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	Principal Investigator (PI): 
	

	Indicate one of the following:
	Faculty
Senior Researcher
Staff
Student 

	Department(s):
	

	PI E-mail Address:
	

	PI Office Address: 
	

	PI Office Phone: 
	

	PI Office Fax: 
	

	Co-Investigator(s): 
	

	Indicate one of the following: 
	Faculty
Senior Researcher
Staff
Student 

	Department(s): 
	

	Co-Investigator(s) E-mail Address:
	

	Co-Investigator(s) Phone:
	

	Project Title:
	

	Funding Agency/ Sponsor:

· If NIH funded, please submit the full NIH proposal along with this registration to the IBC.  


	

	Agency Award Number: 
	

	Laboratory(ies) where rDNA work will be conducted & level of containment:
	

	Laboratory(ies) where animal research will be conducted & level of containment: 
	

	1.
	Description of the project-  please include purpose, specific aim(s) and the over-all experimental design:


	2.
	Description of project in Layman’s Terms in regard to the rDNA aspect of your research:  (Please provide 3 or 4 sentences about the goal of your experiment in non-scientific terms):



	3.
	What type(s) of rDNA experiment(s) will you be conducting;(check all that apply)

	  
	Adenovirus _____

Animal (i.e.; transgenic mouse) ____

Gene Therapy ____

Lentivirus ____

Retrovirus  ____

rDNA gene  ____

Other:  ______

	
	a.) Are Biosafety cabinets/hoods used in this project?

               ___ Yes    ___ No

b.) Date of last evaluation/certification?

               _______

	4.
	Source(s) and nature of inserted DNA or RNA:

	
	a.)  Genomic ______

       cDNA or mRNA  _____

       Other (Specify here):  _____

b.)  Name of Gene(s) ___________________________

c.)  Size of Gene(s) _____________________________
d.)  Activity/ Function  of Gene(s) _________________________
     (i.e.; tissue inhibitor, reporter/marker gene)
e.) Will a deliberate attempt be made to obtain expression of a foreign gene?

       No ____

       Yes ___

          What protein or RNA will be produced?  _________________

	5.
	Category of Experimental Level:  (Check “yes” to all that apply)

Please note:  If multiple levels are chosen, then the NIH Guidelines for the highest level will need to be followed.

	Yes__

No__ 

Yes__

No__

Yes__

No__

Yes__

No__


	A. Experiments that require IBC and IRB approvals and RAC before research participant enrollment; i.e. Human Gene Therapy

      (Section III-C of NIH Guidelines)

B. Experiments that require IBC notice simultaneous with initiation:    

· Experiments involving the formation of rDNA molecules containing no more than two-thirds of any eukaryotic virus.
· Experiments involving transgenic plants.

· Experiments involving transgenic rodents.

            (Section III-E of NIH Guidelines)

C.  Experiments that require IBC approval before initiation.

      (Section III-D of NIH Guidelines)

    (If no, go to 5D)
Will the research project use only agents in RG-1? (see below for risk group clarification)

Yes____    No_____   

Will more than 2/3 of a viral genome be used?

Yes____    No_____                                         

Will a helper virus be used?

Yes____    No_____                                         

Is it foreseeable that the experiment may enhance pathogenicity (i.e. insertion of oncogene, extend host range?)
Yes____    No_____

Will the research project involve more than 10 Liters of culture at any time?

Yes____    No_____

D. Experiments that require NIH/OBA and IBC approval before initiation.  These experiments involve the cloning of a gene encoding toxin molecule with LD-50 less than nanograms per kilogram body weight. 

      (Section III-B of NIH Guidelines) 



	6.
Risk Groups:

Refer to Appendix B:  Classification Human Etiologic Agents on the Basis of Hazard for further clarification.
Please note:  Risk Group does not confirm Biosafety Level.

Check One:

Risk Group 1

(RG-1)

Agents that are not associated with disease in healthy adult humans.

Risk Group 2       (RG-2)

Agents that are associated with human disease which is rarely serious and for which preventative or therapeutic interventions are often available.

Risk Group 3

(RG-3)

Agents that are associated with serious or lethal human disease for which preventative or therapeutic interventions may be available (high individual risk but low community risk).
Risk Group 4

(RG-4)

Agents that are likely to cause serious or lethal human disease for which preventative or therapeutic interventions are not usually available (high individual risk and high community risk).

Will whole animals be used as hosts for RG-2, RG-3, or RG-4?    Yes___  No____

Will whole plants be used as hosts?                                                 Yes___ No ____

7.
Physical containment level:

Refer to Appendix G Section III of the NIH Guidelines and Biosafety in Microbiology and Biomedical Laboratories, 4th Edition for further explanation of biosafety levels.
   Check One:


	
	Biosafety Level 1       (BL-1)

Suitable for work involving agents of unknown or minimal potential hazard to laboratory personnel and the environment.

Biosafety Level 2       (BL-2)

Similar to BL-1 and is suitable for work involving moderate potential hazard to personnel and the environment.

Biosafety Level 3       (BL-3)

Applicable to clinical, diagnostic, teaching, research, or production facilities in which work is conducted with indigenous or exotic agents that may cause serious of potentially lethal disease as a result of exposure by the inhalation route.

Biosafety Level 4

(BL-4)

Refer directly to Appendix G, Section III of the NIH Guidelines.


	

	8.
	Are you using a vector?  

If yes, please list the Vectors:
AND answer the following:

If you are using a commercial vector, please list the web-site link:

If the vector is homemade, please provide a diagram:



	9.
	Please provide a step-by-step detailed description of your proposed rDNA experiments.

	10.
	IBC Requirements:

Please note that prior to receiving approval from the IBC; the following requirements must be met.

	 

Laboratory Facility(ies) 

Building & Room number(s)

Emergency Contact (Name & 24 hour phone)

All laboratory staff names and level of expertise in regards to working and being exposed to the rDNA of your project

Did you conduct training of your personnel to adhere to the Biosafety Level of your proposed experiment(s) {i.e.; Biosafety Level 2}?

Yes ____
No ____

If no, indicate person(s) responsible for training personnel:



	11.
	If this study involves the use of any of the following items, please check appropriately:

                            AGENTS

 Pending

       YES

 APPROVAL NUMBERS

                           SPECIFIC AGENTS:  (SOURCE/ORIGIN)

Radioactivity/X-ray
(RIC #)

Carcinogens/ Mutagens
Primary Human Tissue/ Cells

(IRB #)

Animals
(IACUC #)

Other biohazards



*If this is a Human Gene Therapy Protocol please go to the New Human Gene Therapy Supplement , complete it and send it to the IBC office along with this application.
Recombinant DNA Agreement Policy

As the Principal Investigator of this project:

· I am aware of and agree to abide by the NIH Guidelines for Research Involving Recombinant DNA Molecules, University research policies and other applicable regulatory requirements in conducting all work using recombinant DNA molecules; 

· I understand that I am responsible for full compliance with these guidelines and policies, even if I delegate aspects of the research to others;

In addition, I agree to abide by the following requirements:

· I will not initiate experiments until this research project has been reviewed and approved by Case’s IBC;

· I will follow appropriate Biosafety Level laboratory techniques required in this project;

· I will comply with shipping requirements for recombinant DNA materials, as appropriate;

· I will make available to the laboratory staff copies of the approved protocols which describe the potential biohazards and the precautions that must be taken;

· I will train the staff in good microbiological practices and techniques required to ensure safety for this project, and in the procedures for dealing with accidents and waste management;

· I will supervise the staff and correct work errors and conditions that could result in breaches of the NIH Guidelines;

· I will submit an amendment form for any changes/additional work to be performed that go beyond the range of the current protocol (before work begins).

As the Principal Investigator of this protocol, I acknowledge and agree with all the information that has been sent to the IBC:
Please send a signed hard-copy of the signature page to the IBC office:
________________________________________________________ 
Principal Investigator's Signature          Date
________________________________________________________
Co-Investigator's Signature                   Date

	Please return a copy of the signature page to:
Office of Research Administration
Attn: Maureen Dore-Arshenovitz
Case Western Reserve University
10900 Euclid Avenue
Cleveland, OH 44106-7230 
Campus Address: 
657 Sears Library Bldg.

Location Code:  7230


_____________________________________________________________

Committee Use Only:
IBC Protocol #__________

Received:  _____________

Meeting Date:  __________

Approval Date:  _________

Expiration Date:  ________

On behalf of the IBC, I certify that the committee has read the description of this proposed research involving recombinant DNA molecules. The committee finds that this research project is approved, based on its determination that the information provided in this project registration indicates that the facilities and procedures proposed are adequate for the safe conduct of this research and the safety of other personnel - faculty, staff, and visitors - using the facilities within which this research is to be conducted.

________________________________________________________ 
IBC Chairperson's Signature*          Date 

*The Chairperson's signature represents the vote of the IBC only and does not represent his/her personal approval of this research project. 







