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	*PLEASE TYPE THIS FORM*

	If this protocol is a resubmission, which protocol(s) is it intended to replace:  Old IBC Protocol No.(s):      

	DATE APPLICATION COMPLETED:      
	IBC No. (Will be assigned initially by IBC office):      

	PRINCIPAL INVESTIGATOR: 

	Name (Last, First):
     
	Campus Phone Number:
     
	Fax Number:
     
	

	Department Affiliation:
     
	Mailing Address1 :
      
	Choose One, if Applicable:

 FORMCHECKBOX 
 New Address - Change for all protocols  
 FORMCHECKBOX 
 Secondary Address - Use this protocol only

	E-mail Address:
     
	
	

	

	PROJECT TITLE:      


	1 All IBC correspondence will be sent to this address.  For on campus investigators use Department and Mail Code.  
For off campus investigators provide complete mailing address.

	List personnel in this section who are Co-Investigators AND/OR personnel who should be copied on the correspondence.

	 FORMCHECKBOX 
 Co-Investigator 
	 FORMCHECKBOX 
 Co-Investigator 
	 FORMCHECKBOX 
 Co-Investigator

	 FORMCHECKBOX 
 Other Project Staff
	 FORMCHECKBOX 
 Other Project Staff 
	 FORMCHECKBOX 
 Other Project Staff 

	 FORMCHECKBOX 
 Consultant or Research Coordinator Not Directly Involved with rDNA/IA
	 FORMCHECKBOX 
 Consultant or Research Coordinator Not Directly Involved with rDNA/IA
	 FORMCHECKBOX 
 Consultant or Research Coordinator Not Directly Involved with rDNA/IA

	Name (Last, First):

     
	Name (Last, First):

     
	Name (Last, First):

     

	Campus Phone Number:

     
	Campus Phone Number:

     
	Campus Phone Number:

     

	Fax Number:

     
	Fax Number:

     
	Fax Number:

     

	Department Affiliation:

     
	Department Affiliation:

     
	Department Affiliation:

     

	E-mail Address:

     
	E-mail Address:

     
	E-mail Address:

     

	Mailing Address1 :

     
	Mailing Address1 :

     
	Mailing Address1 :

     

	Choose One, if Applicable: 

 FORMCHECKBOX 
 New Address - Change for all protocols  

 FORMCHECKBOX 
 Secondary Address - Use this protocol only
	Choose One, if Applicable: 

 FORMCHECKBOX 
 New Address - Change for all protocols  

 FORMCHECKBOX 
 Secondary Address - Use this protocol only
	Choose One, if Applicable: 

 FORMCHECKBOX 
 New Address - Change for all protocols  

 FORMCHECKBOX 
 Secondary Address - Use this protocol only

	Copy on all Correspondence?  FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	Copy on all Correspondence?  FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	Copy on all Correspondence?  FORMCHECKBOX 
  Yes  

 FORMCHECKBOX 
 No


APPENDIX 1 MUST BE COMPLETED FOR ALL PROTOCOLS.

	All personnel working directly with rDNA or vaccine must be listed on Appendix 1.
I. Review Category

 FORMCHECKBOX 

Deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA into one or more human subjects.  UIC IRB Protocol No.     .  [If so, your project requires IBC, Institutional Review Board approval and NIH/OBA2 (Office of Biotechnology Activities) registration prior to initiation of experiments.  [See Section IIIC].  Submit a copy of completed Appendix M with Application.3

	 FORMCHECKBOX 

Deliberate transfer of an infectious agent (e.g., live vaccine that must be handled at BSL2) into one or more human subjects.  UIC IRB Protocol No.     .  [If so, your project requires IBC, Institutional Review Board approval prior to initiation of experiments.  

	In addition to Form D and Appendix 1, investigators submitting protocols must submit the following:

· Human Gene Transfer Protocol as outlined by Appendix M for submission to Office of Biotechnology Activities (OBA), National Institutes of Health2,3 (Only for human gene transfer studies).  If UIC is the lead site, contact IBC office prior to submitting to NIH/OBA and the RAC.

· All documentation/correspondence related to submission of Appendix M to OBA and RAC response3 (Only for human gene transfer studies)

· Lay Summary (Same as submitted to IRB)

· Scientific Summary (Same as submitted to IRB)

· Clinical Protocol (Same as submitted to IRB)

· Clinical Investigator’s Brochure (Same as submitted to IRB)

· UIC Specific Study Informed Consent Document (Same as submitted to IRB)

2 If UIC is the lead site and will submit to OBA.  Human Gene Transfer Protocol must be submitted to IBC for review prior to submission to OBA.

3 For those studies that are exempt from submission of human gene transfer protocol for RAC review as outlined in Appendix M-VI-A of the NIH Guidelines, investigators must ensure that all relevant issues raised by Appendix M are adequately addressed in the other documentation and forms submitted to the IBC for review.

	II. Study Details
	

	a. Phase of Clinical Trial
	     

	b. Is UIC the Lead Site?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 No

	c. Does study require submission of Human Gene Transfer Protocol (Appendix M) to NIH/OBA and RAC?  If yes and UIC is the lead site, Appendix M must be submitted to IBC for review prior to submission to NIH/OBA/RAC 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 No

	d. Has Human Gene Transfer Protocol (Appendix M) been submitted to NIH OBA and RAC by a different site?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 No

	e. Is Human Gene Transfer Protocol (Appendix M) attached to this submission?  (See footnote 3 above)
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 No

	f.  Is correspondence from RAC attached to this submission?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 No

	g. Type of RAC Review
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Initial
	 FORMCHECKBOX 
 Full

	III a. Purpose of the research project:

In layperson’s language, describe the overall project.- Attach Lay Summary.



	III b. Scientific background:  

Provide a scientific summary of the study.- Attach Scientific Summary.



	IV. Human Gene Transfer Agent  FORMCHECKBOX 
 This section not applicable
Provide complete description of the construct to be administered, any attenuation of vector, packaging, route of administration, vehicle, concentration(s)/volume(s), frequency of administration, number of doses, and duration of experiment.

	Gene(s) Inserted:      

	Gene Source:      

	Gene Function:      

	Promoter:      

	Other inserted elements:      

	Vector Type:      

	Attenuation of Vector:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
IF YES, HOW?      

	Replication Deficient:  FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 DOES NOT APPLY

	Replication of Vector:
Packaging Cell line or organism used      

	Testing for Replication Competent Vector:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
IF YES, HOW?      

	Integration into Genome:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 STABLE
 FORMCHECKBOX 
 TRANSIENT

	Route of Administration of Vector to Target Cells:

 FORMCHECKBOX 
 EX VIVO (stably transfected into cells and cells administered)


 FORMCHECKBOX 
 IN VIVO: Check all that apply

 FORMCHECKBOX 
 IP

 FORMCHECKBOX 
 IM

 FORMCHECKBOX 
 SQ

 FORMCHECKBOX 
 INTRATUMOR

SPECIFY SITE(S):      
 FORMCHECKBOX 
 INTRADERMAL


 FORMCHECKBOX 
 AEROSAL

 FORMCHECKBOX 
 OTHER- SPECIFY:      


	Vehicle:      

	Dose- Concentration/Volume:      

	Frequency of Administration:      

	Number of Doses:      

	Duration of Study:      

	Anticipated Adverse Effects due to Gene Insert and/or Vector Used:      

	Monitoring for Vector Shedding:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
 IF YES, HOW?      


	V. Infectious Agent  FORMCHECKBOX 
 This section not applicable
Provide complete description of the infectious agent, any attenuation of agent, route of administration, vehicle, concentration(s)/volume(s), frequency of administration, number of doses, and duration of experiment.

	Agent:      

	Agent Function:      

	Attenuation of Agent:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
IF YES, HOW?      

	Route of Administration of Vector to Target Cells:

 FORMCHECKBOX 
 EX VIVO (stably transfected into cells and cells administered)


 FORMCHECKBOX 
 IN VIVO: Check all that apply

 FORMCHECKBOX 
 IP

 FORMCHECKBOX 
 IM

 FORMCHECKBOX 
 SQ

 FORMCHECKBOX 
 INTRATUMOR

SPECIFY SITE(S):      
 FORMCHECKBOX 
 INTRADERMAL


 FORMCHECKBOX 
 AEROSAL

 FORMCHECKBOX 
 OTHER- SPECIFY:      


	Vehicle:      

	Dose- Concentration/Volume:      

	Frequency of Administration:      

	Number of Doses:      

	Duration of Study:      

	Anticipated Adverse Effects due to Agent Used:      

	Monitoring for Agent Shedding:  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES
 IF YES, HOW?      


	VI a. Indicate ALL UIC locations(s) where gene transfer agent or infectious agent will be administered to research subject. 

Room No.      , Building Name      ; Room No.      , Building Name.      ; Room No.      , Building Name      

	VI b. Indicate ALL UIC locations where gene transfer agent or infectious agent will be prepared for administration: 

Room No.      , Building Name      ; Room No.      , Building Name.      ; Room No.      , Building Name      

	VI c. Indicate ALL UIC locations where gene transfer agent or infectious agent will be stored: 

Room No.      , Building Name      ; Room No.      , Building Name.      ; Room No.      , Building Name      

	VI c. Indicate the highest biosafety level (BSL) required for this project:   FORMCHECKBOX 
1    FORMCHECKBOX 
1*    FORMCHECKBOX 
2

Note:  All work involving collection of human blood, cells, and/or tissues requires yearly bloodborne pathogen training and is considered BSL2.  In addition, most studies involving viral vectors are considered BSL2.  Biosafety level refers to the combination of laboratory practices and techniques, safety equipment and laboratory facilities under which the project can be conducted safely.  For guidance on appropriate biosafety levels for specific agents refer to Biosafety in Microbiological and Biomedical Laboratories, 5th Edition from the CDC and NIH available at http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm  

	VI d. Will shipping off-campus of any potentially infectious biological material (PIBM) be done?  PIBM includes but is not limited to human/nonhuman primate cell, diagnostic samples or tissues, infectious organisms, and viral vectors.

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No  If Yes, Provide a description of what will be shipped, how (e.g. ground or air) and where it will be shipped:      
Name of person(s) responsible for shipping:      
NOTE: Personnel responsible for shipping must complete appropriate DOT (ground) or IATA (air) training.  Please see IBC website (http://www.research.uic.edu/protocolreview/ibc/education/index.shtml) for additional details.  Copy of training certificates should be submitted with protocol.


	VII. Provide a description of the biosafety procedures implemented as specified by the NIH guidelines, the UIC Biosafety Program Manual, and the Biosafety in Microbiological and Biomedical Laboratories, 5h Edition from the CDC and NIH.  NOTE:  If portions of the project are conducted at different biosafety levels, this section will need to be completed for each level.

	a. Preparation of Agents:
1) Personnel Protective Equipment Used (Check all that apply):

 FORMCHECKBOX 
 Gloves

 FORMCHECKBOX 
 Mask

 FORMCHECKBOX 
 Double Gloves

 FORMCHECKBOX 
 Eye protection

 FORMCHECKBOX 
 Lab coat

 FORMCHECKBOX 
 Face shield
 FORMCHECKBOX 
 Disposable gown

 FORMCHECKBOX 
 Other (specify):      
2) Containment Device:

 FORMCHECKBOX 
 Biosafety Cabinet  FORMCHECKBOX 
 Other (specify):      
3) Waste Disposal- Provide a description of the routine procedures used for disposal of sharps, liquid, and solid contaminated waste.  Be specific regarding method and disinfectant with concentration used.      
4) Clean-up Procedures- Provide a description of the routine procedures used to disinfect work surfaces, biosafety cabinet, and equipment.  Be specific regarding method and disinfectant with concentration used.      


	b. Transport Procedures:

Provide a description of the transport procedures used for transporting agents between UIC facilities (e.g., between pharmacy and clinic).      

	c. Administration of Agents:
1) Personnel Protective Equipment Used (Check all that apply):

 FORMCHECKBOX 
 Gloves

 FORMCHECKBOX 
 Mask

 FORMCHECKBOX 
 Double Gloves

 FORMCHECKBOX 
 Eye protection

 FORMCHECKBOX 
 Lab coat

 FORMCHECKBOX 
 Face shield
 FORMCHECKBOX 
 Disposable gown

 FORMCHECKBOX 
 Other (specify):      
2) Waste Disposal- Provide a description of the routine procedures used for disposal of sharps, liquid, and solid contaminated waste.  Be specific regarding method and disinfectant with concentration used.      
3) Clean-up Procedures- Provide a description of the routine procedures used to disinfect work surfaces, biosafety cabinet, and equipment.  Be specific regarding method and disinfectant with concentration used.      



	VIII. List ALL Funding Support for work on this protocol- (a must be completed for all protocols; b, d & e, must be completed for each external funding source supported by this protocol; c may be left blank, if funding agency assigns numbers.)

	a. Funding Agency 1 (e.g. NIH, foundation, departmental, sponsor, currently not funded):      

	b. Title of funding proposal:      

	c. Number Assigned by funding agency:      
	d. Proposal Approval Form Number:      

	e. Funding Status
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	

	a. Funding Agency 2 (e.g. NIH, foundation, departmental, currently not funded):      

	b. Title of funding proposal:      

	c. Number Assigned by funding agency:      
	d. Proposal Approval Form Number:      

	e. Funding Status
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	

	a. Funding Agency 3 (e.g. NIH, foundation, departmental, currently not funded):      

	b. Title of funding proposal:      

	c. Number Assigned by funding agency:      
	d. Proposal Approval Form Number:      

	e. Funding Status
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	


	IX. Conflict of Interest

	a. Conflict of Interest Disclosure

All investigators involved in this research must disclose all potential financial conflicts of interest. “Investigators” include the principal investigator, co-investigators, and any other person who is responsible for the design, conduct, or reporting of research.    All “yes” responses must be clarified below.  For conflict of interest guidance and information, please email COI@uic.edu or call 312/996-4070.

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
    1.  Are any investigators, or family members thereof (spouse, children) major officers of, hold a managerial role in, or otherwise have a significant financial relationship with the research sponsor or any subcontract recipient (subcontractee)?  “Significant” means financial interests in business enterprises or entities that (when aggregated for the individual, spouse, and children) exceed $10,000 or represent more than 5% ownership regardless of dollar value. The $10,000 threshold also applies to salary, royalties, and other payments aggregated for the individual, spouse and children expected over the next 12 months.

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  2.  Do any investigators, or family members thereof, have a significant consulting relationship with this sponsor or any subcontractee?

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  3.  To your knowledge, has this sponsor or any subcontractee provided any of the investigators or their department/unit with significant gift funds?

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  4.  Do any investigators, or family members thereof, have any other relationships, commitments (including assignments of Intellectual Property Rights), activities (including uncompensated activities) or financial/fiduciary interests that present potential or apparent conflicts of interest or commitment with this project?
If you answer "yes" to any of these questions, you must explain below. Guidance on writing an explanation is available at  www.research.uic.edu/conflict//COI_statements.shtml.



	b. Conflict of Interest Explanation

Does the relationship meet the threshold of significance as referenced above?        Yes FORMCHECKBOX 
   No FORMCHECKBOX 

Describe the nature of the conflict.      
Describe the conflicted person’s role and function in the study.  What will she/he be doing?      
Provide justification as to why the conflicted person should be involved in the study.      
Describe the conflict management techniques.      



	X a. AGREEMENT TO ABIDE BY REGULATIONS

I have read the relevant portions of the current NIH Guidelines for Research Involving Recombinant DNA Molecules accessed at http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html and the UIC policy concerning the use of rDNA and infectious agents in research.  I agree to abide by the NIH Guidelines and the UIC policy concerning the use of recombinant DNA and infectious agents in research.

	________________________________________________________________________________
	___________________

	Signature of Principal Investigator

	Date

	Typed or printed PI name:      

	

	X b. AGREEMENT TO ABIDE BY BIOSAFETY PROCEDURES
I have read the UIC policy on use of rDNA and infectious agents in research and the relevant portions of the Biosafety in Microbiological and Biomedical Laboratories from the CDC and NIH accessed at http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm and the UIC Biological Safety Program Manual accessed at http://www.uic.edu/depts/envh/HSS/Documents/BSM2004.pdf.  I agree to abide by the UIC policy and follow the biosafety recommendations of the documents listed above.

	____________________________________________________________________________
	___________________

	Signature of Principal Investigator

	Date

	Typed or printed PI name:      
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