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Registration of Research with Recombinant or Synthetic Nucleic Acid Molecules

http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.pdf


Please answer each question. Check all boxes either Yes or No and indicate Biosafety Level where appropriate

	Principal Investigator:
	
	Academic Title:

	     
	     

	Department:
	Division:

	     
	     

	Office Address:
	Lab Address:

	     
	     

	Office Phone:
	ORA Log #
	Project Start Date
	Project Duration:

	     
	     
	     
	     

	Project Title:

	     

	Granting Agency:

	     

	Name and Source of Materials:
	Strain, Genotype, Catalog Number, or CAS Number:

	     
	


Material Type:   FORMCHECKBOX 
 Toxin     FORMCHECKBOX 
 Pathogen      FORMCHECKBOX 
 Oncogenic Material   FORMCHECKBOX 
 Human Material    FORMCHECKBOX 
Other     
Repository:  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No      IF YES:  Freezer Serial Number:        Location:      
Specify gene sequence(s) to be inserted into the recombinant or synthetic nucleic acid:      
Specify function of gene insert:      
Will this project at any time involve shipping infectious materials over public thoroughfares?                                      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No

Is volume large scale, >10 liters culture?                                                                                                                                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No 

Reference your experiment from the NIH Research Involving Recombinant or Synthetic Nucleic Acid Molecule Guidelines (see appendix):  
HOST / ENVIRONMENT                                                                        BIOSAFETY LEVEL (BSL) IF YES
 E.Coli K12                                                                  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                                    BSL:  FORMDROPDOWN 
   

Other Bacteria                                                              FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                                    BSL:  FORMDROPDOWN 
   

 If Other, Please Specify:                              

Toxin Gene                                                                  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                                     BSL:  FORMDROPDOWN 
   

Drug Resistance Gene                                                 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                                     BSL:  FORMDROPDOWN 
  

Yeast / YAC                                                                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                                     BSL:  FORMDROPDOWN 
   

Virus Vector   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No      Virus vector Type    FORMDROPDOWN 
     Other (if not in list)                            BSL:  FORMDROPDOWN 
   

 If viral vector will be used:  

Is it more than 2/3 of the viral genome:                                               FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No        Replication competent viral vector:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No

Is a helper virus, packaging system, or complementary cell used:   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No         Defective viral vector:                         FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No           

WILL THE PROJECT INVOLVE TISSUE CULTURE CELL S                                      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No         

IF YES WILL TISSUE CULTURE CELLS BE EXPOSED TO:
 Recombinant or synthetic DNA/plasmids                     FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                             BSL:  FORMDROPDOWN 
   

Segment of Virus                                                            FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                             BSL:  FORMDROPDOWN 
   

Viral Vector                                                                    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                             BSL:  FORMDROPDOWN 
   

Specify cell line and species of origin:                         

INTACT LAB ANIMAL SPECIES                                                                                   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No    


IF YES:                    

Species:          IACUC Protocol Number:        Approval Date:      
Transgenic                            FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                   SCID/Nude                           FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                        
WILL ANIMALS  BE EXPOSED TO:
Recombinant or Synthetic DNA/Plasmid      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                            ABSL:  FORMDROPDOWN 
   

Virus Vector                                                   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                           ABSL:  FORMDROPDOWN 
   

Can the material be shed from animals that have been exposed                                                        FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No
Specify how animals will be exposed to the material:      
What concentration will animals be exposed to:               

HUMAN SUBJECT RECIPIENT:                                                                                    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No         
 

IF YES:

IRB Protocol Number:                                                             Approval Date:      
WILL HUMANS  BE EXPOSED TO:
Recombinant or Synthetic DNA/Plasmid                 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                          BSL:  FORMDROPDOWN 
         
Virus Vector                                                   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                          BSL:  FORMDROPDOWN 
          

PLANTS   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                        INSECTS    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                  FIELD RELEASE    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                        

DUAL USE:  PI’s are required to determine if the research produces or is reasonably anticipated to produce one or more of the experimental effects listed below:

Enhances the harmful consequences of the agent or toxin                                                                                                                    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No

Disrupts immunity or the effectiveness of an immunization against the agent or toxin without clinical or agricultural justification  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No                                                             

Confers to the agent or toxin resistance to clinically and/or agriculturally useful prophylactic or therapeutic interventions against

 that agent or toxin or facilitates their ability to evade detection methodologies                                                                                  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No

Increase the stability, transmissibility, or the ability to disseminate the agent or toxin                                                                        FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No

Alters the host range or tropism of the agent or toxin                                                                                                                           FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No

Enhances the susceptibility of a host population to the agent or toxin                                                                                                  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No

Generates or reconstitutes an eradicated or extinct listed agent or toxin                                                                                               FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No

If any boxes are checked Yes under Dual Use, please provide a detailed explanation below:

     
Note: If there is a change in research with respect to the applicability of any of the any of the dual use experimental effects, the PI should resubmit this form with a revised assessment.

Describe the Principal Investigator’s experience relative to the material being used:       

List All Personnel involved in the project who may come into contact with recombinant or synthetic nucleic acid materials:  Attach additional sheets as necessary.

	Name:
	Job Title: Also Provide # years of experience. Biosafety training is required if there is less than one year of experience
	Biosafety Training Req.

	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 




PROTOCOL SUMMARY AND BIOSAFETY PRACTICES: 

1)  Provide a detailed description, in non-technical terms, of the nature and purpose of research.


 

2) If using any vectors, include name, source (indicate if your lab will have any part in vector preparation prior to use), key features identify marker genes and foreign inserts.   If the vector is replication deficient describe why it is considered replication deficient.  Please attach a VECTOR MAP do not attach gene sequences.

       
3) Describe the procedures and techniques to be employed in the project.  If procedures will be carried out in an area other than the PI’s laboratory listed on page one please list locations where procedures will take place.

                     
4) Provide an assessment of risks to personnel working with the material

                      
5) Describe SPECIFIC practices, equipment, and facilities that will be used to protect personnel from exposures to the material.
     
6) Describe SPECIFIC methods of inactivation or disposal of the agent or contaminated materials.  If animals will be exposed to the material please include methods to decontaminate/dispose of animal contact items, bedding and carcasses. 
              
7) Describe SPECIFIC methods that will be used for spill cleanup.  Note:  Spills resulting in release or accidents must be reported to EHS in compliance with the NIH Guidelines.
     
The registration form (summary and attachments) must provide sufficient detail for the Institutional Biosafety Committee to understand and evaluate recombinant or synthetic DNA components of the project in order to review the registration.  Submissions that lack detail or are illegible will be deferred from action and returned for revision and resubmission.  The project registration must be updated annually, and must include any changes to the project/personnel.   Major changes to the project require submission of a new registration form.  Incomplete registration forms will be returned to the researcher.

As Principal Investigator, I accept responsibility for the safe conduct of work with this material in compliance with all applicable regulations.  I will ensure that all personnel receive training in regard to proper safety practices and personal protective equipment

Principal Investigator:                                                    Date:         

 ** Co-Signature:                                                             Date:                                       

**Post-doctoral fellows, research associates and instructors require co-signature of Department Chair

Send an electronic copy to nymc_biosafety@nymc.edu   or a hard copy to Biosafety Officer EH&S 231

Vosburgh Pavilion Phone: 914-594-3668 Fax: 914-594-3665
                                                                   APPENDIX

Summary of NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules 

The summarized categories below are extracted from the NIH Guidelines, the full text of which is available at the
 hyperlink http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.pdf.  Guidelines for Research involving 
Recombinant or Synthetic Nucleic Molecules are intended to prevent an accidental release of recombinant or 
synthetic nucleic acid material into the environment and ensure safe work practices in the conduct of research. This
 is an attempt to summarize the NIH Guidelines into a convenient format without altering the original intent.  It is 
possible for a given project to be simultaneously classified under more than one of the sections below. If it falls under 
III-A, III-B, or III-C and another section, follow the rules for III-A, III-B, or III-C. If the project falls under III-F 
and either III-D or III-E, then it is exempt from these guidelines. The Principal Investigator is responsible for 
determining what section of the NIH Guidelines covers his/her experiment.  This information must be referenced on
 the IBC registration.

	  Section III-A
	Major Actions.  Experiments Requiring IBC Approval, RAC Review, and NIH Director
 Approval Before Initiation

 Example: Cloning a gene for tetracycline resistance into Chlamydia trachomatis

	   III-A-1-a
	Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if the acquisition could compromise the ability to control disease agents in humans, veterinary medicine, or agriculture, will be reviewed by the RAC.

	  Section  III-B
	Experiments Requiring  NIH/OBA and IBC Approval Before Initiation 

Examples: Botulinum toxins, tetanus toxin, diphtheria toxin, and Shigella dysenteriae neurotoxin

	  III-B-1
	  Cloning of Toxin Molecules with LD50  < 100 ng/kg 

	  III-B-2              
	Experiments that have been previously approved as Major Actions under NIH guidelines. See Appendix D in the Guidelines for a list of previously approved experiments.

	  Section III-C
	Experiments Requiring IBC Registration, IRB Approval, and RAC Review Before Research
 Participant Enrollment. 

Examples: In vivo human gene therapy and an adenoviral mediated gene transfer experiment

	III-C-1
	1.  Deliberate transfer of recombinant nucleic acid molecules, or DNA or RNA derived from                                                                                                                                                                                               recombinant nucleic acid molecules into human research subjects, OR

2.  Deliberate transfer of synthetic nucleic acid molecules, or DNA or RNA derived from synthetic    nucleic acid molecules into human research subjects that meet any one of the following criteria:

a. Contain more than 100 nucleotides
b. Possess biological properties that enable integration into the genome
c. Have the potential to replicate in a cell
d. Can be translated or transcribed

	Section III-D
	Experiments Requiring IBC Registration and Approval Before Initiation

	III-D-1               
	Experiments Using Risk Group 2, Risk Group 3, Risk Group 4, or restricted Agents as Host-

Vector Systems 

Examples: Adenoviral vectors and lentiviral vectors

	III-D-1-a
	Introduction of recombinant or synthetic nucleic acid molecules into Risk Group 2 agents, will usually be conducted at BSL-2 or ABSL-2

	III-D-1-b
	Introduction of recombinant or synthetic nucleic acid molecules into Risk Group 3 agents, will usually be conducted at BSL-3 or ABSL-3

	III-D-1-c
	Introduction of recombinant or synthetic nucleic acid molecules into Risk Group 4 agents shall be       conducted at BSL-4 or ABSL-4

	III-D-1-d
	Introduction of recombinant or synthetic nucleic acid molecules into restricted agents shall be conducted at containment conditions that are set by NIH/OBA. 

	III-D-2                
	Experiments in Which DNA From Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is Cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector Systems.

Example: Using gene inserts from a pathogenic microorganism

	III-D-2-a
	DNA from Risk Group 2 or 3 agents transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed at BSL-2. DNA from Risk Group 4 transferred into nonpathogenic or lower eukaryotes may be performed at BSL-2 after demonstration that a totally and irreversibly defective fraction of the genome is present in a given recombination. The IBC can approve lowering containment to BSL-1 for certain experiments. Many experiments in this category are exempt from the NIH Guidelines (see Section III-F).

	III-D-2-b
	DNA from restricted agents transferred into nonpathogenic prokaryotes or lower eukaryotes is conducted at containment conditions determined by NIH/OBA following a case review.

	III-D-3             
	Experiments Involving the Use of Infectious DNA or RNA Viruses or Defective DNA or RNA Viruses in the Presence of Helper Virus in Tissue Culture Systems

Example: Helper virus is used to enhance the pathogenicity of viral vectors in tissue cultures

	III-D-3-a
	Infectious or defective (defective eukaryotic viruses contain less than 2/3 of the genome) Risk Group 2 viruses in the presence of helper virus may be conducted at BSL-2.

	III-D-3-b.
	Infectious or defective Risk Group 3 viruses in the presence of helper virus may be conducted at

BSL-3.

	III-D-c.               
	Infectious or defective Risk Group 4 viruses in the presence of helper virus may be conducted at BSL-4.

	III-D-3-d
	Containment conditions for experiments involving infectious or defective restricted poxviruses in the presence of helper virus shall be determined by NIH/OBA review.

	III-D-3-e.
	Experiments involving infectious or defective viruses in the presence of helper virus not covered in Section III-D-3 above may be conducted at BSL-1.  

	III-D-4               
	Experiments involving Whole Animals

  Whole animals in which the genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, or nucleic acids derived therefrom, into the germ-line and experiments involving viable recombinant or synthetic nucleic acid molecule-modified microorganisms tested on whole animals

Example: Generation of transgenic animals (other than rodents that can be housed at BSL-1)

	III-D-4-a.
	Recombinant or Synthetic Nucleic Acids or DNA or RNA molecules derived therefrom, except greater than two-thirds of eukaryotic viral genome, may be transferred to any non-human vertebrate or an invertebrate organism and propagated at BSL-1 or ABSL-1. Animals with 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 done at BSL-1 or ABSL-1. 

	III-D-4-b
	Recombinant or synthetic nucleic acid molecules, or DNA or RNA molecules derived therefrom, not covered in Section III-D-1 or Section III-D-4-a, the containment is determined by the IBC.

	III-D-5                  
	Experiments involving Whole Plants 

Experiments to genetically engineer plants by recombinant or synthetic nucleic acid molecule methods, to use such plants for other experimental purposes, to propagate such plants, or to use plants together with microorganisms or insects containing recombinant or synthetic nucleic acid molecules.

Example: Genetically engineering plants using rDNA or using these plants in an experiment

	III-D-5-a
	Experiments involving most exotic infectious agents with recognized potential for serious 

detrimental impact on ecosystems when recombinant or synthetic nucleic acid molecule techniques

are associated with whole plants should be produced under BSL-3 or BSL-2 plus biological

containment.

	III-D-5-b
	Experiments with plants containing cloned genomes of readily transmissible exotic infectious agents with recognized potential for serious detrimental effects on managed or natural ecosystems in which there

is the possibility of reconstituting the complete, functional genome of the infectious agent.

	III-D-5-c
	BSL4-P containment is recommended for experiments with a small number of readily transmissible 

exotic infectious agents that have the potential to be serious pathogens of major U.S. crops

	III-D-5-d
	Experiments involving sequences encoding potent vertebrate toxins introduced into plants or 

associated organisms should be carried out at BSL3-P.

	III-D-5-e
	Experiments with microbial pathogens of insects or small animals associated with plants where the 

recombinant or synthetic nucleic acid molecule-modified organism has a recognized potential for 

serious detrimental impact on managed or natural ecosystems should be done at BSL3-P or BSL2-P

with biological containment.

	III-D-6
	Experiments involving more than 10 liters of culture
IBC determines containment level.  

Example: Growing over two 5L flasks of rDNA culture of E. coli K-12

	III-D-7                   
	Experiments Involving Influenza Viruses

Experiments with recombinant or synthetic influenza viruses shall be conducted at the BSL corresponding to the Risk Group of the source virus.

Example: rDNA work with human 1957-1968 H2N2 

	III-D-7-a
	Experiments with influenza containing the H2 hemagglutinin (HA) segment will be conducted at BSL-3 enhanced.  Experiments with H2 HA gene in cold-adapted, live attenuated vaccine strains may be conducted at BSL-2 provided segments with mutations conferring temperature sensitivity and attenuation are not altered.  Experiments with influenza containing genes from H2N2 other than HA can be done at BSL-2.

	III-D-7-b
	Experiments involving influenza viruses containing a majority of genes and/or segments from an HPAI H5N1 influenza virus shall be conducted at BSL3-enhanced. If a minority of genes/segments are from HPAI H5N1 then a risk assessment is performed to determine if BSL-2 is appropriate.

	III-D-7-c
	Experiments involving influenza containing any gene or segment from 1918 H1N1 shall be conducted at BSL-3 enhanced.

	III-D-7-d
	Antiviral Susceptibility and Containment

The availability of antiviral drugs as preventative and therapeutic measures is an important safeguard with 1918 H1N1, HPAI H5N1, and H2N2. If a virus containing genes from one of these viruses is resistant to both classes of current antiviral agents, higher containment may be required based on a risk assessment.

	Section III-E
	Experiments Requiring NYMC-IBC Registration Before Initiation

All experiments not included in sections III-A, III-B, III-C, III-D, and III-F are considered in Section III-E

	III-E-1
	Recombinant or synthetic nucleic acid molecules containing no more than 2/3 of the genome                            of any eukaryotic virus in tissue culture, with no helper virus can be conducted at BSL-1.                        NYMC-IBC classifies most vectors with packaging systems capable of infecting human cells as                 BSL-2.

	III-E-2
	Experiments Involving Whole Plants

Experiments involving nucleic acid molecule-modified whole plants and nucleic acid molecule-modified organisms associated with whole plants not covered in Sections III-A, III-B, III-D, or III-F are covered in this section.
Example: rDNA plant experiment at BSL-1 

	III-E-2-a
	Experiments with recombinant or synthetic nucleic acid molecule-containing plants and plant-associated microorganisms not covered in other sections should be carried out at BSL-1. 

	I-E-2-b
	BSL2-P or BSL1-P with biological containment is recommended for experiments with recombinant or synthetic nucleic acid modified plants:
1. That are noxious weeds or can inbreed with noxious weeds and plants in the immediate geographic area. 

2. In which the introduced DNA represents the complete genome of a non-exotic infectious agent. 

3. Associated with modified non-exotic microorganisms that have the potential for serious detrimental impact on ecosystems

4. Associated with modified exotic microorganisms that have no recognized potential for serious detrimental impact on ecosystems

5. Associated with recombinant or synthetic nucleic acid molecule modified arthropods or small animals, or the molecule-modified microorganisms associated with them, if there is no recognized potential for serious detrimental impact on ecosystems.

	III-E-3
	Experiments Involving Transgenic Rodents

Experiments involving the generation of rodents in which the animal’s genome has been altered by stable introduction of recombinant or synthetic nucleic acid molecules, or nucleic acids derived therefrom, into the germ line.

Example: Creating a transgenic mouse

	III-E-3-a
	Experiments involving the breeding of certain ABSL-1 rodents are exempt.

	Section III-F
	Exempt Experiments

The following recombinant or synthetic nucleic acid molecules are exempt from the NIH Guidelines

	III-F-1
	Synthetic nucleic acids that meet all of the following criteria:

1. Cannot replicate or generate nucleic acids that can replicate in a living cell

2. Are not designed to integrate into DNA

3. Do not produce a toxin that is lethal for vertebrates (LD50 <100 ng/kg)

	III-F-2
	Those not in organisms, cells, or viruses and not capable of penetrating cellular membranes

	III-F-3
	Those that consist solely of the exact sequence from a single source that exists contemporaneously in nature
Example: Staphylococcus aureus contains a recombinant plasmid and the DNA that is inserted into the plasma is only S. aureus DNA

	III-F-4
	Those that consist entirely of nucleic acids from a prokaryotic host (including its indigenous plasmids and viruses) propagated only in that host or a closely related strain of the same species, or transferred to another host by well-established physiological means

	III-F-5
	Those that consist entirely of nucleic acids from a eukaryotic host (including chloroplasts, mitochondria, or plasmids, NOT viruses) when propagated only in that host or a closely related strain of the same species.

	III-F-6
	Those that consist entirely of DNA segments from different species that exchange DNA by know physiological processes. See Appendix A in the guidelines for a list of exchangers.
Example: The transfer of Streptococcus mutans DNA into Streptococcus sanguis 

	III-F-7
	Genomic DNA molecules that have acquired a transposable element that does not contain any recombinant or synthetic DNA.

	III-F-8
	Those that do not present a significant risk to health or the environment as determined by the NIH. See Appendix C in the guidelines for exempt classes of experiments.
Example: Most experiments with Saccharomyces cerevisiae and Saccharomyces uvarum Host-Vector Systems



Do not submit the summary of the guidelines with your registration.
NYMC IBC#_______________





Application is  □ Yes exempt status □ No
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