(IBC Office use)

IBC Protocol No.: IBC-_________________________
Exempt-                       Biosafety Level (BSL)-_______               
      Non-Exempt-      Enhanced-
The University of Tulsa
INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)
Submission of this IBC Protocol Application Form is required when your research involves recombinant DNA, synthetic nucleic acid molecules, infectious agents, and/or tumorigenic materials. The initial submission consists of the following:
1. A completed and signed TU IBC Protocol Form (handwritten forms will not be accepted)
2. CITI IBC Completion certificates attached for each researcher listed on your application for the following CITI courses:

- Basic Biosafety: Training for Investigators, Staff & Students Handling Biohazards

- NIH Recombinant DNA (rDNA) Guidelines
If the IBC Chair determines that your study is not Exempt you must attach the following additional information:
3. A Biosafety Manual detailing your containment procedures, as a separate document.
~ GENERAL INSTRUCTIONS AND SUBMISSION / REVIEW TIMELINES ~
· Read and address each question in all applicable sections. All sections should either be addressed or stated as “non-applicable” (N/A). (no handwritten application will be accepted)
· You may attach the abstract or project summary from a supporting grant proposal, however, this additional information does not replace the required completed IBC Application Form.  You must address each specific question and type it directly on this form.  
· For all protocols, please allow up to 10-working days for the initial review/determination.  During winter/ spring breaks, holidays and in the summer, the review process may take longer. 

· Protocols that require review at a convened meeting of the full committee must submit a completed IBC Application Form and have had a satisfactory initial review completed by the IBC Chair by the 1st of the month in which you want the protocol reviewed.  TU IBC Meetings will be scheduled near the end of each month, as needed.
Complete IBC protocol applications should be submitted to:
The TU IBC Chair at: mohammed-fakhr@utulsa.edu 
NIH Guidelines can be found at: https://osp.od.nih.gov/biotechnology/nih-guidelines/
CDC Guidelines can be found at:  http://www.cdc.gov/biosafety/publications/bmbl5/
I.  PROJECT INFORMATION
 *RENEWAL/RESUBMISSION OF A CURRENT PROTOCOL NEW PROTOCOL


*If renewal/resubmission: (1) indicate if there are any changes to your currently approved   protocol, and (2) also submit your 3rd year Annual Progress Report. ________________________________________________________________________

Title of TU IBC Protocol:
Date Submitted by PI:
Proposed Research Begin Date: ________   Proposed Research End Date: _______

(TU IBC protocols will be approved for up to 3-year periods.  After 3 years, PIs will be required to submit a new IBC proposal form)
Principal Investigator (PI):
Department:
Campus Phone Ext.:
TU E-mail address:
Co-Principal investigator (Co-PI):
Department:
Campus Phone Ext.:
TU E-mail address:
List ALL other research personnel working on this research study.  Include name and department.  If student(s), indicate if graduate or undergraduate, department(s) and their respective roles in the project:

________________________________________________________________________________________________________________________________________________

REQUIRED TRAINING:

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
 Have all research staff listed for this study, completed the required IBC CITI training courses? *Please attach completion certificates with IRB application paperwork   

https://utulsa.edu/research/office-research/research-compliance/research-compliance-training/ibc-training/ 
FUNDING:





Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  Are you requesting internal or external funding support for this project?     

 FORMCHECKBOX 
 internal funding (university/college/dept./start-up funds)      FORMCHECKBOX 
 external funding (federal/state/private)      FORMCHECKBOX 
 n/a

*If yes, sponsor’s name and award number or source of funding:

(FOR TU IBC Office USE ONLY)


Received/Determined Complete by IBC:


____________________________            _____________________________
II.  SUMMARY   (Please provide a brief (50-75 word), non-technical summary of your project): 
III.  IDENTIFICATION OF POTENTIAL BIOHAZARDS
Check all that apply: 

 FORMCHECKBOX 
 Recombinant DNA
 FORMCHECKBOX 
 Synthetic nucleic acid molecules
 FORMCHECKBOX 
 Infectious agents
 FORMCHECKBOX 
 Toxins
 FORMCHECKBOX 
 Tumorigenic materials
Select Agent Transfer Program (42CFR 72.5)

These agents are listed at: https://www.selectagents.gov/SelectAgentsandToxinsList.html 
Risk Group Classification for Infectious Agents:  https://my.absa.org/riskgroups 
OTHER TU RESEARCH COMPLIANCE CONSIDERATIONS:

Mark “YES” or “NO” to the following:
Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  
Does your study involve Radioisotopes? If proposing to work with 


 
radioactive materials or radiation omitting equipment, please contact the 



 TU Radiation Safety Officer (RSO), Scott Holmstrom.  
Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  
Protocols involving live vertebrate animals must be approved by the 



 Institutional Animal Care and Use Committee (IACUC).  Please 



contact researchcompliance@utulsa.edu. 
Yes FORMCHECKBOX 
   No FORMCHECKBOX 
 
Protocols involving human subjects must be approved by the 
Institutional Review Board (IRB).  Please contact researchcompliance@utulsa.edu. 
IV.  PROJECT INFORMATION

Please read the Guidelines for Recombinant DNA Research and/or the CDC Biosafety in Molecular Biology Laboratories for infectious agents and tumorigenic materials (websites for both of these documents are referenced above).  It is the PI's responsibility to determine the appropriate section and containment level that apply to the research described below.  If you have questions concerning these issues, please contact an IBC member or the Chair of the Committee. 
*Note: “The NIH Guidelines will never be complete or final since all conceivable experiments involving recombinant or synthetic nucleic acid molecules cannot be foreseen.  Therefore, it is the responsibility of the institution and those associated with it to adhere to the intent of the NIH Guidelines as well as to the specifics.” The TU IBC (through the IBC Chair or chair designate) shall decide, at its discretion, what items to bring in front of a convened meeting of the TU IBC.

A. Describe the experimental protocol involving recombinant DNA, infectious agents and/or tumorigenic agents in sufficient detail that the IBC can evaluate the containment level appropriate for the work.  You may attach the abstract or project summary from the supporting grant proposal, however you must address each specific question and type it directly on this form.  Do not attach the entire proposal. 
Please state for each section N/A if not applicable.

IF THIS PROPOSAL INVOLVES NON-EXEMPT RECOMBINANT DNA RESEARCH, ANSWER SECTIONS B-F.  OTHERWISE SKIP TO G.

B.  What is the origin of the cloned DNA or genetically modified organism? Please give the common and scientific name of the source organism(s), the experimental source (library, PCR, synthetic oligonucleotide) of this DNA, and/or the genomic regions to be targeted. Notes for gene editing procedures (e.g. CRISPR/Cas9): 1) if reagents could be used to edit human DNA or cell lines are modified, then BLS2 is required. 2) delivery of editing reagents through vectors can carry a higher safety risk, especially when the guide RNA and protein sequence (Cas9 gene) are present on a single vector. 
C.  What is the nature of the cloned or modified DNA (anonymous marker, protein-coding gene, non-coding sequence, etc.)?

D.   Describe all hosts and vectors to be used in cloning this DNA. 
E.  Are you attempting to express this DNA in the host?  ________________   

Are you proposing to grow more than 10 liters of the recombinant DNA in a single 

     experiment? _____________________
F.  Based upon your answers to B-E, what is the appropriate section and containment level for this experimental protocol?

SKIP TO SECTION H IF YOUR WORK ONLY INVOLVES RECOMBINANT DNA OR SYNTHETIC NUCLEIC ACID MOLECULES.

G.  If your research involves infectious agents and/or tumorigenic agents (but not recombinant DNA or synthetic nucleic acid molecules), what is the appropriate section and containment level for this experimental protocol?

H.  Where will this research be conducted?  Specify the building and rooms and describe how these facilities meet the NIH and/or CDC Guidelines (i.e. each lab room, storage space, etc.).
I.  Have you prepared a Biosafety Manual detailing containment procedures to be followed at this site for these experimental protocols?   Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  
If “yes”, include with this application.  If “no”, please explain relevant details.

V. PROJECT PARTICIPANTS
Do any of the individuals listed on this protocol have any history of chronic gastrointestinal disorder or long-term treatment with steroids, immunosuppressive drugs, or antibiotics?    Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  
If yes, please identify them.

VI. GENOME EDITING TECHNOLOGIES/ACTIVITIES (e.g. CRISPR-Cas9, TALENs, zinc fingers, etc.)

Yes FORMCHECKBOX 
   No FORMCHECKBOX 
      Does your study involve genome editing technologies?

If no, you may skip this section.     If yes, address all questions below:
A. Questions/Issues to consider (Risk-Assessment) for reviewing or submitting genome     editing protocols:
1. Is gene editing, genome modification, or similar technology (CRISPR, TALENs, zinc fingers, etc.) being used as the part of the protocol? If yes, describe the experimental design, including:

a. How will the guide RNA (gRNA) and Cas9 be delivered to the cells and tissues?

b. How was/were the targeting sequence(s) designed?

c. How was/were off-target site/s evaluated?
2. Please answer the following regarding the guide RNA (gRNA or gRNAs) being used in this protocol:

a. What is the percent homology of the target sequence of each gRNA with the human genome?

b. If there is sequence homology, is the PAM sequence present?

3. Which organism(s) is (are) being modified?  Targeting of human cells presents additional risk to laboratory workers due to the potential for accidental ingestion, inhalation, injection or other routes of administration.  Describe how these risks are reduced in your experiment.  Remember that highly homologous genes in non-human species may target human genes as well and consider this in your design. If the reagents (or guide RNA) could be used to edit human DNA, then BSL2 is required.
4. Will CRISPR work be done in cell culture, in whole organisms, or both?  If human cell cultures are used, BSL2 procedures are required.  If animal cell cultures are used, recombinant DNA or viral vector procedures will apply, depending on your design.  In whole organisms, IACUC or IRB approval will be required.
5. How will CRISPR-Cas9 be delivered (e.g., viral vector, plasmid, liposome, nanoparticles, etc.)?  If it is a viral delivery, will the Cas9 and gRNA be delivered together on a single transfer vector/plasmid or on separate transfer vectors/plasmids (since it imparts greater safety)?  Cases where both Cas9 and gRNA are delivered using the same viral vector may present additional risks for laboratory workers if there is the possibility of inactivating one or more human tumor suppressor genes, as one example.  Please consider any potential risks to humans from accidental exposure and justify your experimental design in light of this risk.
6. If animal work is involved, will syringes be used for injections?  If so, syringes with integral safety features must be used and ‘no recapping’ strictly enforced!
7. Will the research involve creation of a gene drive experiment (i.e., a system that greatly increases the probably that a trait will be passed on to offspring)?  All gene drive experiments must include full descriptions of biological and engineering containment protocols that are customized for the organism and the gene editing strategy.  Please be aware that these will be scrutinized in detail due to the danger of releasing a gene-drive organism into the environment.
8. Will the gene editing technology be used to target embryos/germ line cells?  If so, the biosafety protocol must include an approved or submitted IACUC protocol.
9. Will the gene editing technology be used for human gene therapy research?  If so, the biosafety protocol must include IRB submission information.

INVESTIGATOR ASSURANCE FOR RESEARCH INVOLVING RECOMBINANT DNA, SYNTHETIC NUCLEIC ACID MOLECULES, INFECTIOUS AGENTS 

AND TUMORIGENIC MATERIAL
VII. 
 Assurance by the Principal Investigator
1.  I have consulted the section of the NIH Guidelines, which describes the responsibilities of the Principal Investigator and hereby agree to comply fully with the provisions of the Guidelines.

2.  If funded by an extramural or internal source, I assure that this application accurately reflects all procedures involving recombinant DNA, synthetic nucleic acid molecules, infectious agents and/or tumorigenic material described in the grant proposal soliciting these funds.

3.  I understand that my IBC protocol will be approved ‘as written’.  

4. I will not implement any changes to the approved IBC protocol until I have submitted a TU IBC Modification Request Form and received written approval by the TU IBC (unless to remove an immediate hazard).
5.  I will contact the IBC Office with any changes to my research staff for this IBC protocol (add or drop personnel and submit their required IBC training completion certificates).
6.  If this is a 3rd year renewal protocol submission, I have also submitted my 3rd year Annual Progress Report.

7.  The information presented in this application is accurate to the best of my knowledge.

_________________________________           __________________

Signature of Principal Investigator (PI)          Date

VIII.
Assurance by the Departmental Chair

As the Departmental Chair, please sign below to confirm that you have reviewed and approved the proposed study for biosafety compliance.
_________________________________           __________________

Signature of Department Chairperson
         
Date

*The IBC reserves the right to inspect research facilities at any time.
Please submit IBC protocol paperwork to the TU IBC Chair. 

(TU IBC Office)             OFFICIAL TU IBC APPROVAL        


         


Date Approved by TU IBC:

Authorized Approval:

_____________________           
_______________________________

Date




IBC Chair or chair designate signature
V2021-07-08

