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IBC REGISTRATION GUIDE & FAQs
Q: What is an IBC registration document?

A: It is an application form completed by the principal investigator to describe research activities involving recombinant DNA (rDNA) or infectious agents (see Appendix A for definitions).

• Use of rDNA must be registered with and approved by the IBC using the Registration Document for Exempt Recombinant DNA or Registration Document for Non-Exempt Recombinant DNA. Non-Exempt registrations require full committee review while Exempt registrations are reviewed by an expedited process. Consult Appendix C or D to see definitions of types of recombinant DNA experiments that are classified as Exempt or Non-exempt, respectively.
• Use of some infectious agents must be registered with and approved by the IBC, using the Registration Document for the Use of Infectious Agents.  For more information about what constitutes infectious agents, see Appendices A and B.

Q: What types of agents and materials need to be registered with the Institutional BioSafety Committee?

A: Faculty and staff who use, possess, store, and or transport infectious agent(s) (e.g. bacteria, viruses, parasites, fungi, protozoa, prions etc), biological toxin(s), and/or recombinant DNA, must register their use with the Grinnell College Institutional Biosafety Committee.
Q: Who must apply for IBC registration and review?

A: All Grinnell College faculty and staff engaged in research or teaching activities involving biohazardous materials or rDNA conducted on Grinnell College premises, or in a building or location administered by or under the control of Grinnell College are required to obtain IBC review and approval for all work (regardless of the funding source).
Q: Which registration form should I fill out?

A:  Please select the appropriate form to register your activities: Registrations are approved for three years, but require annual renewal.
Form 1:  Registration Document for Exempt Recombinant DNA

Consult Appendix C for a description of work that is exempt

Form 2:  Registration Document for Non-Exempt Recombinant DNA

Consult Appendix D for a description of work that is non-exempt

Form 3:  Registration Document for use of Infectious Agents
Complete this form for each infectious agent you intend to use or store.  See Appendices A and B for a definition and descriptions of infectious agents.  You do not need to register agents in the RG-1 category.
Form 4:  Renewal/Modification Request Document

Use this form to do one of the following:

(a) renew approval of your registration for use of biohazardous materials annually 
(b) modify your approved registered use of biohazardous materials 
(c) terminate IBC approval for use of biohazardous materials in your laboratory

(d) transfer possession of biohazardous materials to another laboratory (on- or off-campus)
Form 5:  Adverse Biosafety Event Report Form

Use this form to report to the IBC any serious adverse event involving biohazardous materials
Q: Where do I find the Biosafety registration forms and how do I register?

A: The Biosafety Registration applications and other pertinent information may be accessed by visiting the College IBC Web Site at http://www.grinnell.edu/about/committees/biosafety.  An IBC member will review each registration, inform you of any concerns or modifications needed, and then forward it to the IBC for final review and approval.  Registrations are approved for three years, but require annual renewal during this period.  At the end of three years, a new registration form must be submitted for approval. (The IBC will review renewal requests in December and June each year.  Registrations approved between June and December will be reviewed for renewal in June; Registrations approved between December and June will be reviewed for renewal in December.)
Q: What are the possible determinations by the IBC as a result of the application review?

A: After reviewing the application, the IBC will notify the principal investigator (PI) of one of the following determinations:

 • Full approval - granted by the IBC if there are no outstanding biosafety issues. An approval is

valid for three years, but requires annual renewal.

•  Requires Modifications to Secure Approval - The IBC clearly states what modifications the PI

must make. The PI must respond in writing to each of the modifications requested by the

committee and receive final approval prior to initiating the research.
• Tabled/Deferred – The application is deferred for consideration at a subsequent meeting because the IBC has determined that a complete risk assessment of the hazards cannot be made based upon the information submitted. The PI must submit the information requested by the Committee and receive final approval prior to initiating the research.
• Disapprove the Registration - The IBC has determined that the research proposal has substantive biosafety issues. The PI must correct the identified issues and submit a revised registration application for review by the full IBC and receive final approval prior to initiating the research.

Q: How do I modify or terminate an existing Biosafety registered study?

A: The PI must inform the IBC of any proposed changes in research. This should be done by completing and submitting a Renewal/Modification Request form and any supporting documents for all proposed modifications. Changes must not be initiated until written IBC approval is received.

Q: I receive no funding from NIH. Do I have to register?

A: Yes. Regardless of funding source, if your research involves infectious agents, biological toxins, Select Agents/Toxins and/or rDNA, you must register with Grinnell’s IBC. Because the College receives funding from NIH grants, all research conducted at the University must comply with the NIH Guidelines.

Q: Do I have to register for PCR work?

A: If you are cloning the PCR product first, prior to sequencing, you will need to register the work with the IBC. However, the direct sequencing of PCR products does not need to be registered with the IBC as long as there is no cloning involved.

Q: How do I determine the appropriate Risk Group (RG) and/or Biosafety Level (BSL) for my protocol application?

A: Risk groups are a classification system for etiological agents; the lower the risk – the lower the risk group class. Biosafety level refers to the physical and procedural barriers used to contain an etiological agent. Risk groups and biosafety containment levels are not proportional determinations. The IBC registration document appendices provide definitions regarding risk groups and biosafety levels.  If you are unsure of the proper determinations after reviewing this information, please contact the Biosafety Program staff.
Q: When do I need to submit a registration document for review by the IBC?

A: Your application must be received at least one (1) month prior to any of the following:

• submission of a project for external funding in order to receive IBC certification (forms 1,2,3)
• initiation of your project (forms 1,2,3)

• renewal of IBC approval for your current registered project (form 4)

• implementation of any modifications in your project that require IBC approval (form 4)

Q: Is Biosafety training available, and for whom?
A: Educational courses in biosafety for training and documentation purposes are available through the CITI program.  A summary of the courses available and the intended users is shown below. Visit the Grinnell College IBC website for instructions to access the training modules.
Course Name


       Mandatory Users

	Basic Biosafety Training
	BSL-2 Lab personnel (including students)

	Biosafety Retraining
	BSL-2 Lab personnel (including students)

	Shipping of Regulated Materials
	PI of BSL-2 labs or courses

	OSHA Bloodborne Pathogens
	PI of BSL-2 labs using blood or other potentially infectious materials

	NIH recombinant DNA Guidelines
	Required for PIs with registered rDNA projects

	IBC Member Training
	Required for new IBC Members


Appendix A: Definitions
Recombinant DNA (rDNA) Molecules*: 

(i) molecules that are constructed outside living cells by joining natural or synthetic DNA segments of DNA molecules that can replicate in a living cell or 
(ii) molecules that result from the replication of those described in (i)

(iii) synthetic DNA segments which are likely to yield a potentially harmful polynucleotide or polypeptide (e.g. a toxin or a pharmacologically active agent) are considered as equivalent to their natural DNA counterpart.  If the synthetic DNA segment is not expressed in vivo as a biologically active polynucleotide or polypeptide product, it is exempt form the NIH guidelines.
*Definition taken from the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules 
Infectious agents

biological agents (e.g., microorganisms) and biologically-derived materials (e.g., rDNA) that present a [potential] risk to the health of humans, animals or plants, either directly through infection or indirectly through damage to the environment.

Institutional Biosafety Committee (IBC) – The committee that reviews all work involving rDNA and infectious agents, and ensures compliance with NIH guidelines for such work.  

Appendix B: risk group definitions of biohazardous agents*
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 (2013) and Word Health Organization (2004) guidelines.  
Appendix C:
Exempt Categories of rDNA Experiments 


(NIH Guidelines (Section III-F; Appendix A, Appendix C)

1.
rDNA containing less than 2/3 of an eukaryotic viral genome propagated in cell culture (with the exception of DNA from Risk Group 3, 4, or restricted agents).

2.
rDNA work involving E. coli K12, S. cerevisiae, and B. subtilis hot-vector systems (with the exception of DNA from Risk Group 3, 4, or restricted agents).  Exempt registrations are reviewed by an expedited process.

3.
Those that are not in organisms or viruses.

4.
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.

5.
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. 

6.
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).

7.
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 can be found in the NIH Guidelines Section IV-C-1-b-(1)-(c), Major Actions.  For a list of natural exchangers that are exempt from the NIH Guidelines, see NIH Guidelines Appendices A-I through A-VI, Exemptions under Section III-F-5--Sub lists of Natural Exchangers. 

8. Those that do not present a significant risk to health or the environment (see NIH Guidelines 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.  See NIH Guidelines Appendix C, Exemptions under Section III-F-6 for other classes of experiments which are exempt from the NIH Guidelines. 

Appendix D:
Non-Exempt Categories of rDNA Experiments 


(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.
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