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Initial Self-Evaluation of Recombinant DNA Activities
Principal Investigator:      
 Telephone:      
Title:       

 Campus:      
Department:      

 Email Address:      
Project title:      
Entire Project Period:      
To:      
Project Site: Building:      
 Room:      
Investigator's Assessment of Potential Risk

1. Is the DNA derived from a potential pathogen, or does it encode a potential toxin?

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES → specify:    FORMCHECKBOX 
 Human    FORMCHECKBOX 
 Vertebrate    FORMCHECKBOX 
Plant


Risk Group Assessment (see http://www.absa.org/riskgroups/)  for assistance in making the following determination):

 FORMCHECKBOX 
  Risk Group 1: Agents that are not associated with disease in healthy adult humans

 FORMCHECKBOX 
  Risk Group 2: Agents that are associated with human disease which are rarely serious and for which preventive or therapeutic interventions are often available.

 FORMCHECKBOX 
  Risk Group 3: Agents that are associated with serious or lethal human disease for which preventive or therapeutic interventions may be available (high individual risk but low community risk).

2. Will you be cloning DNA encoding molecules toxic to vertebrates with an LD50 less than 100 ng/kg of body weight?   

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES

3. Organisms and Molecules: 

Note:  For assistance in answering these questions, see Appendix A

A. Are the genetically modified microorganisms or genetic elements from organisms listed as a select agent shown to produce or encode for a factor associated with a disease?

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES → Identify the select agents:

	     



B. Are the genetically modified microorganisms or genetic elements that contain nucleic acid sequences coded for any of the toxins listed in the CDC List of Select Agents, Appendix A, or their toxic sub-units?

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES → identify the toxin(s)/toxic sub-units:

	     



4. Will you attempt to obtain expression of foreign gene(s) in the cloning vehicle?

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES → describe the proteins, materials, or antigens:

	     



5. Does the experiment involve whole vertebrate animals?

 FORMCHECKBOX 
 NO → Proceed to question 6 below

 FORMCHECKBOX 
 YES → Does the experiment involve whole vertebrate animals in which the vertebrate animal’s genome has been altered by stable introduction of rDNA or DNA derived therefrom, into the germ-line (transgenic vertebrate animals)?  
 

 FORMCHECKBOX 
 NO → Proceed to question 6 below  

 FORMCHECKBOX 
 YES → does the experiment involve viable rDNA modified microorganisms tested on whole vertebrate animals?

 FORMCHECKBOX 
 NO → continue with question 6 below

 FORMCHECKBOX 
 YES → what is the IACUC approval number for this protocol?      




 


6. Does the experiment involve whole plants?   

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES

7. Does the experiment involve more than 10 liters of culture?  

 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES

Largest volume used is:      
Usual volume used is:      
8. Host-Vector System (refer to Appendix E of the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules available at http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines)

 FORMCHECKBOX 
 Bacillus subtilis


 FORMCHECKBOX 
 Neurospora crassa

 FORMCHECKBOX 
 Saccharomyces cerevisiae
 FORMCHECKBOX 
 Pseudomonas putida

 FORMCHECKBOX 
 Escherichia coli


 FORMCHECKBOX 
 Streptomyces

 FORMCHECKBOX 
 Other → specify:         

9. Biological Containment (refer to Appendix I of the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules available at http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines.
 FORMCHECKBOX 
 Host Vector 1 (HV1)

 FORMCHECKBOX 
 Host Vector 2 (HV2)

10. Physical Containment Level to be used in this protocol (refer to grid below):

 FORMCHECKBOX 
 BSL1

    FORMCHECKBOX 
 BSL 2

 FORMCHECKBOX 
 BSL 3

Physical containment is achieved through the use of laboratory practices, containment equipment, and special laboratory design.  Emphasis is placed on primary means of physical containment, which are provided by laboratory practices and containment equipment.  Special laboratory design provides a secondary means of protection against the accidental release of organisms outside the laboratory or to the environment.  Special laboratory design is used primarily in facilities in which experiments of moderate to high potential hazard are performed.

	Biosafety Level
	Agents
	Practices
	Safety Equipment
	Facilities

	1
	Not known to cause disease in healthy adults
	Standard Microbiological Practices
	None required
	Open bench top sink required.

	2
	Associated with human disease.

Hazard= percutaneous injury, ingestion, mucous membrane exposure
	BSL1 Plus:

-Limited access

-Biohazard warning signs

-Sharps precautions

-Biosafety manual/SOPs defining any needed waste decontamination or medical surveillance policies.
	Biosafety Cabinet for all manipulations of agents that cause splashes or aerosols of infectious materials.

PPE – lab coats, gloves, face protection as needed
	BSL1 Plus:

- Autoclave available

	3
	Indigenous or exotic agents with potential for aerosol transmission; disease may have serious or lethal consequences
	BSL2 Plus:

-Controlled access

-Decontamination of all waste

-Decontamination of lab clothing before laundering
	Biosafety cabinet for all open manipulations of agents.

PPE – protective lab clothing, gloves, respirator protection as needed.
	BSL2 Plus:

- Physical separation from access corridors

- Self-closing, double door access

- Exhausted air not re-circulated

- Negative airflow into lab.


See: NIH Guidelines, Appendix G.  Physical containment, (refer to NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules available at: http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines 

CDC BMBL, (http://www.cdc.gov/biosafety/publications/bmbl5/ )

Experiment Category

The Principal Investigator must make the initial determination of whether or not this protocol is in a category considered by NIH to fall under the ‘Exempt’ Category (i.e., not exempt from applying to the IBC, but exempt from the requirement of a full committee review).

Check the subcategory, if any, that applies to your research

 The following 6 classes of recombinant DNA molecules are considered exempt under NIH Guidelines: 

 FORMCHECKBOX 
  F1  Those that are not in organisms or viruses

 FORMCHECKBOX 
  F2 
Those that consist entirely of DNA segments from a single non-chromosomal or viral DNA source, though one or more of the segments may be a synthetic equivalent.

 FORMCHECKBOX 
  F3
Those that consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host (or a closely related strain of the same species), or when transferred to another host by well established physiological means.

 FORMCHECKBOX 
  F4
Those that consist entirely of DNA from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or a closely related strain of the same species).

 FORMCHECKBOX 
  F5
Those that consist entirely of DNA segments t=from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent.

 FORMCHECKBOX 
  F6 
Those that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c), Major Actions), as determined by the NIH director, with the advice of the RAC, and following appropriate notice and opportunity for public comment.

 FORMCHECKBOX 
  Check here if your protocol DOES NOT fit into a sub-category listed above. Or if you are using an entity from Appendix A. The IBC Committee must review and approve the activity detailed in this application prior to initiation of the project.

Investigator Assurance of Compliance

By signing below, I attest to the accuracy of the information contained within this application. I assure that I will follow all applicable University policies and NIH guidelines governing this recombinant DNA activity. I will file an amendment with the IBC prior to implementing any change in the protocol from that described in this application.
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Signature of Principal Investigator



Date




Approval by the Institutional Biosafety Committee


Date



Submission of registration materials, as well as questions concerning this policy/procedure and/or the IBC approval process may be directed to:

Colleen M. Greaney, Ph. D.

Director, Department of Environmental Health & Safety

Department of Environmental Health & Safety

St.Albert Hall Room G-020
Jamaica NY, 11439

Telephone (718) 990-1348

Email greaneyc@stjohns.edu
Appendix A

Select Agents and Toxins List  (Dec. 2014)
The following biological agents and toxins have been determined to have the potential to pose a severe threat to both human and animal health, to plant health, or to animal and plant products. An attenuated strain of a select agent or an inactive form of a select toxin may be excluded from the requirements of the Select Agent Regulations. A list of excluded agents and toxins can be found at:  http://www.selectagents.gov/SelectAgentsandToxinsExclusions.html.  
	HHS and USDA Select Agents and Toxins
7CFR Part 331, 9 CFR Part 121, and 42 CFR Part 73

	
HHS SELECT AGENTS AND TOXINS
Abrin
Botulinum neurotoxins* 
Botulinum neurotoxin producing species 

of Clostridium*
Conotoxins (Short, paralytic alpha conotoxins 

containing the following amino acid sequence
X1CCX2PACGX3X4X5X6CX7)1
Coxiella burnetii 
Crimean-Congo haemorrhagic fever virus 
Diacetoxyscirpenol
Eastern Equine Encephalitis virus3 
Ebola virus*
Francisella tularensis*
Lassa fever virus
Lujo virus 
Marburg virus*
Monkeypox virus3
Reconstructed replication competent forms of the 

1918 pandemic influenza virus containing any portion of the coding regions of all eight gene segments (Reconstructed 1918 Influenza virus)

Ricin
Rickettsia prowazekii 
SARS-associated coronavirus (SARS-CoV)
Saxitoxin 
South American Haemorrhagic Fever viruses: 

Chapare 
Guanarito 
Junin 
Machupo 
Sabia


	Staphylococcal enterotoxins A,B,C,D,E 

subtypes 
T-2 toxin
Tetrodotoxin
Tick-borne encephalitis complex (flavi) viruses: 

Far Eastern subtype 
Siberian subtype

Kyasanur Forest disease virus 
Omsk hemorrhagic fever virus 
Variola major virus (Smallpox virus)*
Variola minor virus (Alastrim)*
Yersinia pestis*
OVERLAP SELECT AGENTS AND TOXINS
Bacillus anthracis*
Bacillus anthracis Pasteur strain 
Brucella abortus
Brucella melitensis
Brucella suis
Burkholderia mallei*
Burkholderia pseudomallei*
Hendra virus 
Nipah virus 
Rift Valley fever virus 
Venezuelan equine encephalitis virus3


USDA SELECT AGENTS AND TOXINS 
African horse sickness virus 
African swine fever virus 
Avian influenza virus3
Classical swine fever virus
Foot-and-mouth disease virus* 
Goat pox virus 
Lumpy skin disease virus 
Mycoplasma capricolum3
Mycoplasma mycoides3
Newcastle disease virus2,3
Peste des petits ruminants virus 
Rinderpest virus*
Sheep pox virus
Swine vesicular disease virus


USDA PLANT PROTECTION AND QUARANTINE (PPQ)
SELECT AGENTS AND TOXINS
Peronosclerospora philippinensis 
  (Peronosclerospora sacchari) 
Phoma glycinicola (formerly Pyrenochaeta glycines)
Ralstonia solanacearum
Rathayibacter toxicus
Sclerophthora rayssiae
Synchytrium endobioticum
Xanthomonas oryzae


*Denotes Tier 1 Agent

1 C = Cysteine residues are all present as disulfides, with the 1st and 3rd Cysteine, and the 2nd and 4th Cysteine forming specific disulfide bridges; The consensus sequence includes known toxins α-MI and α-GI (shown above) as well as α-GIA, Ac1.1a, α-CnIA, α-CnIB; X1 = any amino acid(s) or Des-X; X2 = Asparagine or Histidine; P = Proline;  A = Alanine;  G = Glycine; X3 = Arginine or Lysine;  X4 = Asparagine, Histidine, Lysine, Arginine, Tyrosine, Phenylalanine or Tryptophan; X5 = Tyrosine, Phenylalanine, or Tryptophan;  X6 = Serine, Threonine, Glutamate, Aspartate, Glutamine, or Asparagine;  X7 = Any amino acid(s) or Des X and; “Des X” = “an amino acid does not have to be present at this position.”  For example if a peptide sequence were XCCHPA then the related peptide CCHPA would be designated as Des-X.
2 A virulent Newcastle disease virus (avian paramyxovirus serotype 2) has an intracerebral pathogenicity index in day-old chicks (Gallus gallus) of 0.7 or greater or has an amino acid sequence at the fusion (F) protein cleavage site that is consistent with virulent strains of Newcastle disease virus.  A failure to detect a cleavage site that is consistent with virulent strains does not confirm the absence of a virulent virus.
3 Select agents that meet any of the following criteria are excluded from the requirements of this part: Any low pathogenic strains of avian influenza virus, South American genotype of eastern equine encephalitis virus , west African clade of Monkeypox viruses, any strain of Newcastle disease virus which does not meet the criteria for virulent Newcastle disease virus, all subspecies Mycoplasma capricolum except subspecies capripneumoniae (contagious caprine pleuropneumonia), all subspecies Mycoplasma mycoides except subspecies mycoides small colony (Mmm SC) (contagious bovine pleuropneumonia), and any subtypes of Venezuelan equine encephalitis virus except for Subtypes IAB or IC, provided that the individual or entity can verify that the agent is within the exclusion category. 9/10/13 

Centers for Disease Control and Prevention
Division of Select Agents and Toxins
1600 Clifton Road, NE, Mailstop A-46
Atlanta, GA 30333
Fax: 404-718-2096
Email: LRSAT@cdc.gov

Animal and Plant Health Inspection Service
Agriculture Select Agent Services
4700 River Road, Unit 2, Mailstop 22, Cubicle 1A07
Riverdale, MD 20737
Fax: 301-734-3652
Email: AgSAS@aphis.usda.gov
Dec. 2014
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