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 Institutional Biosafety Committee
IBC Form 2

Registration Document:  Non-Exempt Recombinant DNA
All activity involving the use and/or storage of recombinant DNA must be registered with and approved by the IBC.  Please submit this form at least one month prior to initiation of your project/course activities.  The NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines) are located in the Investigators’ Manual for the Use of Biohazardous Materials in Research and at:  http://oba.od.nih.gov/rdna/nih_guidelines_oba.html. For a quick guide to what constitutes non-exempt categories of rDNA use, refer to Appendix A at the end of this form.
	1. Principal Investigator Name: 
	     
	E-mail: 
	

	2. Department: 
	     
	Phone: 
	     

	3.
Laboratory Location: 
	     

	4.
Funding Agency:
	     

	5.
Project Title/ Course#:
	     

	6.  
Risk Group of the recombinant DNA: (Appendix B)
	 FORMCHECKBOX 
 RG1*   FORMCHECKBOX 
 RG2   FORMCHECKBOX 
 RG3   FORMCHECKBOX 
 RG4

	7.

Laboratory Biosafety Level: (Appendix B)  
	 FORMCHECKBOX 
 BSL1        FORMCHECKBOX 
 BSL2
    FORMCHECKBOX 
 BSL3

	

Involving Plants (Appendix P of NIH Guidelines)
	 FORMCHECKBOX 
 BL1-P         FORMCHECKBOX 
 BL2-P     FORMCHECKBOX 
 BL3-P

	
Involving Animals (Appendix Q of NIH Guidelines)
	 FORMCHECKBOX 
 BL1-N         FORMCHECKBOX 
 BL2-N     FORMCHECKBOX 
 BL3-N

	8.

Identify the NIH Guidelines category of recombinant DNA research (check all that apply)

	 FORMCHECKBOX 
  Section III-A
	 FORMCHECKBOX 
  Section III-B
	 FORMCHECKBOX 
  Section III-C

	 FORMCHECKBOX 
  Section III-D
	 FORMCHECKBOX 
  Section III-E
	 FORMCHECKBOX 
  Section III-F*


* RG1 recombinant DNA experiments and experiments falling under Section III-F are exempt from NIH guidelines but must be registered using IBC Form 1
9.
Attach a copy of the protocol.  Provide a summary of your planned use, including significant risk, if any.  If you intend this registration to include multiple constructs, please list them. 

	10.
Is the risk significant enough to require periodic health surveillance of personnel?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	11. If #10 is Yes, and you do not intend to conduct periodic health surveillance of personnel, please explain why not.
	     

	12. Are prophylactic vaccines and/or boosters available?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	13. If #12 is Yes, and they will not be offered, please explain.
	     


14. Section III-A, III-B and III-C Research Only:  Attach a copy of all relevant information submitted to NIH, and NIH/OBA.
15.
Section III-D, III-E and/or III-F Research Only:  Provide the following information:

	a. Sources of recombinant DNA: 
	     

	b. The nature of the inserted DNA sequences
	     

	c. Do you plan to propagate the recombinant?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	d. What are the host recipient(s)? 
	     

	
Vector(s)/specific phage or plasmid:
	     

	e. Is a helper virus to be used?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
If yes, what is the helper virus:
	     

	f. Are plants or animals to be exposed to the recombinant?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	g. Will an attempt be made to obtain expression of a foreign gene?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
If yes, what protein(s) will be produced?
	     

	h.  Describe the containment conditions to be implemented (See Appendices G, I, P, & Q of NIH Guidelines, as applicable) 
	     


16. Applicant’s Assurance.  I certify that:

a. I have attached a copy of the following items to this registration:

· My written procedures describing the potential biohazards and precautions to be taken.

· My written emergency plan for handling accidental spills and personnel contamination as required under Section IV-B-2-b-(6) of NIH Guidelines.(Note: You may adopt the procedures found in appendix C at the end of this document)
b. I have conducted an initial risk assessment based on the risk group of the agent and consideration of how it will be manipulated pursuant to Section II-A of the NIH Guidelines.
c. All personnel conducting this work, including my collaborators and staff, have received instruction on the specific hazards associated with the work and the specific safety equipment, practices, and behaviors required during the course of the work and use of these facilities.  A training record documenting this instruction will be kept up-to-date and is available for review upon request by the IBC. (Note: you may adopt the rDNA personnel training record found on the Grinnell College IBC website for this purpose).
d. Any spill of recombinant DNA, any equipment or facility failure (e.g., ventilation failure), and/or any breakdown in procedure that could result in potential exposure of laboratory personnel and/or the public to recombinant DNA will be reported to the IBC immediately (use form 5).
e. Any significant proposed changes in my use, including the addition of new personnel (faculty/staff only), will be reported to and approved by the IBC before the change is implemented or personnel are added.

f. A sign incorporating the universal biohazard symbol will be posted at the entrance to the laboratory when infectious agents are present.  Posted information must include:  the laboratory's biosafety level, the supervisor's name (or other responsible personnel), and required procedures for entering and exiting the laboratory.
g. No use of recombinant DNA will be initiated or modified until IBC approval is received.

h. When I no longer plan to use the registered materials in the laboratory, the IBC will be notified of disposal or transfer to another Principal Investigator utilizing IBC Form 4-Modification Request and no transfer or disposal shall occur until IBC approval is obtained.

i. I have read and understand my responsibilities as Principal Investigator as outlined in Section IV-B-7 of the NIH Guidelines, and will comply with these responsibilities.

j. The information provided herein is accurate to the best of my knowledge. I also understand that, should I use the project described above as a basis for a funding proposal (either intramural or extramural), it is my responsibility to ensure that the description of the work in the funding proposal is identical in principle to that contained in this registration.

Electronic Signature of Principal Investigator

Date

Submit this completed form electronically to krohn@grinnell.edu
IBC Use Only

 FORMCHECKBOX 
 Section III-A     FORMCHECKBOX 
  Section III-B
 FORMCHECKBOX 
 Section III-C    

 FORMCHECKBOX 
 Section III-D     FORMCHECKBOX 
 Section III-E    FORMCHECKBOX 
 Section III-F

Biosafety level approved:
 FORMCHECKBOX 
 BSL-1
 FORMCHECKBOX 
 BSL-2

Laboratory inspection required prior to initiation of use?
 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
 No

*Use of biohazardous materials cannot begin until the IBC or its designee has inspected the laboratory and approved it for the appropriate biosafety level.

Date of successful laboratory inspection (if applicable): ___________________

Recombinant DNA Research is: 
 FORMCHECKBOX 
 Approved   FORMCHECKBOX 
 Disapproved

IBC Chair Signature





Date

 FORMCHECKBOX 
 IBC-signed copy returned to Registrant 

Appendix A – Definitions

Recombinant DNA:

In the context of the NIH guidelines, recombinant DNA molecules are defined as either:

1.
Molecules that are constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or

2.
Molecules that result from the replication of those described in 1.

Non-Exempt Categories of rDNA Experiments (if any apply, complete this Registration):

--NIH Guidelines (Section III-D and E)

1.
Deliberate transfer of a drug trait to a microorganism not known to acquire it naturally (if it could compromise the use of the drug to control disease agents in humans, animal, or agriculture).

2.
Human gene transfer experiments.

3.
Cloning of DNA encoding molecules lethal to vertebrates at an LD 50 of <100ug/kg body weight.

4.
Cloning using human or animal pathogens as host-vector systems.

5.
Cloning of DNA from all Risk Group 3, 4 or restricted human or animal pathogens (including HIV and related viruses, and human tumor viruses).

6.
Experiments using more than 2/3 of the genome of infectious animal or plant viruses or defective viruses grown in the presence of helper virus.

7.
Recombinant DNA experiments involving:


a. animals in which the animal’s genome has been altered by stable introduction of recombinant DNA or DNA derived there from, into the germ-line (transgenic animals).


b. viable recombinant DNA-modified microorganisms tested on animals.

8.
Large scale DNA project (>10 liters of culture combined).

9.
Plant recombinant DNA experiments.

10.
Transgenic or knockout rodent experiments. (Note: The purchase or transfer of transgenic rodents for BSL-1 experiments is exempt from registration.)

11.
All experiments not specified on this sheet.  Non-Exempt registration requires full committee review.

Appendix B - Definitions of Risk Groups and Biosafety Levels
As researchers, it is extremely important to consider all the possible health risks (real and theoretical) associated with the use of recombinant DNA molecules and infectious agents.  Careful planning prior to the initiation of a project will allow the researcher to select the proper physical containment application(s) (referred to as Biosafety Levels) thereby decreasing the risk of an accidental exposure to the staff, the general public, and the environment. Researchers should familiarize themselves with the terminology and definitions commonly applied to these two important areas - Risk and Containment.  These definitions are provided for you below. 

Risk Groups: Pathogens (microorganisms) and agents (rDNA)
RG-1 (no or low individual and community risk). A microorganism that is unlikely to cause human disease or animal disease. Agents not associated with disease in healthy adult humans.

RG-2 (moderate individual risk, low community risk). A pathogen that can cause human or animal disease but is unlikely to be a serious hazard to laboratory workers, the community, livestock or the environment. Laboratory exposures may cause serious infection, but effective treatment and preventative measures are available and the risk of spread of infection is limited. Agents associated with human disease that is rarely serious and for which preventive or therapeutic interventions are often available.

RG-3 (high individual risk, low community risk). A pathogen that usually causes serious human or animal disease but does not ordinarily spread from one infected individual to another. Effective treatment and preventive measures are available. Agents associated with serious or lethal human disease for which preventive or therapeutic interventions may be available (high individual risk but low community risk).

RG-4 (high individual and community risk). A pathogen that usually causes serious human or animal disease and that can be readily transmitted from one individual to another, directly or indirectly. Effective treatment and preventive measures are not usually available. Agents likely to cause serious or lethal human disease for which preventive or therapeutic interventions are not usually available (high individual risk and high community risk).

Note: Grinnell College facilities are not equipped to handle risks associated with RG-3+ agents.

*Risk group definitions taken from NIH guidelines (2009) and Word Health Organization (2004) guidelines.  

Biosafety Levels:

Biosafety Level 1:  BSL-1 is suitable for work involving well-characterized agents not known to cause disease in health adult humans, and of minimal potential hazard to laboratory personnel and the environment.
Biosafety Level 2:  BSL-2 is similar to Level 1and is suitable for work involving agents of moderate potential hazard to personnel and the environment. 

Biosafety Level 3:  BSL-3 is applicable to clinical, diagnostic, teaching, research, or production facilities in which work is done with indigenous or exotic agents which may cause serious or potentially lethal disease as a result of exposure by inhalation. 

Biosafety Level 4:
BSL-4 is required for work with dangerous and exotic agents which pose a high individual risk of aerosol-transmitted laboratory infections and life-threatening disease.  Restrictions apply to personnel training, lab accessibility and construction, and the use of protective equipment and clothing.  Research activities involving BSL-3 and BSL-4 containment are prohibited on the Grinnell College Campus.  There are no BSL-3 or BSL-4 facilities at GC. 

--Biosafety in Microbiological and Biomedical Laboratories, 5th Edition
Appendix C - IBC Spill Procedures

These guidelines are intended to assist the Laboratory Director and other responsible individuals who may be involved in the cleanup of biological spills.  This guide outlines the basic procedures for dealing with some of the biological spills that may be encountered in a research laboratory.  All lab personnel should refer to the specific spill response procedures before initiating their experiments.

Biosafety Level 1 (BSL-1) Spill

· Notify others in the area, to prevent contamination of additional people or the environment.

· Report the spill to the laboratory director
· Remove any contaminated clothing and wash exposed skin with soap and water.

· Wearing gloves and lab coat, cover spill with paper towels, pour *disinfectant around the spill allowing it to mix with spilled material.  Allow suitable contact time, at least 15 min.

· Pick up any pieces of broken glass with forceps and place in a sharps container.

· Discard all disposable materials used to clean up the spill into a biohazard bag.

· Wash hands with soap and water.

· Biosafety Level 2 (BSL-2) Spill

· Notify others in the laboratory regarding the spill.

· Close door, and post with a warning sign.

· Remove contaminated clothing, turning exposed areas inward, and place in a biohazard bag.

· Wash all exposed skin with soap and water.

· Report all spills to the laboratory director.  If unavailable, contact the Campus Safety and Security Office (x4600). 

· Allow aerosols to disperse and/or settle for at least 30 minutes before re-entering the laboratory (if spill outside biosafety cabinet).  Access spill clean-up kit (*disinfectant, paper towels, biohazard bags, forceps, etc.).

· Put on protective clothing (lab coat, safety glasses, and utility gloves if necessary).

· Cover the area with disinfectant-soaked towels, and then carefully pour disinfectant around the spill.  Avoid enlarging the contaminated area.  Allow at least a 20 minute contact time.

· Pick up any sharp objects with forceps and discard in a sharps container. 

· Use paper towels to soak up the disinfectant and spill

· Smaller pieces of glass may be collected with paper towels held with forceps.  If no sharps remain in the spill discard the materials into an autoclave bag.

· Wipe surrounding areas (where the spill may have splashed) with disinfectant.

· Place all contaminated paper towels and any contaminated protective clothing into a biohazard bag and autoclave.

· Wash hands and exposed skin areas with soap and water.
*disinfectant:  prepare 10% bleach solution by diluting household bleach 1:10 in water 
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