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	FORM A - Protocol for Use of Recombinant DNA in Research
Version 4.0
	Office of Animal Care and Institutional Biosafety (OACIB)
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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 OR Work 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


COMPLETE APPENDIX 1

ALL personnel who work directly with rDNA or infectious agents must be listed in Appendix 1.

	Review Category I.

If any box in this section is checked; your project requires IBC approval and additional approval prior to initiation of experiments.  Documentation of RAC review, NIH/OBA approval and/or UIC IRB approval must be provided to IBC office prior to initiation of experiments.  For guidance see appropriate sections of NIH Guidelines at: http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html.
This project involves (check all that apply):
1.  FORMCHECKBOX 
 Deliberate transfer of a drug resistant trait to microorganisms not known to acquire this trait naturally, if such acquisition could compromise the use of the drug to control disease agent in humans, veterinary medicine or agriculture. [If this box is checked, project requires IBC, RAC (Recombinant DNA Advisory Committee), and NIH approval prior to initiation of experiments.  [See Section IIIA].

2.  FORMCHECKBOX 
 Cloning of toxic molecules with LD 50 of less than 100 nanograms per kg of body weight (kg/bw). (See Guidelines for E. coli exceptions.)  [If this box is checked, project requires IBC, and NIH/OBA (Office of Biotechnology Activities) approval prior to initiation of experiments.  [See Section IIIB].

3.  FORMCHECKBOX 
 Cloning of toxic molecules with LD 50 of greater than 100 nanograms per k/bw, but less than 100 micrograms per kg/bw. (See Guidelines for E. coli exceptions.)  [If this box is checked, project requires IBCapproval, and registration with NIH/OBA prior to initiation of experiments.  [See Appendix F].

Complete plasmid/vector maps must be provided for all plasmids/vectors used for any research in the categories listed above.



	AGREEMENT TO REPORT ANY CHANGES TO RESEARCH- SIGN ONLY IF ONE OF THE BOXES ABOVE IS CHECKED

	I agree to report to the IBC and to obtain approval from the IBC for any changes in research involving category I prior to initiation of those changes.

	____________________________________________________________________________
	___________________

	Signature of Principal Investigator

	Date

	Typed or printed PI name:      

	Review Category II.

If any box in this section is checked, your project requires IBC approval prior to initiation of experiments.  Documentation of ACC approval must be provided to IBC office prior to initiation of experiments involving animal procedures.  

*Call the UIC Environmental Health and Safety Office (996-7411) regarding use of select agents.  

For guidance see appropriate sections of NIH Guidelines at http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html.

This project involves (check all that apply):
1.  FORMCHECKBOX 
 Experiments using Risk Group 2, 3, or 4 or Restricted Agents Host-Vector systems.  [See Section III D1 and Appendix B].  By not checking this box, you are indicating that the vector-hosts to be used are risk group 1 or nonmicrobial.  Risk group 1 agents are not associated with disease in healthy adult humans.
2.  FORMCHECKBOX 
 Experiments in Which DNA From Risk Group 2, 3, or 4, or Restricted Agents is cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector Systems..  [See Section III D2 and Appendix B].  By not checking this box, you are indicating that the source of the DNA is risk group 1 or nonmicrobial.  Risk group 1 agents are not associated with disease in healthy adult humans.
3.  FORMCHECKBOX 
 Using infectious or defective DNA or RNA viruses in the presence of helper virus in tissue culture.  [See Section III D3].

4.  FORMCHECKBOX 
 Using whole animals (nonrodent transgenics and/or rDNA or infectious agent in whole animal).  UIC ACC Protocol No.     .  [See Section III D4].

5.  FORMCHECKBOX 
 Using whole plants.  [All BSL2-P+ and above research; See Section III D5].
6.  FORMCHECKBOX 
 Using greater than 10 liters for an individual culture.  [See Section III D6; See Appendix K].



	6.  FORMCHECKBOX 
 Forming recombinant molecules containing DNA segments from a single non-chromosomal or viral DNA source 
[See Section III F].
7.  FORMCHECKBOX 
 Cloning of DNA from a eukaryotic or prokaryotic source not containing a pathogenic agent and propagating it using plasmids in nonpathogenic prokaryotic source  [See Appendix C and E].
8.  FORMCHECKBOX 
 Cloning DNA from a prokaryotic source including its indigenous plasmids or viruses and propagating it only in the same host (or a closely related strain of the same species) or when transferred to another host by well established physiological means  [See Section III F].
9.  FORMCHECKBOX 
 Cloning DNA entirely from a eukaryotic source including chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in the same host (or a closed related strain of the same species). [See Section III F].
10.  FORMCHECKBOX 
 Cloning DNA segments and propagating it in hosts where the source and host exchange DNA by known physiological processes (natural exchangers only).  Exchangers must be listed in APPENDIX A of NIH Guidelines.

11.  FORMCHECKBOX 
 Other, Specify      

	IV a. Purpose of the research project:

In layperson’s language, describe the overall purpose of the project in a few sentences:

     

	IV b. Scientific background:  

Describe the scientific background of the research project and research goals:
     


	V. Project Description (attach additional tables as necessary)

	V a. Laboratory E. Coli Hosts, Cloning Vectors, and Inserted Genes (Only BSL1 E. coli strains should be listed here)

	E. Coli Strain Designation/Source
	Plasmids or vectors used/Source
	Gene inserted, species of origin, and source of DNA/RNA
	Gene function and protein expressed

	Ex. JM 109/NE Biolabs
	PGEM3z/Promega
	ERalpha/human/cDNA library
	Hormone Receptor/Estrogen Receptor

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


	V b. Non E. Coli Hosts, Pathogenic E. coli Hosts, Cell lines, Cloning Vectors, and Inserted Genes

	Organism & Strain or Cells4 & Species of Origin/Source
	Risk Group5
	Plasmids or vectors used/Source
	Gene inserted, species of origin, and source of DNA/RNA
	Gene function and protein expressed

	Ex. S. typhimurium LT2
	2
	pSB154/isolated in lab
	InvA/S.typhimurim/

cDNA
	Cell invasion/InvA

	Ex. Caco2 cells/human/Dr. Smith
	N/A
	pLSXN
	NKCC1/human/cDNA
	Transport protein/Na-K-2Cl cotransporter

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	For each organism listed above describe the pathogenicity or attenuation of the organisms.  For all pathogenic strains, list the antibiotic selection markers that will be used in those strains. (Ex. B. Anthracis Sterne strain- deletion of plasmid pXO2):      
Check here is agent is a select agent:  FORMCHECKBOX 
 Contact UIC Environmental Health and Safety Office at 996-7429 regarding use of select agents


4 All work involving human or nonhuman primate cells/tissues/cell lines requires yearly bloodborne pathogen training and is considered BSL2.

5 Risk Group Definitions

	Risk Group 1 (RG1)
	Agents that are not associated with disease in healthy adult humans 

	Risk Group 2 (RG2)
	Agents that are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available

	Risk Group 3 (RG3)
	Agents that are associated with serious or lethal human disease for which preventive or therapeutic interventions may be available (high individual risk but low community risk)

	Risk Group 4 (RG4)
	Agents that are likely to cause serious or lethal human disease for which preventive or therapeutic interventions are not usually available (high individual risk and high community risk)


	V c. Viral Vectors 

	Vector Class and Name
	Source
	Packaging Cell Line/# plasmids for replication
	Host Range Post Packaging
	Check if Replication Defective
	Describe Attenuation Mechanism

	Ex. Adenoviral/

pAdeno X
	Clontech
	HEK 293 cells/NA
	Human, mammals
	X
	E1 & E3 deleted

	Ex. Retroviral/

PLXSN
	Clontech
	AmphoPack 293 cells/4 plasmid system
	amphotropic
	X
	Gal, pol, and Env deleted

	     
	     
	     
	     
	 FORMCHECKBOX 

	     

	     
	     
	     
	     
	 FORMCHECKBOX 

	     

	     
	     
	     
	     
	 FORMCHECKBOX 

	     

	     
	     
	     
	     
	 FORMCHECKBOX 

	     

	     
	     
	     
	     
	 FORMCHECKBOX 

	     

	V d. In vitro Work

	1) Provide a description of the in vitro work that will be conducted with the reagents listed above.
     



	V e. Animal Work

	1) Transgenic/Knockin/Knockout Production- Provide a description of the construct and species that will be used for production of transgenic/knockin/knockout animals.  Indicate whether PI, RRC, or another source will produce these animals.  If transgenic/knockin/Knockout animals already exist and lines are being cross bred to produce new lines, list lines being cross-bred here.  If line(s) exists and are not being cross-bred to produce new lines, this research does not apply.
     

	2) All other use of rDNA in Animals- Provide a description of the construct to be administered, amount administered, the route of administration, where the work will be conducted, where the animals will be housed post-administration, the duration of experiment, and the biosafety level for this portion of the project.

     


	V f. Plant Work

	1) Transgenic Production- Provide a description of the construct that will be used for production of transgenic plants.  Indicate whether PI, or another source will produce the transgenic.  If transgenic plant already exists, indicate where the plants are maintained, the duration of experiment, and the biosafety level/containment practices for this portion of the project.
     

	2) All other use of rDNA in Plants- Provide a description of the construct to be administered, amount administered, the route of administration, where the work will be conducted, where the plants will be maintained post-administration, the duration of experiment, and the biosafety level/containment for this portion of the project.

     


	VI a. Indicate the location of ALL lab(s)/rooms in which the work will take place:

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

	VI b. If applicable, indicate in which animal facility animal work will take place and type of room in which animals will be maintained

Facility Name.            FORMCHECKBOX 
 BSL1 Standard Housing     FORMCHECKBOX 
 BSL2 Biohazard Housing    FORMCHECKBOX 
 BSL3 Biohazard Housing

	VI c. Indicate the location of ALL lab(s) in which the rDNA molecules/infectious agents will be stored: 

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

	VI d. Indicate the highest biosafety level (BSL) required for this project:   FORMCHECKBOX 
1    FORMCHECKBOX 
1*    FORMCHECKBOX 
2    FORMCHECKBOX 
2*    FORMCHECKBOX 
3

Note:  All work involving human or nonhuman primate cells/tissues requires yearly bloodborne pathogen training and is 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 e. Will shipping off-campus of any potentially infectious biological material (PIBM) be done?  PIBM includes but is not limited to human/nonhuman primate cell lines, 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 must be submitted with protocol to obtain approval.


	A LABORATORY-SPECIFIC BIOSAFETY MANUAL MUST BE COMPLETED AND SUBMITTED WITH THIS PROTOCOL.  For work conducted at BSL1 or BSL2, complete the appropriate biosafety manual template provided on IBC website.  For BSL3, contact IBC office to discuss biosafety manual requirements.  FAILURE TO SUBMIT A MANUAL WITH THE PROTOCOL WILL RESULT IN PROTOCOL BEING RETURNED TO PI WITHOUT REVIEW.




	VII. 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 does not assign numbers or number has not been assigned at time of submission to IBC)

	a. Funding Agency 1 (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 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 

	


	VIII. 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.      



	IX 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:      

	

	IX 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:      

	

	IX c.  AGREEMENT TO REPORT CHANGES IN REVIEW CATOGORY II and III RESEARCH, BIOSAFETY LEVEL, or ADDITIONAL APPROVALS

	I agree to report to the IBC and to obtain approval from the IBC for any changes in review category II, changes in biosafety level or changes requiring additional approvals prior to initiation of those changes.  I agree to report to the IBC any changes in review category III prior to initiation

	___________________________________________________________________________
	___________________

	Signature of Principal Investigator

	Date

	Typed or printed PI name:      
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