University of the Sciences
Environmental Health and Radiation Safety (EHRS) Department


IRBNet 2-3-11

        RESEARCH PROTOCOL FORM

(Recombinant DNA Registration Document)
All research that involves hazardous/toxic chemicals and drugs, radioactive and biohazardous materials, recombinant DNA, or research that involves hazardous material use in animals must be reviewed by the Environmental Health and Radiation Safety Department. 
This Research Protocol Form and the complete research grant/contract proposal must be completed and submitted electronically through IRBNet (www.irbnet.org) to the Environmental Health and Radiation Safety (EHRS) Department. 

	Project Title:

	Principal Investigator:

	Date:

	Department:

	Bldg. & Room # (location of research activities):

	Business phone #:

	Emergency or 24 hour phone #:

	E-mail address:


List all personnel in the project (Investigator, co-investigators, graduate students, technicians, undergraduate students.  Specify applicable training and experience regarding hazardous substance(s) use, including duration of experience. 
	NAME
	TITLE
	PHONE #
	TRAINING/EXPERIENCE

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Date project will commence:

	Expected completion date:

	Source of Funding:

	Is this project currently funded?  YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 
   


Objective(s) of this project:  Describe in LAY TERMINOLOGY the overall purpose of this project.    If this information is already provided on another form with this submittal, you may omit.  (e.g., Animal Research Protocol Form)    
	


Describe your protocol in detail and the sequence of events, including a procedural timeline regarding hazardous material use.  (e.g., day 1, week 1, week 2, etc.)  If this information is already provided on another form with this submittal, you may omit.

	


COMPLETE ONLY THE SECTIONS RELEVANT TO YOUR RESEARCH (please refer to the definitions at the end of this form):
SECTION I:  Use of Radionuclides and Radiation
	I.
	Will x-ray producing equipment be used?    YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 
   If yes, type of equipment ______________________.  Also, briefly describe its purpose in the experiment if not indicated in the objectives or description of the project, in lay terminology. 

  

	Ia.
	Will radionuclides be used?       YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 
   If no, proceed to Section II.

	
	1.
	Isotopes/form?  Also include the amount ordered of each (e.g., uCi) and the number of times this amount may be ordered.

	
	2.
	Will radionuclides or radiation be administered to animals?     YES   FORMCHECKBOX 
    NO   FORMCHECKBOX 
   
If yes, complete the following and please provide a copy of the Animal Research Protocol Form. 

If no, skip to question #3.
	
	

	
	
	a)
	Will the animal contain ≤0.05 uCi/gm of H-3 and/or C-14 averaged over the weight of the entire animal?

	
	
	b)
	Maximum activity administered to animal:

	
	
	c)
	Minimum weight of the animal:

	
	
	d)
	Agent:

	
	
	e)
	Dose:

	
	
	f)
	Admin. Route:

	
	
	g)
	Excretion:

	
	
	h)
	Are special disposal/handling procedures needed for waste, animal bedding or carcasses?

NO    FORMCHECKBOX 
    YES   FORMCHECKBOX 
, explain:



	
	
	i)
	Do animal handlers require special personal protection?
NO   FORMCHECKBOX 
     YES   FORMCHECKBOX 
, explain:



	
	
	j)
	If applicable, how are anesthetic gases scavenged?  (fume hood, canister, vacuum)
NA   FORMCHECKBOX 
  If applicable, please explain:

[Remember to work in the fume hood, conduct leak checks on equipment/tubing, and have a properly fitted nose cone or mask.]

	
	3.
	What sorts of hazards are associated with the radionuclides used in this experiment and what type of protection will be provided to individuals carrying out the experiments? (Check all that apply.)
 FORMCHECKBOX 
 an inhalation hazard

 FORMCHECKBOX 
 plexiglas shielding

 FORMCHECKBOX 
 lead shielding

 FORMCHECKBOX 
 fume hood

 FORMCHECKBOX 
 performance of dry runs

 FORMCHECKBOX 
 plastic-backed absorbent paper

 FORMCHECKBOX 
 buttoned lab coat

 FORMCHECKBOX 
 gloves
 FORMCHECKBOX 
 eye protection

 FORMCHECKBOX 
 activated charcoal trap

 FORMCHECKBOX 
 other safety or personal protective equipment _______________________________________

Are these available?  YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	4.
	Indicate all buildings and rooms where radionuclides will be used or stored.  (Include cold rooms, liquid scintillation counter room, centrifuge rooms, equipment rooms, etc.)



	
	5.
	Will any hazardous chemical waste be mixed with radioactive waste?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, Please explain:

[Contact EHRS before generating this waste.  The cost for the disposal of mixed wastes are very expensive and will have to be charged to the principal investigator.]

	
	6.
	Is it required to transport radionuclides off-site?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

[If yes, contact the EHRS Department for assistance with shipping. (X8843, X3141or X8925). Only trained and certified individuals may ship these materials.] 

	
	7.
	The following categories of waste will likely be generated (check all that apply).  
[View http://www.usp.edu/safety/rmanual/waste.htm]
 FORMCHECKBOX 
 Liquid radioactive waste with liquid scintillation cocktail
 FORMCHECKBOX 
 Liquid radioactive waste without cocktail

 FORMCHECKBOX 
 Dry solid radioactive waste

 FORMCHECKBOX 
 Radioactive contaminated sharps

 FORMCHECKBOX 
 Incidental washwater into sink ≤0.1 uCi (greater amounts must be collected in container)

 FORMCHECKBOX 
 Infectious waste containing radioactive material (include neutralization methods, if applicable)
Include more details of methods of waste disposal, where helpful:


	
	8.
	Please describe emergency plan for spills and contamination. Are materials needed for clean-up/decon nearby? [View http://usp.edu/safety/rmanual/emergpro.htm]


	
	9.
	I understand that all individuals involved with this protocol or working in the laboratory must complete annual in-house EHRS radiation safety training. YES    FORMCHECKBOX 
  NO   FORMCHECKBOX 



SECTION II:  Use of Biohazardous (Biological) Materials
	II.
	Will Biohazardous (Biological) materials be used?  YES    FORMCHECKBOX 
  NO   FORMCHECKBOX 
  If no, proceed to Section III.
If yes, what type:

	
	If yes, please answer each question in this section.

	
	1.
	If infectious agent, please indicate whether bacterium, fungus, virus, parasite, allergen, toxin, etc.  

Please specify name(s)



	
	2.
	Where will the material(s) be stored?  (Building, Room)



	
	3.
	Where will the experiments be conducted?  (Building, Room)



	
	4.
	Will you be using a human pathogen?  YES    FORMCHECKBOX 
    NO   FORMCHECKBOX 

Please specify:



	
	5.
	Will you be using human blood, tissue, cells, cell lines, or body fluids in your research?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
  If no, skip to question 6.
Please specify which:



	
	
	a)
	Have personnel received or been offered the Hepatitis B vaccine?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	
	b)
	Have human cells, blood, blood-products, tissue, fluids, etc. been tested and found negative for HIV, Hepatitis B, Hepatitis C, HPV, syphilis, etc. where applicable?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please provide certificate of analysis.
Comments: 

 

	
	
	c)
	I understand that all individuals handling these materials in the laboratory must complete annual in-house EHRS Bloodborne Pathogens training. YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	6.
	Do you perform tissue cultures?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

Give name(s), designation(s), species, etc. of cell line(s):



	
	7.
	Provide the source from where you plan to obtain all specified biohazardous material(s):



	
	8.
	Typical quantities of all specified materials used in a single experiment:



	
	9.
	Please specify what biosafety level(s) are recommended for the material(s) used:

BSL 1   FORMCHECKBOX 
       BSL 2   FORMCHECKBOX 
       BSL 3   FORMCHECKBOX 

(Please note:  human source material requires BSL 2 safety procedures)


	
	10.
	Will the research involve the use of recombinant or synthetic nucleic acids?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
  
If yes, please also complete the Registration Document for Recombinant DNA Research beginning on page 10. 



	
	11.
	Will any of these materials be administered to animals? YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
  
If yes, complete the following and please provide a copy of the Animal Research Protocol Form. 
If no, skip to question 12.

	
	
	a)
	Agent:

	
	
	b)
	Dose:

	
	
	c)
	Admin. Route:

	
	
	d)
	Excretion:

	
	
	e)
	Are special disposal/handling procedures needed for waste materials, animal bedding or carcasses?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	f)
	Are special procedures needed for handling contaminated cages, and describe any methods of chemical neutralization needed?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	g)
	Do animal handlers require special personal protection?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	h)
	If applicable, how are anesthetic gases scavenged?  (fume hood, canister, vacuum) 
NA   FORMCHECKBOX 
  If applicable, please explain:

[Remember to work in the fume hood, conduct leak checks on equipment/tubing, and have a properly fitted nose cone or mask.]

	
	12.
	Is it required to transport agents off-site?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

[If yes, contact the EHRS Department for assistance with shipping (X8843, X3141 or X8925). Only trained and certified individuals may ship these materials.] 

	
	13.
	Please specify what equipment and procedures will be used to contain and control exposures to biohazardous materials, including rDNA molecules [e.g., Physical and Biological containment, Biological safety cabinets, Decontamination procedures, specific types of personal protective equipment, secondary containment for centrifuge samples, etc. View the BMBL at http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf
Are these available in your primary laboratory?  YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
 If no, specify location _______


	
	14.
	What types of aerosol-creating manipulations are planned when working with biohazardous materials (biologicals)? (Check all that apply.)
 FORMCHECKBOX 
 pipetting

 FORMCHECKBOX 
 centrifugation

 FORMCHECKBOX 
 blending of tissues

 FORMCHECKBOX 
 vortexing

 FORMCHECKBOX 
 using needles

 FORMCHECKBOX 
 sonication/shaking

 FORMCHECKBOX 
 intranasal inoculation of animals
 FORMCHECKBOX 
 opening containers whose internal pressure differs from ambient pressure

 FORMCHECKBOX 
 harvesting infected tissues from animals or eggs

 FORMCHECKBOX 
 other (please specify) __________________________________________________________

	
	15.
	How will you limit the production of, or exposure to, aerosols?  (Check all that apply.)
 FORMCHECKBOX 
 equipment used in biological safety cabinet

 FORMCHECKBOX 
 centrifuge safety caps

 FORMCHECKBOX 
 safety bucket with o-rings

 FORMCHECKBOX 
 non-breakable equipment with vacuum use

 FORMCHECKBOX 
 vacuum fitted with hepa filter and disinfection trap

 FORMCHECKBOX 
 safety blender with polypropylene jar

 FORMCHECKBOX 
 blunt cannulas instead of needles

 FORMCHECKBOX 
 shielded electric incinerator (loop sterilization)

 FORMCHECKBOX 
 cotton plugged TD pipettes

 FORMCHECKBOX 
 wrap needle and stopper in cotton pledget moistened with disinfectant when remove needle 
      from bottle
 FORMCHECKBOX 
 polypropylene tubes when using liquid nitrogen

 FORMCHECKBOX 
 other (please specify)___________________________________________________________

View http://www.usp.edu/safety/bimanual/Proc%20Aerosol%20Prod.doc 

	
	16.
	Please choose likely methods of waste storage and disposal.  

View http://www.usp.edu/safety/bimanual/probiowaste.htm] (Check all that apply.)
 FORMCHECKBOX 
 biohazard sharps containers or buckets with lids

 FORMCHECKBOX 
 dry solid red-bagged waste in boxes with lids

 FORMCHECKBOX 
 liquid waste stored in sealed plastic containers (tagged, labeled and stored in a tub)
 FORMCHECKBOX 
 autoclaved prior to disposal (specify materials autoclaved)____________________________

 FORMCHECKBOX 
 disinfected or destroyed prior to disposal (specify disinfectant and materials disinfected ______________________________________________________________________________
 FORMCHECKBOX 
 other (please specify) __________________________________________________________
Include more details of methods of waste disposal, where helpful:
[Liquid and solid laboratory waste containing recombinant DNA, including transgenic animal carcasses and plants, must be autoclaved or decontaminated before disposal into biohazard containers.] 

	
	17.
	Please describe emergency plan for spills and contamination. (Are materials needed for clean-up/decon nearby?) [View http://www.usp.edu/safety/bimanual/emerg.htm]



SECTION III:  Use of Hazardous Chemicals or Drugs
	III.
	Will any of the following classes of hazardous chemicals or drugs be used?  YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
  Check all that apply. If no, proceed to section IV. 

	 FORMCHECKBOX 

	CARCINOGEN
	 FORMCHECKBOX 

	METALS & ORGANOMETALLICS
	 FORMCHECKBOX 

	 REACTIVE

	 FORMCHECKBOX 

	ACUTELY TOXIC
	 FORMCHECKBOX 

	REPRODUCTIVE HAZARD
	 FORMCHECKBOX 

	 NANOPARTICLES

	 FORMCHECKBOX 

	CYTOTOXIC
	 FORMCHECKBOX 

	CONTROLLED SUBSTANCE
	 FORMCHECKBOX 

	ORGANIC MERCURY COMPOUNDS

	 FORMCHECKBOX 

	HYDROFLUORIC ACID
	 FORMCHECKBOX 

	FORMALDEHYDE
(also containing formalin)
	
	

	 FORMCHECKBOX 

	OTHER SPECIAL HAZARD (Please specify):

	
	1.
	If any hazards were checked off in the previous question, please provide the chemical names and the amounts you will be ordering.



	
	2.
	What are the typical quantities used in a single experiment:



	
	3.
	Will any chemicals or drugs be administered to animals? YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
  

If yes, complete the following and please provide a copy of the Animal Research Protocol Form.
If no, skip to question 4. 

	
	
	a)
	Agent:

	
	
	b)
	Dose:

	
	
	c)
	Admin. Route:

	
	
	d)
	Excretion (e.g., urine, feces, etc.):

	
	
	e)
	What % or amount of the agent or active metabolite is excreted:



	
	
	f)
	Are special disposal/handling procedures needed for waste materials, animal bedding or carcasses?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	g)
	Are special procedures needed for handling contaminated cages, and describe any methods of chemical neutralization needed?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	h)
	Do animal handlers require special personal protection?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If yes, please explain:



	
	
	i)
	If applicable, how are anesthetic gases scavenged?  (fume hood, canister, vacuum) 
NA   FORMCHECKBOX 
 If applicable, please explain:

[Remember to work in the fume hood, conduct leak checks on equipment/tubing and have a properly fitted nose cone or mask.]

	
	4.
	Please specify what precautions or engineering controls would be required for these chemicals?
(e.g., chemical fume hood, glove box, specific personal protective equipment, including respirators, closed evaporation system, etc.)

Are these available?  YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	5.
	Please describe emergency plan for spills and contamination. (Are materials needed for clean-up/decon nearby? [View http://www.usp.edu/safety/smanual/SMchemspill.htm and http://www.usp.edu/safety/smanual/smaccrep.htm]



SECTION IV:  Chemical Waste, Training and the Use of Non-ionizing Radiation
	IV.
	1.
	Please choose likely types and methods of chemical waste storage and disposal.  (Check all that apply.)

 FORMCHECKBOX 
 HPLC, GC, or LC waste

 FORMCHECKBOX 
 Halogenated waste

 FORMCHECKBOX 
 Conductible fluids or gels (please specify)________________________________________

 FORMCHECKBOX 
 Liquid chemical waste stored in sealed containers, tagged, labeled, and stored in a tub

 FORMCHECKBOX 
 Incompatible chemicals separated during storage
 FORMCHECKBOX 
 Chemicals recovered for re-use (please explain) ___________________________________
 FORMCHECKBOX 
 Decontaminated or destroyed prior to disposal (please explain) _______________________

_____________________________________________________________________________

 FORMCHECKBOX 
 Will follow University waste procedures as described in the Laboratory Safety Manual at 

      http://www.usp.edu/safety/smanual/SMwastedisp.htm
Include more details of methods of waste disposal, where helpful:



	
	2.
	I understand that all individuals working in the laboratory must complete biennial in-house EHRS Laboratory Safety (CHP) training.  YES  FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	3.
	Will anyone be working with or be exposed to non-ionizing radiation (e.g., lasers, ultraviolet, nuclear magnetic resonance, etc.)?

YES  FORMCHECKBOX 
   NO   FORMCHECKBOX 
  If yes, indicate its location(s)______________________________________

If yes, please specify type, class (if laser), and describe safety precautions or concerns. 

a. Please briefly describe its purpose in the experiment, if not indicated in the objectives or      description of the project, in lay terminology. 
  


SECTION V:  Electronic Signature

	The Principal Investigator must electronically sign the project package on IRBNet prior to submissions.
The electronic signature on IRBNet represents that the Principal Investigator acknowledges responsibility for compliance with all requirements and restrictions of the current regulations and guidelines for the potential hazards, that he/she has identified and controlled such hazards associated with the research; and will work in accordance with University and Environmental Health and Radiation Safety policies and procedures; will report newly identified hazards and changes in the safety practices due to modifications in the originally planned research to the EHRS Director; accepts responsibility for the safe conduct and oversight of the experiments conducted in the laboratory and will inform and train all associated personnel/students of the conditions required for this work (including potential hazards, safety practices and techniques, proper personal protective equipment, and laboratory waste and laboratory emergency procedures). Also, training will be documented and updated periodically and whenever new hazards are introduced.  

The Principal Investigator also acknowledges that any laboratory incident, accident or illness will be reported to the Environmental Health and Radiation Safety Department. (Laboratory Incident Form) 




RECOMBINANT DNA REGISTRATION DOCUMENT
(Complete this document if you answered Yes to Question 10 in Section II 
on the Research Protocol Form)
Please check one:

	 FORMCHECKBOX 
  New
	 FORMCHECKBOX 
  Amendment 

(major changes to approved protocol)
	 FORMCHECKBOX 
  Renewal 

(every 5 years)


Check the appropriate registration category for experiments covered by the NIH Guidelines: The NIH Guidelines may be viewed at http://oba.od.nih.gov/rdna/nih_guidelines_oba.html
	A.
	Experiments that require Institutional Biosafety Committee Approval, RAC Review, and NIH Director Approval Before Initiation.

	
	 FORMCHECKBOX 
 1.
	Major Actions (see Section IV-C-1-b-(1) of the NIH guidelines).

	
	 FORMCHECKBOX 
 1a.
	Deliberate transfer of drug resistance trait to microorganisms that are unknown to acquire the trait naturally, if such acquisition could compromise use of the drug to control disease agents in humans, veterinary medicine or agriculture. 

	
	
	

	B.
	Experiments that Require NIH/ORDA and Institutional Biosafety Committee Approval Before Initiation. 

	
	 FORMCHECKBOX 
 1.
	Experiments Involving the Cloning of Toxin Molecules with LD50 of Less than 100 Nanograms Per Kilogram Body Weight. 

	
	

	C.
	Experiments that Require Institutional Biosafety Committee and Institutional Review Board Approvals and NIH/ORDA Registration Before Initiation.

	
	 FORMCHECKBOX 
 1.
	Experiments Involving the Deliberate Transfer of Recombinant DNA or DNA or RNA Derived from Recombinant DNA into One or More Human Subjects (human gene transfer).

	
	

	D.
	Experiments that Require Institutional Biosafety Committee Approval Before Initiation.

	
	 FORMCHECKBOX 
 1.
	Experiments Using Risk Group 2, Risk Group 3, Risk Group 4 or Restricted Agents as Host-Vector Systems.

	
	 FORMCHECKBOX 
 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.

	
	 FORMCHECKBOX 
 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.

	
	 FORMCHECKBOX 
 4.
	Experiments Involving Whole Animals.

	
	 FORMCHECKBOX 
 5.
	Experiments Involving Whole Plants.

	
	 FORMCHECKBOX 
 6.
	Experiments Involving More than 10 Liters of Culture.

	
	 FORMCHECKBOX 
 7.
	Experiments Involving Influenza Viruses



	E.
	Experiments that Require Institutional Biosafety Committee Notice Simultaneous with Initiation. 

	
	 FORMCHECKBOX 
 1.
	Experiments Involving the Formation of Recombinant DNA Molecules Containing No More than Two-Thirds of the Genome of any Eukaryotic Virus.

	
	 FORMCHECKBOX 
 2.
	Experiments Involving Whole Plants.

	
	 FORMCHECKBOX 
 3.
	Experiments Involving Transgenic Rodents.



	F.
	Experiments that are exempt from the NIH Guidelines.

	
	 FORMCHECKBOX 

	Section III-F-1.  Those that are not in organisms or viruses.

	
	 FORMCHECKBOX 

	Section III-F-2.  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 

	Section III-F-3.  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 

	Section III-F-4.  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 

	Section III-F-5.  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.  A list of such exchangers will be prepared and periodically revised by the NIH Director with advice of the RAC after appropriate notice and opportunity for public comment (see Section IV-C-1-b-(1)-(c), Major Actions).  See Appendices A-I through A-VI, Exemptions Under Section III-F-5--Sublists of Natural Exchangers, for a list of natural exchangers that are exempt from the NIH Guidelines. 

	
	 FORMCHECKBOX 

	Section III-F-6.  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 comments.  See Appendix C, Exemptions under Section III-F-6 for other classes of experiments which are exempt from the NIH Guidelines. 

	
	

	1.
	RECOMBINANT INSERT (TRANSGENE):

	
	a.
	Source(s) of DNA/RNA sequences (include genus, species, gene name and abbreviation): 

Indicate the nature and function of the gene(s)/sequence(s):


	
	b.
	If the recombinant contains viral DNA, does the insert represent more than 2/3 of the viral genome?

 FORMCHECKBOX 
  yes      FORMCHECKBOX 
  no      FORMCHECKBOX 
 n/a   If no, fraction it represents____________________________


	
	c.
	What is the biological activity of the gene product or sequence inserted? 



	
	d. 
	Describe in detail which genes and how gene inserts may pose a potential safety hazard to laboratory personnel or the environment.   FORMCHECKBOX 
 n/a



	
	e.
	Will a deliberate attempt be made to obtain expression of the foreign gene encoded in the recombinant DNA?

 FORMCHECKBOX 
  no      FORMCHECKBOX 
  yes   If yes, indicate the protein produced, function and expected action of the gene.


	2.
	VECTOR:

	
	a.
	Host strain(s) for propagation of the recombinant (give genus, species and parent strain):

Genus

Species

Parent Strain



	
	b.
	Is a helper virus required?

 FORMCHECKBOX 
  no       FORMCHECKBOX 
  yes, specify: 


	
	c.
	Is a vector required? (specific phage, plasmid or virus)
 FORMCHECKBOX 
  no       FORMCHECKBOX 
  yes

	
	d.
	Identify specific vector(s) and function of each: 



	
	e.
	For novel and viral constructs, attach vector map, do not attach gene sequence.

 FORMCHECKBOX 
  n/a

	
	f.
	If viral vector, what % of the viral genome remains?     _____________%   

 FORMCHECKBOX 
  n/a

	3.
	INDICATE TARGET RECIPIENT of vector-recombinant DNA combination (indicate source(s), species, strain or cell lines used):

	Animals: 
 FORMCHECKBOX 
  n/a
	

	Plant cells:
 FORMCHECKBOX 
  n/a
	

	Plants:
 FORMCHECKBOX 
  n/a
	

	Tissue Culture:
 FORMCHECKBOX 
  n/a
	

	DNA Vaccine:                                                          
 FORMCHECKBOX 
  n/a

	

	Gene therapy (also specify target host(s) - (human, animal species):
 FORMCHECKBOX 
  n/a

	

	4.
	Please specify biosafety level(s) for the agents used.  (source, host, vector, etc.)



	5.
	Do you have access to an operable and appropriate autoclave for rDNA/biohazardous waste decontamination?

 FORMCHECKBOX 
  yes      FORMCHECKBOX 
  no     Specify building/room #



	6.
	a.
	Have you read the most current NIH guidelines?

 FORMCHECKBOX 
  yes      FORMCHECKBOX 
  no

	
	b.
	Are you knowledgeable about the appropriate Biosafety Level for experiments in this project?

 FORMCHECKBOX 
  yes      FORMCHECKBOX 
  no

	
	c.
	This project will be conducted at Biosafety (containment) Level:

 FORMCHECKBOX 
  1         FORMCHECKBOX 
  2        FORMCHECKBOX 
  2+         FORMCHECKBOX 
  3

2+ Level:  Biosafety level 2 facilities plus biosafety level 3 practices. 

All manipulations of infectious materials must take place within a biological safety cabinet or other physical containment device.  No work with these materials in open vessels is conducted on the bench. 


	7.
	I understand that all individuals working with these materials must complete annual in-house EHRS Biosafety training. YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


	
	

	8.
	Recombinant and Synthetic Nucleic Acids Research – Electronic Signature:

The Principal Investigator must electronically sign the project package on IRBNet prior to submission.

The electronic signature on IRBNet represents that the Principal Investigator acknowledges the responsibility for full compliance with all requirements and restrictions of the most current NIH Guidelines for the Biosafety Level indicated, that he/she accepts responsibility for the safe conduct and oversight of the experiments conducted at this Biosafety Level; and will inform all associated personnel/students of the conditions required for this work (including potential hazards, safety practices and techniques, the biology of the organisms used, proper waste disposal procedures, proper personal protective equipment and laboratory emergency procedures). Also, training must be documented and updated periodically and whenever new hazards are introduced.  

In addition, he/she will work in accordance with University policies and procedures as indicated in the Laboratory and Biosafety Manuals and the IBC Procedures for rDNA Research.  This also includes shipping requirements for hazardous materials, including rDNA molecules. 

The Principal Investigator also acknowledges that he/she will not initiate nor modify any recombinant DNA research, which requires IBC approval prior to initiation, until the IBC approval is given, and that laboratory personnel will be trained on all modifications; he/she will report any significant problems, violations of the NIH Guidelines, or any significant research-related accidents and illnesses to the Environmental Health and Radiation Safety Department or IBC; and will adhere to the IBC approved emergency plans for handling accidental spills and personnel contamination.   


DEFINITIONS

Acutely Toxic refers to a substance that has the ability to cause damage to living tissue, impairment of the central nervous system, severe illness or death, from an exposure of short duration.  Or any substance for which the LD50 data described in the applicable MSDS cause the substance to be classified as highly toxic.

Biohazardous Material refers to biologically derived materials, which presents or may present a hazard to the well being of a person or the community   i.e., human, animal and plant pathogens, microorganisms and their toxins, (bacteria, fungi, viruses, including oncogenic viruses, parasites, rickettsiae, chlamydiae, toxins), all human and animal blood, blood by-products, tissues and body fluids, cultured cells (and potentially infectious agents these cells may contain) allergens, recombinant DNA products and synthetic nucleic acids, transgenic plants and animals, clinical, necropsy and surgical specimens (tissues, fluids, etc.), arthropods, toxins from higher plants and protein allergens from vertebrate animals. (This list is not all inclusive.)
Carcinogen means any substance that is regulated by OSHA as a carcinogen; or it is listed under the category “known to be carcinogens,” in the Annual Report on Carcinogens published by the National Toxicology Program (NTP); or it is listed under Group 1 (“carcinogenic to humans”) by the International Agency for Research on Cancer Monographs (IARC); or it is listed in either Group 2A or 2B by IARC or under the category, “reasonably anticipated to be carcinogens” by NTP, and causes statistically significant tumor incidence in experimental animals.

Cytotoxic refers to drugs often used in cancer therapy (toxic to cells), antineoplastic agents, alkylating agents, antimetabolites, antibiotics, mitotic inhibitors, etc. 

Hazardous chemical or drug means a chemical or drug for which there is statistically significant evidence based on at least one study conducted in accordance with established scientific principles that acute or chronic health effects may occur in exposed employees.

Metals refers to elements that form positive ions when its compounds are in solution and whose oxides form hydroxides rather than acids with water.

Nanoparticles used in nanotechnology is the study, design and manipulation of materials at the nanometer scale such that novel or enhanced properties emerge.  In general terms, it covers engineered structure, devices, and systems that have a length scale of roughly 1 to 100 nanometers in one dimension (EPA 100/B-07/001, Feb. 2007).

Organic Mercury Compounds are compounds containing covalent bonds between carbon and mercury (C-Hg bond).  Examples are methymercury, dimethylmercury, methoxyethylmercury, methylmercury chloride, phenylmercury, etc. 

Organometallics refers to organic compounds comprised of a metal attached directly to carbon.

Reactive means a chemical which in the pure state, or as produced or transported, will vigorously polymerize, decompose, condense, or will become self-reactive under conditions of shock, pressure or temperature.  Water reactive means a chemical that reacts with water to release a gas that is either flammable or presents a health hazard.

Recombinant DNA (rDNA) molecules are defined as molecules constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell or DNA molecules that result from the replication of those molecules. 

Reproductive Hazard means a substance which affects reproductive capabilities including chromosomal damage (mutagens) and effects on fetuses (teratogens).
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Reference:  Definitions on page 15 and 16.

