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Recombinant DNA (rDNA) Registration

Institutional Biosafety Committee 
Duke University

Instructions:

Investigators must use this form to register all rDNA research covered by the NIH Guidelines for Research Involving rDNA Molecules. The NIH Guidelines are available at <NIH Guidelines>. Registration is not required for rDNA research that is exempt from the NIH Guidelines.  
If your work involves the use of rDNA in human subjects, do NOT submit this form, but refer to https://irb.duhs.duke.edu/. 
This completed registration form must be submitted by Email to biosafety@duke.edu in Microsoft Word (*.doc) or Rich Text (*.rtf) format. DO NOT SUBMIT AS A PDF FILE. 
Section A.  Project Summary
Date:       

Project title:        
Principal investigator name and department:       
Duke Unique ID:  
Email:       
Telephone:  
Contact person:       

Email:       
Co-investigators:       
List buildings and room numbers for ALL locations where rDNA research will occur under this registration:

Laboratories:       
Shared resources (e.g., flow cytometry):       
Vertebrate animal housing:         
Other:       
Is this application an amendment to a previously approved rDNA registration? Indicate Yes or No by marking (X). If yes, provide original project title and registration number. 
· Yes
(   No

Registration #:      
Title:  
NOTE: If submitting an amendment, please use the latest approved registration document to make the changes. All changes should be highlighted. If you do not have a copy of the latest approved registration document, please contact OESO-Biological Safety Division at 919-684-8822 or biosafety@duke.edu to receive a copy. 

Project Summary (layman’s terms):

Provide a brief description (less than 100 words) of your project in laymen's terms (non-scientific), including the broad goals and potential benefits of the research.  
     
Project Summary (scientific):
Summarize the proposed work. Include all procedures to be conducted using rDNA materials (e.g., cloned in E. coli, transfected into human cells, sorted in flow cytometry, injected into animals).  If this application is an amendment, summarize the original project and clearly specify the additions or changes for this amendment.

     
Section B.  Description of Recombinant DNA (rDNA):
[Use this Section to describe your use of recombinant DNA. Please be sure to provide enough information to allow the Duke Institutional Biosafety Committee to assess the hazards potential risks to research staff or the community at large. If convenient, the information requested in this Section can be provided by attaching a table or spreadsheet (example table here) to your registration, and referring to the spreadsheet in your responses. For amendments, clarify what is new in comparison to the original protocol and remember to highlight the new work.]
1) List the recombinant gene inserts to be used. Please include the source species (mouse, human, bacterial species, etc.), and the function of the insert if known. Please mark by an * all inserts that may pose a specific hazard or risk. Include oncogenes, toxin genes, inhibitors of tumor suppression genes, other proteins that may alter the mammalian cell cycle, and RNA molecules used to inhibit gene expression.

2) Describe in detail the function and potential hazards from the gene inserts marked by * in Section B1. For inhibitory RNA molecules, discuss consequences of the loss of the targeted gene product and potential off-target effect.
     
3) List all vector/host systems to be used in the research (e.g., bacterial expression plasmid cloned in lab strains of E.coli, mammalian expression plasmid transfected into cell culture, replication-deficient adenovirus infecting mouse neurons):
     
4)  Will the research involve the use of antibiotic selection markers?  If yes, list the markers and the microbial agents used (e.g., kanamycin resistance marker in E. coli).
__(Yes        (No
     
5) List all cell lines to be used in the research, including the source species (Note that work with human or primate cell lines requires BSL2 containment.):
     
6) List all animals (vertebrate or invertebrate) or plants to be used in the research:
     
Section C. General Queries.
1) Will you conduct large-scale growth experiments in excess of 10 liters? If yes, explain:

(Yes
        (No

2) Does this research involve “the deliberate transfer of a drug resistance trait to microorganisms if such acquisition could compromise the ability to treat or manage disease agents in human and veterinary medicine, or agriculture?” If yes, explain:

(Yes
        (No

3) Are you working with genetic material coding for a vertebrate toxin as defined in the NIH Guidelines 
(See < FAQs on Toxin Experiments> for more details.)? If yes, explain:

(Yes
        (No
      
4) Does this work involve a Select Agent (see <Select Agent Web Site>)? If yes, explain:

(Yes
        (No
     
In reviewing registrations, the Duke IBC considers "dual use" potential, namely the potential for research projects with a beneficial purpose to provide knowledge, products or technologies that could be directly misapplied to pose a threat to public health and safety, agricultural crops and other plants, animals, the environment, or material. For a full discussion of this topic, consult < https://osp.od.nih.gov/biotechnology/dual-use-research-of-concern/>. Consider whether your research is reasonably anticipated to do any of the following based on current understanding:
· Enhance the harmful consequences of a biological agent or toxin.

· Disrupt immunity or the effectiveness of an immunization without clinical and/or agricultural justification.

· Confer to a biological agent or toxin, resistance to clinically and/or agriculturally useful prophylactic or therapeutic interventions against that agent or toxin or facilitate their ability to evade detection methodologies.

· Increase the stability, transmissibility, or the ability to disseminate a biological agent or toxin.

· Alter the host range or tropism of a biological agent or toxin.

· Enhance the susceptibility of a host population to the pathogenic consequences of an agent or toxin.

· Generate a novel pathogenic agent or toxin or reconstitute an eradicated or extinct biological agent.

· Provide other knowledge, products or technologies that could be directly misapplied to pose a threat to public health and safety, agricultural crops and other plants, animals, the environment, or material.
Comment on aspects of your research, if any, with potential for dual use. If not applicable, state “None”, “N/A” or “Not Applicable”.
     
Section D. Viral vectors. Complete this section ONLY if you are conducting work with a viral vector. The Duke IBC defines a viral vector as any rDNA molecule or molecules used to deliver nucleic acids to cells using viral proteins or their equivalents for cell entry. Examples of viral vectors include replication-deficient forms of adenoviruses and retroviruses.  
1) Describe in detail each viral vector to be used. Describe features of the viral vector, if any that are (1) intended to reduce the likelihood of a recombination event that would lead to a replication-competent vector (e.g., gene deletions, (2) expression of packaging genes on multiple plasmids, and (3) self-inactivating long terminal repeats). 

     
2) Describe the risks that would be associated with accidental human exposure to the viral vector, including the probability and consequences of (1) recombination events leading to restoration of a replication-competent virus, (2) expression of the gene insert product, and (3) integration of the viral vector into the host genome leading to insertional mutagenesis.
     
Section E. Recombinant DNA in animals or plants. Complete this section ONLY if you are working with rDNA in any animals (vertebrates or invertebrates) or plants, or with genetically-modified animals or plants (knockouts, transgenics, etc.).
1) List all species of plants or animals (vertebrate or invertebrate) that will be involved in the rDNA research, including genetically-modified plants or animals: 

     
2) Will attempts be made to insert recombinant DNA into the germ line in order to establish a genetically-modified animal or plant? If yes, explain:
(Yes
        (No
     
3) Will there be an attempt to cross-breed two or more genetically-modified animals or plants? If yes, explain:

(Yes          (No

     
4) Do these experiments involve the use of existing genetically-modified animals or plants? If yes, explain:

(Yes          (No

     
5) Where will the animals or plants be housed?
     
6) For vertebrate animals only, has the work been submitted to the IACUC for approval?
(Yes          (No

Section F. Biosafety Level(s)

1) Does the research include work with an agent in Risk Group 2, 3, or 4, as defined in the NIH Guidelines?  Do not list viral vectors from Section D or cell lines from Section B5.
(Yes          (No

If yes, please describe the risks associated with the agent briefly here and in detail in a biosafety SOP.
     
2) Indicate the biosafety level(s) to be used for each category of work included in this registration. If research will be conducted at multiple biosafety levels, identify the components of the work conducted at each level (e.g., BSL1: Plasmids in E. coli, BSL2: viral vector in mammalian cells, ABSL2: viral vector in mice.)

· See Section IV of <BMBL> and Appendix G of <NIH GUIDELINES> for laboratory biosafety levels (BSL1, BSL2, BSL3). 
· See Section V of <BMBL> for lab animal safety levels (ABSL1, ABSL2, ABSL3). 
· See Appendix M of <NIH GUIDELINES> for large animal containment (BL1-N, BL2-N, BL3-N). 

· See Appendix L of <NIH GUIDELINES> for green house plant containment levels (BL1-P, BL2-P, BL3-P). 
Work at BSL1:


     
Work at BSL2:


     
Work at ABSL1:


     
Work at ABSL2:


     
Work at other containment level (specify):


     
3) Will this work be conducted with specific enhancements of biosafety levels (e.g., BSL2 PLUS all open container work confined to a biological safety cabinet)? If yes, summarize here, and describe in safety SOP.

(Yes          (No

Summarize Enhancements:       
4) For all work at BSL2/3, ABSL2/3, BL2/3-N, or BL2/3-P, a biosafety SOP must be attached to this registration. See <Biosafety SOP template>. Is a biosafety SOP attached to this registration?

(Yes          (No

[Note:  At least 5 business days prior to dosing any vertebrate animal with rDNA handled at ABSL2/3, the laboratory must notify the Division of Laboratory Animal Research (DLAR) of the dosing schedule and send a copy of the biosafety SOP to the DLAR Senior Operations Manger and the Operations Manager of the animal facility where the work will occur.  Contact information is available <Duke Animal Care and Use Program>. The lab must receive an acknowledgement that the notification has been received by DLAR before the work can begin.]
Section G. Additional comments (optional).

Provide any additional information or clarifications that will assist the Duke Institutional Biosafety Committee in assessment of the hazards and potential risks to research staff or the community at large:

     
Section H.  Principal Investigator Assurances
Please mark each statement by (X). Contact the Occupational and Environmental Safety Office (OESO, 919-684-8822) for questions related to these assurance statements.

 FORMCHECKBOX 

NIH Guidelines compliance. I will comply with all requirements of the NIH Guidelines for Research Involving Recombinant DNA Molecules, available at <NIH GUIDELINES>.
 FORMCHECKBOX 

Complete rDNA registration. The information above regarding this project is accurate and complete. I will maintain IBC registration(s) that accurately describe my current rDNA research. I will amend my registration or submit a new registration prior to beginning any new rDNA research.

 FORMCHECKBOX 

Shipping and other compliance. I will comply with all federal transport regulations and NIH requirements pertaining to shipment and transfer of biohazardous and/or rDNA materials. I will comply with all CDC, OSHA, IBC, and other federal, state, local, and institutional regulations and policies relevant to this research.

 FORMCHECKBOX 

Facilities.  My laboratory has appropriate facilities, equipment, and work practices to conduct this work safely.
 FORMCHECKBOX 

Training. I will assure the adequate training of all personnel associated with this project, including the following online training (check all training that applies to this protocol):
 FORMCHECKBOX 
Lab Safety – General (all lab staff) 
 FORMCHECKBOX 
Biosafety Level 2 (all staff working at BL2)
 FORMCHECKBOX 
Laboratory-specific Standard Operating Procedures applicable to this project

 FORMCHECKBOX 
Bloodborne Pathogens (all staff handling human blood, body fluids, or cell lines)   
 FORMCHECKBOX 

Incident reporting. The NIH requires institutions to report incidents involving rDNA materials including loss, theft, release, or human exposure. Examples of reportable events include the escape of a transgenic mouse or a needlestick with a plasmid preparation. I will promptly report any loss, theft, release, or human exposure involving rDNA material to the Occupational and Environmental Safety Office (OESO, 684-8822).I will also immediately report any human exposure to rDNA to Employee Occupational Health and Wellness (EOHW, 684-8115).
 FORMCHECKBOX 

Responsible for all investigators and locations: I will be responsible for assuring compliance for all rDNA work conducted under this registration, including all investigators and locations listed in Section A.

__________________________________


Principal Investigator/Date

[This completed registration form must be submitted by Email to biosafety@duke.edu in Microsoft Word (*.doc) or Rich Text (*.rtf) format. DO NOT SUBMIT AS A PDF FILE. If the PI sends the form directly by Email, then the PI signature is not required. If the form is submitted by another person on behalf of the PI, please copy the PI on the email and mention that the protocol is being submitted on behalf of the PI.]
2

