CALIFORNIA STATE POLYTECHNIC UNIVERSITY

APPLICATION/REGISTRATION DOCUMENT FOR 

WORK WITH BIOHAZARDS AND RECOMBINANT DNA

Instructions:

Please use this form to register your work with biohazardous agents and/or recombinant DNA with the Interim Institutional Biosafety Committee.  To obtain a copy of the most current guidelines for work with recombinant DNA (http://www.nih.gov/od/orda/toc.htm), or if you have any questions regarding the registration process, contact Environmental Health and Safety at extension 4697.

Section A

Principal Investigator:









Department/Division:









Mailing Address:









Telephone:










Project Title:










Objective of Project:









Location of Work (Building, Room Numbers):







Section B

Read the following registration requirements for work with recombinant DNA.  If you check any of the requirements, answer question 1 through 11 in this section.

Human Gene Transfer Experiments

· Submit a completed biohazard registration document and your protocol as outlined in Appendix M of the Guidelines.  Points to consider.  Approval from the Institutional Biosafety Committee is required with your submission to the NIH Office of Recombinant DNA Activities and the Division of Congressional and Public Affairs, Document Control Center, Center for Biologics Evaluation and Research.

Experiments that require Institutional Biosafety Committee Approval, RAC Review and NIH Director Approval prior to initiation:

· The deliberate transfer of a drug resistance trait to microorganisms that are not know to acquire the trait naturally, if such acquisition could compromise the use of the drug to control disease agents in human, veterinary medicine or agriculture.

Experiments that require NIH/ORDA and Institutions Biosafety Committee Approval

prior to initiation:

(  
Experiments involving the Cloning of Toxin Molecules with LD50 of less than 100 nanograms per kilogram of body weight.




Experiments that require Institutional Biosafety Committee Approval before

initiation:

· Experiments using Risk Group 2, Risk Group 3, or Risk Group 4 or restricted agents such as host-vector systems (see Guidelines).

· Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4 or restricted agents (see Guidelines) is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems.

· 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.

· Experiments involving whole animals, including transgenic mouse experiments.

· Experiments involving whole plants.

· Experiments involving more than 10 liters of culture.

Experiments that require Institutional Biosafety Committee notice simultaneous with initiation:

· Experiments involving the formation of recombinant DNA molecules containing no more than two-thirds of the genome of any eukaryotic virus.

If you checked any of the recombinant DNA registration requirements, please answer

questions 1 through 11.

1. Source(s) and description of DNA:


















2. If the recombinant contains viral DNA, does the insert represent more than 2/3 of the viral genome?  (  Yes
(   No
3. What is the biological activity of the gene product or sequence inserted?













4. Will a deliberate attempt be made to obtain expression of a gene encoded in the recombinant DNA?  (  Yes
   (   No
5. Host(s) for recombinant DNA for propagation:
















6. Is a helper virus used?   (   Yes
(   No
7. Is a vector (specific phage, plasmid or virus) required?
(  Yes: Identify specific vector








(  No

8. Target recipient of recombinant DNA (please indicate species or cell lines used):

Animals:



Plants:







Tissue Culture:


Plant Cells:






Gene Therapy (human, animal, DNA vaccine):






9. Do you have a copy of the most current NIH Guidelines?  (  Yes
(  No
10. This project will be conducted at Biosafety Level (check one): ( 1 ( 2 ( 3

11. Are you knowledgeable in the Biosafety Level procedures, equipment and facilities required for this project as specified in the most current NIH Guidelines for research involving recombinant DNA molecules?  (  Yes   (  No
Complete Section C if your work also involves the use of a biohazardous agent.  If your work does not involve biohazards, use the space provided in Section D to sign the form.

Section C




1. Name of biohazardous agent.
2. Brief description of human diseases caused by agent, if known.
3.   Brief description of the research and use/manner in which agents will be handled.
4. Proposed biosafety level and description of techniques, equipment and procedures

used to ensure containment.
 
5.   The method used for disinfection and disposal of the biological agent and waste.
6. Please list largest volume, highest titer and frequency of use.

7.   Does this project involve the use of experimental animals?   (  Yes   (  No

Section D

Your signature below indicates that you acknowledge all requirements and restrictions of the most current NIH/CDC Guidelines for the Biosafety Level you have indicated above; 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



Signature of Department Chair





Date



Signature of College Dean/Department Head



Date



Please list names of all individuals who will participate in this project:

Please return completed form and one copy of your scientific proposal or approved Animal Care and Use Procedure to Environmental Health and Safety Department, CLA Building, Room B1-33 or fax to extension 4698.

Section E (Institutional Biosafety Committee only)


Comments:


Registration Accepted:
(   Yes
(   No


Application Approved:
(   Yes
(   No

Institutional Biosafety Officer


Date

Chairperson, Institutional Biosafety Committee

         Date


Does this research involve generation of recombinant DNA?


Yes, please complete Section B.


No, please go to Section C.





If your research includes the use of the following biohazardous agents, bacteria, fungi, viruses, including oncogenic viruses, chlamydiae, parasites, human blood, blood products or human tissues, primary human cell cultures, non-human primate blood or tissues, infected animals and animal tissues, toxins (bacterial, plant fungi, etc.), allergens, please answer questions 1-7 in this section.








