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Institutional Biosafety Committee Protocol Registration Form
Research Involving Recombinant or Synthetic Nucleic Acid Molecules
	Instructions: Complete this form for research activities involving recombinant or synthetic nucleic acid molecules, including plasmids, viral vectors, genetically modified cells or organisms, gene editing systems, and administration of these materials to whole animals. Work may not begin until the IBC has issued an approval or determination, when required.


Scope of This Form
This form is intended for institutional review under the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules. It does not include sections for plant work, work with Select Agents/Toxins, or DURC/PEPP, or activities that involve recombinant or synthetic nucleic acid molecule work greater than 10 liters because those activities are outside the current institutional scope. Any proposed work involving those areas must be discussed with the IBC Chair and the Environmental & Chemical Health Officer (ECHO) before planning or initiation. Additionally, any proposed work involving NIH Section III-A and III-B must first consult the IBC Chair and ECHO before planning or initiating. 
I. Basic Protocol Information
	IBC Protocol Number
	[To be assigned]

	Submission Type
	☐ New Application   ☐ Amendment   ☐ Renewal   ☐ Exemption Determination

	Project Title
	____________________________________________________________

	Principal Investigator
	____________________________________________________________

	Title
	____________________________________________________________

	Department/Program
	____________________________________________________________

	Email
	____________________________________________________________

	Phone
	____________________________________________________________

	Laboratory Location(s)
	____________________________________________________________

	Related IACUC Protocol Number, if applicable
	____________________________________________________________

	Related IRB Protocol Number, if applicable
	____________________________________________________________

	Funding Source(s)
	____________________________________________________________

	NIH Funding Involved?
	☐ Yes   ☐ No   ☐ Pending  

	NIH Award Number, if applicable
	____________________________________________________________


II. Project Personnel and Qualifications
List all personnel who will conduct or directly support the covered work. Add rows as needed.
	Name and Degree/Title
	Role in Project
	Procedures Performed
	Experience with Procedures
	Required Training Completed

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


III. Purpose and Methodology
Purpose and goals of the project: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
_____________________________________________________________________________________________
Plan of work, research methods, microbiological practices, and laboratory procedures: 
____________________________________________________________________________________________
_____________________________________________________________________________________________
_____________________________________________________________________________________________
Plain-language summary of the work (should be understood by someone with a general education): 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
_____________________________________________________________________________________________
IV. NIH Guidelines Applicability and Review Category
Check all that apply; if uncertain, check “Unsure”. The IBC will make the final NIH Guidelines determination. For more information, refer to the Section III Experiments Covered by the NIH Guidelines.
Section III-A - Experiments Requiring NIH Director Approval and IBC Approval Before Initiation
☐ Section III-A-1 - Deliberate Transfer of Drug Resistance to Microorganisms
This may apply when the work involves deliberately transferring drug resistance into a microorganism, if that resistance could compromise the ability to treat or control disease in humans, animals, or agriculture.
Example: Engineering a microorganism to become resistant to a clinically important antibiotic where that resistance could make infection treatment less effective.
Note: Any work potentially involving Section III-A must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Not sure - IBC to determine
Section III-B - Experiments Requiring NIH OSP and IBC Approval Before Initiation
☐ Section III-B-1 - Cloning of Highly Toxic Molecules
This may apply when the work involves cloning or using genes that encode highly toxic molecules.
Example: Cloning or expressing genes that encode highly potent toxins, such as botulinum toxin, tetanus toxin, or diphtheria toxin.
☐ Section III-B-2 - Experiments Previously Approved as Major Actions under the NIH Guidelines
This may apply when a proposed experiment is equivalent to an experiment that NIH previously approved as a Major Action under Section III-A-1-a.
Example: Proposing work that is substantially equivalent to a previously NIH Director-approved Major Action, where NIH OSP and the IBC must still review and approve the proposed work before initiation.
Note: Any work potentially involving Section III-B must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Not sure - IBC to determine
Section III-C - Experiments Involving Human Research Participants
☐ Section III-C-1 - Deliberate Transfer into Human Research Participants
This may apply when recombinant or synthetic nucleic acid molecules, or cells modified with recombinant or synthetic nucleic acid molecules, are deliberately transferred into human research participants.
Example: Administering a viral vector, plasmid, mRNA, genetically modified cells, or other recombinant/synthetic nucleic acid material to a human participant as part of a research study.
Note: Human participant work also requires review through the appropriate human subjects research/IRB process.
☐ Not sure - IBC to determine
Section III-D - Experiments Requiring IBC Approval Before Initiation
Check any subsection that may apply. Work in this category may not begin until IBC approval has been issued.
☐ Section III-D-1 - Experiments Using Human or Animal Pathogens as Host-Vector Systems
This may apply when recombinant or synthetic nucleic acid molecules are introduced into Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents.
Example: Genetically modifying an RG2 microorganism or viral system.
☐ Section III-D-2 - Experiments in Which DNA from Human or Animal Pathogens Is Cloned into Nonpathogenic Host-Vector Systems
This may apply when DNA from Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents is cloned into a nonpathogenic prokaryotic or lower eukaryotic host-vector system.
Example: Cloning a gene from an RG2 pathogen into a nonpathogenic laboratory strain for study or expression.
☐ Section III-D-3 - Experiments Involving Infectious or Defective DNA or RNA Viruses in Tissue Culture Systems
This may apply when infectious DNA or RNA viruses, or defective DNA or RNA viruses in the presence of helper virus, are used in tissue culture systems.
Example: Producing, packaging, or manipulating recombinant viral vectors in cultured cells, particularly when helper virus or helper functions are involved.
☐ Section III-D-4-a - Experiments Involving Whole Animals: Transfer of Recombinant or Synthetic Nucleic Acid Molecules to Nonhuman Animals
This may apply when recombinant or synthetic nucleic acid molecules, or DNA/RNA derived from them, are deliberately transferred into nonhuman vertebrate or invertebrate animals, provided the material does not contain more than two-thirds of a eukaryotic viral genome.
Example: Injecting replication-defective AAV, plasmid DNA, mRNA, CRISPR components, or genetically modified cells into mice, rats, fish, or other animals.
☐ Section III-D-4-b - Other Experiments Involving Whole Animals
This may apply to other whole-animal recombinant or synthetic nucleic acid experiments not covered by Section III-D-1 or III-D-4-a, where the appropriate containment must be determined by the IBC.
Example: Whole-animal work involving recombinant or synthetic nucleic acid materials where the vector, insert, animal model, or containment conditions require further IBC determination.
☐ Section III-D-4-c - Exceptions Under Section III-D-4
This may apply when certain animal activities are addressed elsewhere in the NIH Guidelines.
Example: Purchase or transfer of certain BSL1 transgenic rodents may be exempt under Section III-F / Appendix C-VII, while gene-drive-modified animals are covered under Section III-D-8.
☐ Section III-D-5 - Experiments Involving Whole Plants
This section applies to certain recombinant or synthetic nucleic acid work involving whole plants, plant-associated microorganisms, or insects used with plants.
Example: Genetically modifying plants or using recombinant microorganisms with plants.
Note: Plant work is outside the current institutional scope and must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Section III-D-6 - Experiments Involving More than 10 Liters of Culture
This may apply when organisms containing recombinant or synthetic nucleic acid molecules are grown or used in cultures greater than 10 liters.
Example: Scaling up recombinant microbial or cell culture work beyond 10 liters.
Note: Work greater than 10 liters is outside the current institutional scope and must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Section III-D-7 - Experiments Involving Influenza Viruses
This may apply to certain recombinant or synthetic nucleic acid experiments involving influenza viruses.
Example: Creating or modifying recombinant influenza virus constructs.
☐ Section III-D-8 - Experiments Involving Gene Drive Modified Organisms
This applies to experiments involving gene drive modified organisms generated by recombinant or synthetic nucleic acid molecules.
Example: Creating or using an organism with a gene drive system designed to increase inheritance of a genetic modification.
Note: Gene drive work is outside the current institutional scope and must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Not sure - IBC to determine
Section III-E - Experiments Requiring IBC Notice Simultaneous with Initiation
Some recombinant or synthetic nucleic acid activities fall under Section III-E when they are not included in Sections III-A, III-B, III-C, III-D, or III-F. These activities may generally be conducted at BSL1 containment, but a registration document must be filed with the IBC at the time the experiment is initiated. 
☐ Section III-E-1 - Formation of Recombinant or Synthetic Nucleic Acid Molecules Containing No More Than Two-Thirds of a Eukaryotic Viral Genome
This may apply when recombinant or synthetic nucleic acid molecules contain no more than two-thirds of the genome of any eukaryotic virus and are propagated or maintained in tissue culture cells that lack a helper system for the specific defective virus family being used.
Example: Maintaining or propagating defective viral genome fragments in tissue culture cells without a helper system, where each viral genome fragment is less than two-thirds of a eukaryotic viral genome.
Note: If a helper system is present, the work may instead require review under Section III-D-3.
☐ Section III-E-2 - Experiments Involving Whole Plants
This may apply to certain experiments involving recombinant or synthetic nucleic acid molecule-modified whole plants, or recombinant/synthetic nucleic acid molecule-modified organisms associated with whole plants, when the work does not fall under Sections III-A, III-B, III-D, or III-F.
Example: Certain BSL1-P plant experiments involving modified plants that are not noxious weeds and cannot interbreed with noxious weeds in the immediate geographic area.
Note: Plant work is outside the current institutional scope and must be discussed with the IBC Chair and ECHO before planning or initiation.
☐ Section III-E-3 - Experiments Involving Transgenic Rodents
This may apply to experiments involving the generation of rodents in which the animal genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, when the work only requires BSL1 containment.
Example: Generating a transgenic mouse or rat line under BSL1/ABSL-1 conditions, when no higher-risk vector, insert, pathogen, gene drive, or containment concern is involved.
Note: Purchase or transfer of certain BSL1 transgenic rodents may be exempt under Section III-F / Appendix C-VII. Generation or use of gene drive modified animals is covered under Section III-D-8 and requires at least BSL2/BSL2-N containment.
☐ Not sure - IBC to determine
Section III-F / Appendix C — Exempt Experiments
Some recombinant or synthetic nucleic acid activities may qualify as exempt under the NIH Guidelines. The PI should still provide enough information for the IBC Chair or designee to document the exemption determination.
☐ Section III-F-1 — Synthetic Nucleic Acids That Meet Exemption Criteria
This may apply to certain synthetic nucleic acids that are not designed to replicate, do not integrate, and do not produce a harmful product.
Example: Short synthetic oligonucleotides used for routine molecular biology work.
☐ Section III-F-2 — Nucleic Acids Not in Organisms, Cells, or Viruses
This may apply when recombinant or synthetic nucleic acid molecules are not contained in organisms, cells, or viruses and do not present a biosafety concern.
Example: Purified DNA fragments used only in nonliving analytical procedures.
☐ Section III-F-3 — Certain Natural DNA Segments
This may apply to certain nucleic acid molecules that consist entirely of DNA from a single non-chromosomal or viral source, under NIH-specified conditions.
Example: Work involving DNA from a single natural source where the material is not engineered in a way that increases biosafety risk.
☐ Section III-F-4 — Certain Host-Vector Systems
This may apply to NIH-recognized host-vector systems that are exempt when used under specified conditions.
Example: Routine cloning in approved nonpathogenic laboratory host-vector systems, such as E. coli K-12 with standard plasmids, when the insert does not increase biological risk.
☐ Section III-F-5 — Certain Recombinant or Synthetic Nucleic Acid Molecules That Cannot Replicate or Generate Infectious Material
This may apply when the material cannot replicate and cannot generate infectious forms.
Example: Non-replicating nucleic acid material used in a contained laboratory procedure.
☐ Section III-F-6 — Certain Purchase or Transfer of Transgenic Rodents
This may apply to certain low-risk BSL1 transgenic rodents purchased or transferred from another institution.
Example: Using a commercially available transgenic mouse or rat line under ABSL-1/BSL1 conditions, when no recombinant or synthetic nucleic acid material, viral vector, or genetically modified cells are administered to the animals.
☐ Appendix C — Other NIH-Specified Exemptions
This may apply to other activities specifically identified as exempt in Appendix C of the NIH Guidelines.
Example: Activities that meet an NIH-defined exemption category and do not involve higher-risk features requiring IBC approval.
V. Recombinant or Synthetic Nucleic Acid Materials
List each synthetic nucleic acid or recombinant/synthetic nucleic acid material that is subject to the NIH Guidelines. Add rows as needed.  
	Vector (plasmid, viral vector, ect.)
	Source/Vendor
	Organism Source
	Insert or Transgene
	Promoter/Regulatory Element
	Intended Function

	 
	 
	
	 
	 
	 

	 
	 
	
	 
	 
	 

	 
	 
	
	 
	 
	 

	 
	 
	
	 
	 
	 


Is expression intended to be transient? ☐ Yes   ☐ No   ☐ Not Applicable
Is expression intended to be stable and long-term? ☐ Yes   ☐ No   ☐ Not Applicable
VI. Insert/Gene Product and Host System Risk Assessment
Complete this section to help the IBC identify whether the insert, gene product, host system, or genetic modification may increase biosafety risk. Check all that apply. If an item is not applicable, leave it blank.
A. Commonly Used Insert or Gene Product Features
The following features are commonly used and do not automatically indicate increased biosafety risk; however, they help the IBC understand the work.
☐ Fluorescent reporter (e.g., GFP, mCherry)
☐ Biosensor
☐ Receptor or neuronal activity modulator
☐ Recombinase (e.g., Cre, Flp)
☐ Selectable marker used for cloning or expression
☐ Non-coding RNA, guide RNA, or regulatory RNA
☐ Other commonly used insert or gene product: ______________________________
☐ None of the above
B. Features That May Increase Biosafety Risk
Check any item that applies to the inserted sequence, gene product, host system, or genetic modification.
☐ Toxin or toxin subunit
☐ Oncogene, tumor suppressor, growth factor, or gene that may alter cell growth
☐ Hormone, cytokine, immune-modulating factor, or other biologically active signaling molecule
☐ Virulence factor, pathogenicity factor, or gene from a Risk Group 2 or higher agent
☐ Drug or antibiotic resistance that could compromise treatment in humans, animals, or agriculture
☐ Gene editing component (e.g., CRISPR/Cas, base editor, prime editor, TALEN, zinc-finger nuclease)
☐ Gene drive component
☐ Genetic change that may increase pathogenicity, transmissibility, host range, environmental persistence, toxicity, shedding, or treatment resistance
☐ Other potentially higher-risk biological activity: ______________________________
☐ None of the above
Explain any checked risk-enhancing features:
__________________________________________________________________________________________________________________________________________________________________________________________
C. Host Organism, Cells, or Biological Systems
List the host organism, cells, animals, or biological systems used with the recombinant or synthetic nucleic acid materials. Add rows as needed. 
	Host/Cell/Organism
	Species/Strain/Cell Line
	Genetically Modified? Explain modification using the checked boxes above (section A and B). 
	In Vitro (outside organism), In Vivo, or Both?

	 
	 
	 
 
	 

	 
	 
	 
 
	 

	 
	 
	 
 
	 


Is any organism pathogenic to humans, animals, or the environment? ☐ Yes   ☐ No   ☐ Not Applicable
VII. Viral Vector Information
Complete this section if viral vectors are used, purchased, stored, produced, packaged, purified, concentrated, modified, or administered.
☐ AAV
☐ Lentivirus
☐ Retrovirus
☐ Adenovirus
☐ Herpesvirus
☐ Vaccinia or poxvirus
☐ Other: ____________
	Vector name/construct ID
	_______________________________________________________

	Serotype or pseudotype
	_______________________________________________________

	Replication status
	☐ Replication-defective   ☐ Replication-competent   ☐ Conditionally replicating  

	Purchased ready-to-use from vendor?
	☐ Yes   ☐ No

	Vendor/catalog/order information
	_______________________________________________________

	Produced, packaged, purified, concentrated, or modified onsite?
	☐ Yes   ☐ No

	Helper virus used or present in final material?
	☐ Yes   ☐ No  

	Does final vector contain more than two-thirds of the genome of any eukaryotic virus?
	☐ Yes   ☐ No  

	Vector titer/concentration
	_______________________________________________________

	Total volume stored
	_______________________________________________________

	Maximum volume used per procedure
	_______________________________________________________

	Storage location and conditions
	_______________________________________________________

	Transport method between rooms/buildings
	_______________________________________________________


If produced or modified onsite, describe packaging cells, helper plasmids/functions, modification(s), and locations: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
VIII. Animal Work
Complete this section if vertebrate or non-vertebrate animals are involved.
	Animal species and strain/stock
	_______________________________________________________

	IACUC Status
	☐ Approved   ☐ Submitted/Pending   ☐ Not yet submitted   ☐ Not applicable

	Recombinant/Synthetic material administered, if applicable [include any gene inserts as well]
	_______________________________________________________

	Route of administration
	☐ Intracranial   ☐ IV   ☐ IP   ☐ SC   ☐ IM   ☐ Oral   ☐ Intranasal   ☐ Other


Does the work involve deliberate administration of recombinant or synthetic nucleic acid material, viral vectors, or genetically modified cells to whole animals? ☐ Yes   ☐ No   ☐ Not Applicable
Will animals be genetically modified or transgenic as part of this protocol? ☐ Yes   ☐ No   ☐ Not Applicable
Is vector shedding expected or possible? ☐ Yes   ☐ No   ☐ Not Applicable
If viral shedding is expected or possible, describe route, duration, and handling precautions: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
Describe bedding, carcass, and tissue disposal: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
IX. Human or Primate Materials / Human Participant Screening
Will human or non-human primate blood, bodily fluids, primary cells, tissues, or cell lines be used? ☐ Yes   ☐ No   ☐ Not Applicable
Will recombinant or synthetic nucleic acid material, viral vectors, or genetically modified cells be administered to human research participants? ☐ Yes   ☐ No   ☐ Not Applicable
If yes to either question, describe the materials, source, IRB protocol number if applicable, and any BBP/exposure controls: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
X. Facilities, Containment, and Work Practices
	Building/Room
	Activity Conducted
	Proposed Containment Level (BSL-1, BSL-2, ABSL-1, ABSL-2)
	Primary Engineering Control(s) Used 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 


Biosafety cabinet used? ☐ Yes   ☐ No   ☐ Not Applicable
Centrifugation involved? ☐ Yes   ☐ No   ☐ Not Applicable
Sharps used? ☐ Yes   ☐ No   ☐ Not Applicable
Aerosol-generating procedures involved? ☐ Yes   ☐ No   ☐ Not Applicable
Transport between rooms/buildings involved? ☐ Yes   ☐ No   ☐ Not Applicable
XI. Decontamination and Waste
	Decontamination agent(s) and contact time
	_______________________________________________________

	Surface/equipment decontamination procedure
	_______________________________________________________

	Liquid waste disposal method
	_______________________________________________________

	Solid waste disposal method
	_______________________________________________________

	Sharps disposal method
	_______________________________________________________


XII. Training Completion
	Name
	Training
	Date Completed

	
	☐ General and Lab Safety Training   
☐ CITI – NIH Recombinant DNA Guidelines   
☐ CITI – Initial Biosafety Training   
☐ CITI – Lab Chemical Safety
☐ Other: _______________
	

	
	☐ General and Lab Safety Training   
☐ CITI – NIH Recombinant DNA Guidelines   
☐ CITI – Initial Biosafety Training   
☐ CITI – Lab Chemical Safety
☐ Other: _______________
	

	
	☐ General and Lab Safety Training   
☐ CITI – NIH Recombinant DNA Guidelines   
☐ CITI – Initial Biosafety Training   
☐ CITI – Lab Chemical Safety
☐ Other: _______________
	

	
	☐ General and Lab Safety Training   
☐ CITI – NIH Recombinant DNA Guidelines   
☐ CITI – Initial Biosafety Training   
☐ CITI – Lab Chemical Safety
☐ Other: _______________
	

	
	☐ General and Lab Safety Training   
☐ CITI – NIH Recombinant DNA Guidelines   
☐ CITI – Initial Biosafety Training   
☐ CITI – Lab Chemical Safety
☐ Other: _______________
	


XIII. Principal Investigator Certification
1. The information provided in this registration is accurate to the best of my knowledge.
2. Work involving recombinant or synthetic nucleic acid molecules will not begin until IBC approval or an applicable determination is issued.
3. All personnel will complete required training before performing covered work.
4. The work will be conducted according to the approved protocol, assigned containment level, SOPs, and IBC conditions.
5. I will submit amendments before implementing changes that may affect biosafety or NIH Guidelines classification.
6. I will report spills, exposures, incidents, illnesses, or deviations promptly according to CMC procedures.
Principal Investigator Name: _________________________________________________________________
Signature: _________________________________________________________________
Date: _________________________________________________________________






IBC USE ONLY
A. IBC Administrative Review
	Protocol received date
	_______________________________________________________

	Review type
	☐ Convened meeting   ☐ Administrative pre-review   ☐ Exemption determination   ☐ Amendment   ☐ Renewal

	Reviewer(s)
	_______________________________________________________


B. Final NIH Guidelines Classification
☐ Section III-A
☐ Section III-B
☐ Section III-C
☐ Section III-D-1
☐ Section III-D-2
☐ Section III-D-3
☐ Section III-D-4-a
☐ Section III-D-4-b
☐ Section III-D-5
☐ Section III-D-6
☐ Section III-D-7
☐ Section III-D-8
☐ Section III-E
☐ Section III-F / Appendix C exemption
☐ Section Not subject to NIH Guidelines
Rationale for classification: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
C. IBC Risk Assessment and Required Conditions
Summary of biological risks: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
Assigned containment level and rationale: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
Required conditions of approval: 
_____________________________________________________________________________________________
_____________________________________________________________________________________________
D. IBC Determination
☐ Approved
☐ Approved with conditions
☐ Tabled pending additional information
☐ Disapproved
☐ Determined exempt
☐ Determined not subject to NIH Guidelines
	Meeting date
	_______________________________________________________

	Quorum present
	☐ Yes   ☐ No

	Vote
	For: ____   Against: ____   Abstain: ____   Recused: ____

	Conflicts of interest managed
	☐ Yes   ☐ No   ☐ Not applicable

	Approval effective date
	_______________________________________________________

	Expiration/renewal date
	_______________________________________________________

	IBC Chair or Designee Signature
	_______________________________________________________

	Date
	_______________________________________________________
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