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INSTRUCTIONS FOR REGISTRATION OF RECOMBINANT DNA RESEARCH
To register recombinant DNA, please complete the following forms:

A) Complete ALL information in the RED section of the rDNA registration document:
· Submit SEPARATE REGISTRATIONS for each vector.  Different transgenes delivered with 
the same vector may be included in the same registration.

B) Complete the additional section that corresponds to your research:
· Fill out Section “1” ONLY if you are CROSSING * transgenic rodents at ABSL 2 or  

             
higher containment, containing more than 50% of an exogenous eukaryotic viral


genome, or carrying a transgene under the control of a gammaretroviral promoter
· Fill out Section “2” ONLY if you are CREATING transgenic rodents
· Fill out Section “3” ONLY for the GENERATION of rDNA
· Fill out Section “4” ONLY for the USE of rDNA (including rDNA received from Vector 
Core, gifted, etc.) 
· Fill out Section “5” ONLY for both the GENERATION and USE of rDNA
                                  * Most generation of transgenic rodents by breeding is now exempt.  

                                     See NIH Guidelines for rDNA for amendment.

C) To amend your existing rDNA registration, please use the AMENDMENT form.

D) If you are working with DNA but believe your work to be exempt from rDNA registration requirements we still require you to complete the RED section of the rDNA registration document.

If you are not sure which “NIH Guidelines Section III” covers your research, consult the following resources:

· NIH Guidelines for rDNA
· Animal Experiments covered under NIH Guidelines

· Exemptions:
SECTION III-F-5 – Sub-lists of Natural Exchangers

SECTION III-F-6 – Recombinant DNA in Tissue Culture &


Generation of transgenic rodents by breeding
· Major Actions
SUBMIT the document (must include RED section and ONE section corresponding to research):

· Mail, hand deliver or E-mail locked, signed PDF to the chair of the Institutional Biosafety Committee (if you are unsure who the current chair of this committee is please contact the Provost’s Office)

ALL FORMS MUST BE TYPED, NOT HANDWRITTEN.  INCOMPLETE OR HANDWRITTEN FORMS WILL BE RETURNED.
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WHICH SECTION SHOULD I FILL OUT???
Only ONE of the following sections should be filled out for each registration.  Separate forms must be submitted for work that relates to different sections.

 FORMCHECKBOX 
 Section 1:  CROSSING two different transgenic rodent strains that must be contained at ABSL2 or higher; contain more than 50% of an exogenous eukaryotic viral genome, or carry a transgene under the control of a gammaretroviral promoter.  
Fill out “Section 1” if you are breeding two different transgenic rodent strains to generate a new transgenic strain.
Example:  Breeding of knockouts from two different transgenic strains under the above mentioned conditions.
 FORMCHECKBOX 
 Section 2:  CREATING transgenic rodents
Fill out “Section 2” if you are using rDNA ONLY to create transgenic rodents.  It is not necessary to fill out any of the other sections (DO NOT fill out any “generation” or “use” sections).

Example:  Creating any transgenic rodent.  

 FORMCHECKBOX 
 Section 3:  GENERATION of rDNA

Fill out “Section 3” if you are generating rDNA materials in your laboratory, but are NOT using them.  

Example:  You generate an rDNA vector for a collaborating researcher. 

 FORMCHECKBOX 
 Section 4:  USE of rDNA (including rDNA received from Vector Core, gifted, etc.) 

Fill out “Section 4” if you are using rDNA materials in your laboratory.  This includes all rDNA constructs that you have received from another source.  

Example:  The Vector Core or collaborator from another institution makes an rDNA construct for your lab and you will be using it in tissue culture, animals, etc.

 FORMCHECKBOX 
 Section 5:  Both GENERATION and USE of rDNA

Fill out “Section 5” if you are both generating and using rDNA in your laboratory.  

Example:  You generate an rDNA construct and use it in tissue culture, animals, etc.  
Recombinant DNA (rDNA) Informational Sheet

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.
Institutional Biosafety Committee (IBC) – The committee that reviews all work involving rDNA.

Some key questions asked when using rDNA technology are:

· Where did the gene come from, or what is the “source” (human, animal, etc.)?

· How will the gene be introduced (i.e. what vector or method of transfection)?
· [image: image2..pict]What is the target recipient (human, animal, tissue culture, etc.)?

What needs to be registered?

1) [image: image3..pict]GENERATION of rDNA constructs

2) USE of rDNA constructs in humans, animals, plants or tissue culture (including modified cell lines used in animals)
3) CREATION of transgenic animals

4) CROSSING of two different strains of animals to create a new strain
Who needs to register? 

It is the responsibility of the principal investigator to register all applicable rDNA work (please see “what needs to be registered” and the NIH guidelines).  

When do you register?

You must register BEFORE generating or using any rDNA.  Be sure to submit registrations in a timely fashion to allow enough time for a meeting of the IBC to be organized if the registration approval is dependent upon IACUC protocols or grant approvals.     

How do you register?

Registration forms can be obtained from the chair of the IBC.  An IBC member will review each registration, inform you of any concerns or modifications needed, and then forward it to the full IBC for final review and approval.  Registrations must be renewed every three (3) years.
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For additional help or information, please contact the IBC chair – see Provost’s website for IBC committee membership details.

*Definition taken from the NIH Guidelines for Research Involving Recombinant DNA Molecules 
MODIFIED 02.22.2012  - with thanks to U.Penn for the template for these forms

