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REGISTRATION DOCUMENT FOR RECOMBINANT DNA RESEARCH

INSTRUCTIONS:  Please complete this form to register recombinant DNA research with the Institutional Biosafety Committee (IBC) as required by the most current "Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines)".  Return the completed form to the Office of Environmental Health and Radiation Safety (EHRS), 3160Chestnut Street, Suite 400, Philadelphia, PA 19104-6287.  

For a copy of this document, call EHRS at 898-4453 or consult the EHRS web site, http://www.ehrs.upenn.edu.  For a copy of the NIH Guidelines, consult the EHRS web site.  

SUBMIT A SEPARATE FORM FOR EACH PROJECT. ALL FORMS MUST BE TYPED, NOT HANDWRITTEN.  INCOMPLETE OR HANDWRITTEN FORMS WILL BE RETURNED.

Principal Investigator:Jonathan A. Epstein, M.D.  School:Medicine
Position Title:Associate  Professor  Department:Medicine/Cardiology
Mailing Address:954 BRB II/III, 421 Curie Blvd.  Mail Code:6160
Telephone:215-898-8731  FAX:215-573-2094  E-mail:epsteinj@mail.med.upenn.edu
Date of Request:     Location of lab(s):949 BRB II/III
Project Title:     
a. Objective(s) of this project:     
b. Names of individuals participating in this project:     
c. Attach copy of (grant) abstract.

Check the appropriate registration category for experiments covered by the NIH Guidelines:

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). 
Submit 12 copies of this document, 12 copies of completed Appendix M, I - V (Points to Consider), 12 copies of the Clinical Protocol and one copy of the Investigator’s Brochure (if available).

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.

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

1.
RECOMBINANT INSERT (TRANSGENE):
a. Source(s) of DNA/RNA sequences (include genus, species, gene name and abbreviation): Mouse


b. 
If the recombinant contains viral DNA, does the insert represent more than 2/3 of the viral genome?  FORMCHECKBOX 
yes  FORMCHECKBOX 
no

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


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




 FORMCHECKBOX 
yes  FORMCHECKBOX 
no

2.
VECTOR:
a. Host strain for propagation of the recombinant (give genus, species and parent strain:      
b.  
Is a helper virus required?  FORMCHECKBOX 
no  FORMCHECKBOX 
yes, specify:     
c. 
 Is a vector (specific phage, plasmid or virus) required?  FORMCHECKBOX 
no  FORMCHECKBOX 
yes

d. Identify specific vector:pBluescript plasmid DNA
e. If viral vector, what % of the viral genome remains?      %

3.
Target recipient of vector-recombinant DNA combination (indicate species or cell lines used):

Animals: Mouse Tissue culture:      
Plant cells:      Plants:     

Gene therapy:      Specify target host(s)- human, animal species:      

DNA Vaccine:      Target recipient(s):      
4.
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


This project will be conducted at Biosafety Level:
 FORMCHECKBOX 
1
 FORMCHECKBOX 
2           FORMCHECKBOX 
3

c. Is the recombinant generated by the Vector Core Lab of the Institute for Human Gene Therapy at Penn?  FORMCHECKBOX 
 yes  FORMCHECKBOX 
no
5.
Your signature below indicates that you acknowledge all requirements and restrictions of the most current NIH guidelines for the Biosafety Level you have indicated above, unless modified by the IBC; that you accept responsibility for the safe conduct of the experiments conducted at this Biosafety Level; and that you have informed all associated personnel of the conditions required for this work.

Signature of Investigator:







Date: 




Faculty Sponsor (PRINT):     
Signature:




 

********************************************************************************************************

--DO NOT WRITE BELOW THIS LINE--

IBC ACTION

 FORMCHECKBOX 
Acceptance


 FORMCHECKBOX 
Rejection


 FORMCHECKBOX 
Interim Acceptance

Comments:

Signature of IBC Chair: 







Date:____________________

