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I.  Application Type

       FORMCHECKBOX 
 New
 FORMCHECKBOX 
 Renewal without modifications
    FORMCHECKBOX 
 Renewal with modifications

II.  Personnel Information

	Principal Investigator:
	

	Telephone:
	
	FAX: 
	E-mail:  

	Department:
	

	Mail Stop:
	

	Project Title:


	


List all personnel involved with this project. Include lab technicians, animal handlers, etc. Each employee must initial to indicate they have been informed of potential hazards, safe work practices, availability of medical surveillance, and training related to this project. Add additional sheets as necessary.

	Employee Name
	Employee ID#
	Position/Title
	Experience

(A, B, C, D, E)*
	Initials

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


*Experience: 

A. Prior hands on experience in working with recombinant DNA and infectious agents (include number of years)

B. Prior hands on experience in working with recombinant DNA (include number of years)

C. For Principal Investigator: No prior hands on experience, but will be collaborating with: _________

D. For Principal Investigator: No prior hands on experience, but will be receiving training from: _______________________________________________ who does have experience.

E. For other personnel: No prior hands on experience but will receive training from Principal Investigator.
III.  Project Information

A.  Funding Status:  FORMCHECKBOX 
 Internally funded  FORMCHECKBOX 
 Seeking External Funding
 FORMCHECKBOX 
 Externally Funded

Sponsoring Agency(ies): ___________________________   

B. Please insert in the box below a lay summary of the proposed rDNA work. This summary should be written so that laypersons can understand it. Describe the importance of the research project to the furtherance of biological or medical science. The summary must discuss the pathogenicity of the microorganisms and recombinants to be used, the level of risk and the safety precautions to be taken. 


IV .  Information on Biological Material Used for Recombinant DNA Work

A. . Source(s) and origin of Inserted DNA Sequences (e.g., mammalian, prokaryotic, non mammalian eukaryotic and vendor or other source.): 

B. Biological function of the Inserted DNA Sequence(s):

C. Vectors(s) to be Used:

D. Host(s) to be Used:

E. Will you attempt to obtain expression of a foreign gene?


 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Yes

If yes, identify the protein to be produced: 

V. Experiment Category 

Experiment Categories are presented in increasing order of complexity. Check all that apply to your recombinant DNA experiments:
  FORMCHECKBOX 
 Exempt Experiments (refer to NIH Guidelines, Section III-F)
 The following recombinant DNA molecules are considered exempt from the NIH Guidelines.

 FORMCHECKBOX 
 F1 Those that are not in organisms or viruses. 

 FORMCHECKBOX 
 F2 Those that consist entirely of DNA segments from a single nonchromosomal 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 an 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 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 as follows:
a. Cloning of DNA that is not a pathogen or known oncogene, in E. coli K-12, S. cerevisiae, or B. subtilis host-vector systems.

b. Introduction into cultured cells of any recombinant DNA containing less than half of a eukaryotic viral genome (with the exception of RG 2, 3 or 4 pathogens)
c. Purchase or transfer of transgenic rodents.

 FORMCHECKBOX 
 Experiments that Require IBC Notification Simultaneous with Initiation of the Experiment (refer to NIH Guidelines, Section III-E)
 FORMCHECKBOX 
 1. Experiments involving the formation of rDNA molecules containing more than two-thirds of the genome of any eukaryotic virus.
  FORMCHECKBOX 
 2. Experiments involving the generation of rodents in which the animal’s genome has been altered by stable introduction of rDNA into the germ-line (transgenic rodents).

 FORMCHECKBOX 
 Experiments that Require Local (IBC) Approval before Initiation (refer to NIH Guidelines, Section III-D)
 FORMCHECKBOX 
 1.  Experiments Using Human or Animal Pathogens (Class 2,Class 3, Class 4, or Class 5 agents) as Host-Vector Systems

 FORMCHECKBOX 
 2.  Experiments in Which DNA From Human or Animal Pathogens (Class 2, Class 3, Class 4, or Class 5 Agents) is Cloned in Nonpathogenic Prokaryotic or Lower Eukaryotic Host-​Vector Systems.

 FORMCHECKBOX 
 3. Experiments Involving the Use of Infectious Animal or Plant DNA or RNA Viruses or Defective Animal or Plant DNA or RNA Viruses in the Presence of Helper Virus in Tissue Culture Systems

 FORMCHECKBOX 
 4. Recombinant DNA Experiments Involving Whole Animals: This section covers experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant DNA, or DNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant DNA-modified microorganisms (including viruses) tested on whole animals.

 FORMCHECKBOX 
 5. Recombinant DNA Experiments Involving Whole Plants

 FORMCHECKBOX 
 6. Experiments involving more that 10 liter of culture


 FORMCHECKBOX 
 Experiments that Require Federal (NIH) RAC and Local (IBC) Approval before Initiation (refer to NIH Guidelines, Section III-B)  
 FORMCHECKBOX 
 1. Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight. Deliberate formation of rDNA containing genes for the biosynthesis of toxin molecules.

 FORMCHECKBOX 
 2. Certain human gene transfer experiments that are considered 'Minor Actions', and qualify for an accelerated review.

 FORMCHECKBOX 
 3. Minor modifications to human gene transfer experiments (i.e., does not significantly alter the basic design of the protocol and does not increase risk to human subjects or the environment.) 

 FORMCHECKBOX 
 Experiments that Require Federal (RAC, NIH) and Local (IBC) Approval before Initiation (refer to NIH Guidelines, Section III-A)
 FORMCHECKBOX 
 1. Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such an acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture. 

 FORMCHECKBOX 
 2. Certain experiments involving the deliberate transfer of recombinant DNA or DNA or RNA derived from recombinant DNA into one or more human subjects, which are considered "Major Actions".  
 FORMCHECKBOX 
 Experiments not included in any of the above categories. 

Describe: 

If you plan and have checked only Exempt Experiments, sign here and submit (you do not have to complete the next part of the form):

Signature






Date

For Non-Exempt Experiments:

VI .  Information on containment to be used: The IBC and the NIH Guidelines require that the Principal Investigator make an initial determination of the required levels of physical and biological containment in accordance with the NIH Guidelines. 

A. Biological Containment: In consideration of biological containment, the vector (plasmid, organelle, or virus) for the recombinant DNA and the host (bacterial, plant or animal cell) in which the vector is propagated in the laboratory will be considered together.  The combination of vector and host should be chosen so that the following types of 'escape' are minimized: (i) survival of the vector in its host outside the laboratory, and (ii) transmission of the vector from the propagation host to other non-laboratory hosts. 

 FORMCHECKBOX 
 Uncertified Host-Vector System 1: Host-Vector systems that have not been certified by NIH include BL21 and its derivatives.  E. coli K-12 strains are at least H-V1 (see below).

H-V1 and H-V2 Host-Vector Systems: These systems have been certified by NIH to provide different levels of biological containment.  For guidance, see NIH Guidelines, 

Appendix E.  Certified host-vector systems (http://www4.od.nih.gov/oba/rac/guidelines_02/appendix_e.htm)

Appendix I.  Biological containment  (http://www4.od.nih.gov/oba/rac/guidelines_02/Appendix_I.htm)

 FORMCHECKBOX 
 H-V1: Host-Vector 1 systems provide a moderate level of containment.  Specific certified H-V1 systems are:
· The following plasmids are accepted as the vector components of certified B. subtilis systems:  pUB110, pC194, pS194, pSA2100, pE194, pT127, pUB112, pC221, pC223, and pAB124.  B. subtilis strains RUB 331 and BGSC 1S53 have been certified as the host component of Host-Vector 1 systems based on these plasmids.
· The following specified strains of Neurospora crassa, which have been modified to prevent aerial dispersion:In1 (inositol-less) strains 37102, 37401, 46316, 64001, and 89601.  Csp-1 strain UCLA37 and csp-2 strains FS 590, UCLA101 (these are conidial separation mutants).Eas strain UCLA191 (an "easily wettable" mutant).

· The following Streptomyces species:  Streptomyces coelicolor, S. lividans, S. parvulus, and S. griseus.  The following are accepted as vector components of certified Streptomyces Host-Vector 1 systems:  Streptomyces plasmids SCP2, SLP1.2, pIJ101, actinophage phi C31, and their derivatives.
· Pseudomonas putida strains KT2440 with plasmid vectors pKT262, pKT263, and pKT264.
 FORMCHECKBOX 
 H-V2: Host-Vector 2 systems provide a high level of biological containment as demonstrated by data from suitable tests performed in the laboratory.  Escape of the recombinant DNA either via survival of the organisms or via transmission of recombinant DNA to other organisms should be <1/108 under specified conditions.  
B. Select what Risk Group is the material in: 

 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 is 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.)
For details, see 

· CDC BMBL  (http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm)
· American Biological Safety Association, Risk Group Classification for Infectious Agents  (http://www.absa.org/riskgroups/index.htm)
C. Select Physical Containment Level to be used in this protocol:  

  FORMCHECKBOX 
BSL1 (For Risk Group 1)   FORMCHECKBOX 
BSL 2 (For most Risk Group 2 and some 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.  For additional guidance, see NIH Guidelines, Appendix G.  Physical containment, http://www4.od.nih.gov/oba/rac/guidelines_02/appendix_g.htm) or CDC BMBL, http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm
	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 and 4
	There are no BSL 3 or 4 Level Facilities at BNL; contact the IBC for further guidance.


Investigator Assurance of Compliance

By signing this document, the Principal Investigator accepts responsibility for maintaining full compliance with current NIH Guidelines in the conduct of the research described in this application, including Section IV.B.7, Roles and Responsibilities of the Principal Investigator. 

Signature






Date

The following is to be completed by the Institutional Biosafety Committee:

Review and Approval Documentation:

Date reviewed by committee _________________

 Review process:  ___email   ___meeting  (for email review, copies of emails are attached)

___ This project should be approved as written

___ This project requires the following modifications/clarifications (include any medical surveillance requirement):




Signature for approval.  All remaining action items will be resolved by the IBC Coordinator with concurrence by the IBC Chair.  There are no issues that are open that should prevent the approval:

	Name
	Signature
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