UC Santa Cruz rDNA Registration Form 

Research activities involving recombinant DNA (rDNA) must register and potentially receive authorization from the Institutional Biosafety Committee (IBC).
This rDNA Registration Form is your means to describe your work and determine whether your rDNA research is exempt from the NIH Guidelines for Recombinant DNA. If your rDNA research is determined to be exempt, this form will be maintained on file with the Institutional Biosafety Committee (IBC) and EH&S. Having this form on file with the IBC will expedite authorization and release of grant funds from the Office of Sponsored Projects and will also serve as Principal Investigator assurance that all provisions of the NIH Guidelines are being adhered. The IBC or Biological Safety Officer will ask you whether any significant changes have occurred that would negate the exempt status of your rDNA research anytime an extramural proposal indicates rDNA work activities. Please give thoughtful and complete answers as your ability to receive University support for your grant and research is dependent upon IBC authorization. If you have specific questions, contact the campus Biological Safety Officer at biosafety@ucsc.edu.
General Instructions: 

All respondents must complete:

· Principal Investigator and Contact Information

· Section 1. General Project Description
· Section 2. Recombinant DNA and rDNA Exempt Details
· Section 3. Principal Investigator Certification

More specific instructions are included in each section.
Principal Investigator and Contact Information 

Responsible Faculty/PI:

Principal Investigator:


Division and Department:

UC Employee ID:


Address/Mail Code:


Office Phone:  
E-Mail: 
You must have at least one alternate contact who can respond to an emergency, answer questions for the Committee or an Inspector and/or will always be able to contact you. 

Alternate Contacts:

(If you do not have an Administrative Contact, leave blank)

Administrative Contact:

Division and Department:

UC Employee ID:


Address/Mail Code:


Office Phone:  
E-Mail: 
(Preferably an SRA, Lab Manager or Co-PI – Someone with responsibility for the lab who is informed of the research protocols and emergency response procedures)

Lab Contact

Division and Department:

UC Employee ID:


Address/Mail Code:


Office Phone:  
E-Mail: 
Section 1. General Project Description

(to be completed for all applications)

Project Title: 


General Description

Give a brief (several sentences) synopsis of the rDNA research proposal without the use of acronyms or abbreviations and which could be understood by the general public (non-scientist).  

Also include detailed answers to questions below.

· The origin or source of DNA;


· The host – vector system to be used;


Section 2. Recombinant DNA (rDNA)

(to be completed for rDNA applications only)
Please identify any of the following that you intend to use in your research:

	Does the work involve transfer of a drug resistance trait to an organism that does not acquire it normally (Check "no" for standard drug resistance, e.g., ampicillin into E. coli)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Does rDNA contain genes coding for molecules toxic to vertebrates (LD50 <100 nanograms / kg body wt)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Will rDNA be used in human subjects (human gene transfer experiments)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do rDNA experiments involve human genes being cloned into non-pathogenic prokaryotic or lower eukaryotic host-vector systems? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Will there be any large-scale experiments (i.e., more than 10 liters of culture)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Are any human or animal pathogens used either as the host organism or as a vector?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Is any DNA from Risk Group 2, 3, or 4 agents or restricted organisms cloned into non-pathogenic prokaryotic or lower eukaryotic host-vector systems?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do rDNA or RNA experiments involve the use of infectious animal or plant viruses in tissue culture systems or in animals?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do rDNA or RNA experiments involve the use of defective animal or plant viruses in the presence of helper virus in tissue culture systems or in animals?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do any rDNA molecules contain one half or more of any eukaryotic viral genome?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do rDNA experiments involve whole animals?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Do rDNA experiments involve whole plants?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Will you intentionally release rDNA into the environment
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


If you answered NO to all of the above questions, your rDNA research may be exempt from the NIH Guidelines and does not require full review by the Institutional Biosafety Committee. Review specific exemptions listed in the NIH Guidelines (on the next page) and indicate which applies to your research.

Section 2. (continued) rDNA Exempt Details 
Complete appropriate sections based on your planned rDNA experiments. You may need to refer to the complete text of Section III Experiments Covered by the NIH Guidelines:
http://www4.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Toc7261559

Is the experiment and host-vector system exempt under NIH Guidelines?


Explanation & Directions:  The types of rDNA molecules listed in this section are exempt from the NIH Guidelines and review by the Institutional Biosafety Committee is not required UNLESS:  a) a specific exception is noted in this section, or b) the experiment is specifically covered in another section of the NIH Guidelines.

First identify and check all types of experiments listed that are applicable to this work.  Then review each experiment type you checked and determine if any exceptions in the NIH Guidelines are applicable.  If there are applicable exceptions to the exemption, then contact the campus biosafety officer at biosafety@ucsc.edu.


Types of recombinant DNA molecules that are exempt [Section III-F] are those that:
III-F-1
 FORMCHECKBOX 

are NOT in organisms and viruses,

III-F-2
 FORMCHECKBOX 

consist entirely of DNA segments from a single non-chromosomal or viral DNA source, 
III-F-3
 FORMCHECKBOX 

consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host or when transferred to another host by well established physiological means,

III-F-4
 FORMCHECKBOX 

consist entirely of DNA from a eukaryotic host including its chloroplasts, mitochondria, or plasmids when propagated only in that host or a closely related strain of the same species, 
III-F-5
 FORMCHECKBOX 

consist entirely segments from different species that exchange DNA by known physiological processes, though one or more may be a synthetic equivalent; see Appendix A of the NIH Guidelines; 
III-F-6
 FORMCHECKBOX 

do NOT present a significant risk to health or the environment as determined by the NIH Director (see Appendix C of the NIH Guidelines) and as summarized below (on next page):

C-I
 FORMCHECKBOX 

Recombinant DNA in Tissue Culture [Appendix C-I]. Recombinant DNA molecules containing less than one-half of any eukaryotic viral genome (all viruses from a single family being considered identical) are exempt unless there is an applicable exception. That is, the total of all eukaryotic viral genomes within a Family shall not exceed one-half the genome.



Is there is an applicable exception that voids this exemption (note Appendix C-I-A)? 



 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes.  If yes, what is the number of the exception?  _____

C-II
 FORMCHECKBOX 

Escherichia coli K-12 Host-Vector Systems [Appendix C-II].  Experiments that use E. coli K-12 host-vector systems are exempt unless there is an applicable exception.




Is there an exception that voids this exemption (note Appendix C-II-A)? 




 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes.  If yes, what is the number of the exception?  _____ 

C-III
 FORMCHECKBOX 

Saccharomyces Host-Vector Systems [Appendix C-III].  Experiments that use Saccharomyces cerevisiae and S. uvarum host-vector systems are exempt unless there is an applicable exception.




Is there an exception that voids this exemption (note Appendix C-III-A)? 




 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes.  If yes, what is the number of the exception?  ​​​_____

C-IV
 FORMCHECKBOX 

Bacillus subtillis or B. licheniformis Host-Vector Systems [Appendix C-IV].  Any asporogenic or asporogenic strain which does not revert to a spore-former with a frequency greater than 10-7 may be used for cloning DNA unless there is an applicable exception.




Is there an exception that voids this exemption (note Appendix C-IV-A)?




  FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes.  If yes, what is the number of the exception?  _____  
C-IV
 FORMCHECKBOX 

Extrachromosomal Elements of Gram Positive Organisms [Appendix C-V].  rDNA molecules derived entirely from extrachromosomal elements of the organisms listed in Appendix C-V (including shuttle vectors constructed from vectors described in Appendix C), propagated and maintained in organisms listed in Appendix C-V are exempt unless there is an applicable exception.




Is there an exception that voids this exemption (note Appendix C-V-A)? 




 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes.  If yes, what is the number of the exception?  _____  
C-V

 FORMCHECKBOX 

Transgenic Rodents [Appendix C-VI].  The purchase or transfer of transgenic rodents for experiments that require Biosafety Level 1 [Appendix G-III-M] containment.

Section 3. Principal Investigator Certification

By signing below, I certify that I have read the following statements and agree that I and all listed participants will abide by those statements and all UC policies and procedures governing the use of recombinant DNA, infectious agents and other biological materials, as outlined in this application and in the following:

NIH recombinant DNA Guidelines (http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html)

CDC / NIH publication Biosafety in Microbiological and Biomedical Laboratories (http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm)

Cal-OSHA Bloodborne Pathogen Standard 

(http://www.dir.ca.gov/Title8/5193.html).

 I will:

a)
Ensure that listed personnel have received or will receive appropriate training in safe laboratory practices and the procedures for this protocol before any work begins on this project and at least annually thereafter.  In addition, all listed personnel who have occupational exposure to bloodborne pathogens will receive appropriate bloodborne pathogen training.

b)
Follow the health surveillance practices as approved for this protocol and inform those working on the protocol about appropriate emergency assistance information for their location(s).

c)
Inform EH&S and Risk Management of any research-related accident or illness as soon as possible after its occurrence.

d)
Submit in writing a request for approval from the IBC of any significant modifications to the study, facilities or procedures.

e)
Adhere to the UCSC biosafety guidelines referred to in this application.

f)
Ensure that all animal use will follow UCSC Animal Care and Use protocols as per the Chancellor’s Animal Research Committee (CARC). 

g)
Ensure that all biohazardous waste or sharps waste will be handled in accordance with EH&S medical waste guidelines.

Signature: 


(Principal Investigator)

Date: 
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