended genetic alterations or functional changes.

	Will this project involve gene transfer into human research participants?
	☐Yes

	☐No


	Will this rDNA be introduced into animals?
	☐Yes

	☐ No


	State species involved and IACUC approval # (if applicable):


	Explain the route of introduction into subjects: 


	Will this project use mammalian cells or cell lines?
	☐Yes
	☐ No

	Will this project use plant cells or plant tissue cultures?
	☐Yes
	☐ No

	If yes to either question, identify the species of origin and cell line or tissue type, and briefly describe its use in the project. You may refer to information provided above.



	Are transgenics generated in this research? 
	☐Yes

	☐ No


	If yes, identify the organism and species: 


	Will a deliberate attempt be made to obtain expression of a foreign gene? 

	☐Yes


	☐ No



	If yes, which protein(s)? 




	
D. Classification, Containment, and Safety Practices

	☐	III-A; Requires approval from both the NIH Director and the IBC before the work begins.

	☐	III-B; Requires approval from both the NIH Office of Science Policy (OSP) and the IBC before the work begins.

	☐	III-C; Human gene transfer research requiring IBC approval and all other applicable institutional and regulatory authorizations before the work begins.

	☐	III-D; Requires IBC approval before the work begins.

	☐	III-E; Requires notification to the IBC when the work begins.

	☐	III-F; Meets an exemption under the NIH Guidelines. Institutional registration requirements may still apply.

	☐	Unsure: IBC assistance requested to determine the appropriate classification.

	Biosafety level:
	☐ BSL-1
☐ BSL-2
	☐ ABL-1
☐ ABL-2
	☐ PBL-1
☐ PBL-2
	☐ IBL-1
☐ IBL-2

	Occupational health considerations: Describe any project-related medical surveillance, immunizations, or occupational health consultation recommended or required for participating personnel, including students or staff. Indicate “none identified” or “consultation requested,” as appropriate. Do not include individual medical information.


	Routine decontamination and waste disposal. How will surfaces, equipment, cultures, and contaminated waste be decontaminated and/or disposed of? 


	Spill, exposure, and incident response. Outline response procedures and reporting contacts. 


	Procedure-related risks and containment equipment. Identify activities with potential for aerosols, splashes, sharps injuries, or other exposures, and describe the controls used, including biological safety cabinets or other containment equipment.


	Personal protective equipment (PPE): Identify the PPE required for this project, including protective clothing, gloves, and eye/face protection, as applicable. Indicate which activities require additional or different PPE and describe those requirements. If respiratory protection is proposed, identify it.




[bookmark: _Hlt508528960]I certify that I understand the current NIH Guidelines and instructions and agree to comply with them. I also understand that this project will not be initiated until the University of Scranton Institutional Biosafety Committee awards approval.  I further agree to notify the committee of any significant change in this project.

	PI Signature:
	Date:




IBC Use Only
	Confirmed NIH category (______) and containment level (_________).      

	Notes: 

	Decision date: 
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