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Last revised:  JUNE 2016 
Institutional Biosafety Committee
BIOSAFETY PROTOCOL REVIEW FORM
ibc.ehs@ttu.edu                                      1-806-742-3876
FOR IBC USE ONLY
 IBC Approval No.:
   Expiration Date:
Biological Permit No.:
   IBC Chair Signature: 
    Approved Date:
Instructions: All investigators must complete Sections 1, 7 and 8; complete Sections 2-6 where appropriate and mark the applicable boxes below.  The assurances and signature sheets for the Principal Investigator and laboratory personnel are to be turned in after the protocol has been approved.
SECTION 1  - RESEARCHER INFORMATION:  Complete this section for all protocol submissions.
1.1.    Principal Investigator (PI):  TTU faculty only
1.2.    Co-Principal Investigator (Co-PI):  TTU faculty, post-doctoral fellows
1.4.    Research Location(s):
Add Row
Building & Room
Current Laboratory BSL 
Date Last Inspected
Inspector(s)
1.5.    It is the PI's responsibility to inform all personnel working in shared laboratory space of the associated risks and safety     
           precautions required.  I agree to inform personnel working in shared laboratory space of the hazards associated with 
           my research. 
1.7.    Does the research involve the movement of biological materials between, to and/or from designated laboratory space(s)?
         
           If yes, please complete Section 6:  Transport and Shipping of this application.  Review Section B12 of the University Laboratory Safety Manual and  
             discuss SOPs for transport of materials as appropriate in Sections 6 and 8.  NOTE:   In order to ship biological or chemical materials, the TTU EH&S 
             shipping training is required.  Permits and other documentation may also be needed to ship / receive certain materials.
1.8.    Research Classification / Type (Check all that apply):
1.9.    Is this protocol required for an IACUC protocol?
1.10. Is this protocol required for an IRB protocol? 
1.11. Do individual experiments involve more than 10 liters of cultures?
1.12. What is the highest risk group of the agent(s) in the proposed work?
1.13. What is the biosafety level required for the proposed work?
          Explain 1.11. and 1.12. as necessary in the space below.  In the remaining sections of the form where standard operating procedures 
            (SOPs) are asked for, procedures where BSL2 containment and above is used should comply with and incorporate CDC/NIH Biosafety in Microbiological 
            and Biomedical Laboratories guidelines.
1.14. I, the Principal Investigator, have identified all personnel conducting the experiments (e.g., students, temporary staff, 
          visiting researchers, etc.), specified their project responsibilities and applicable training/experience on Attachment A,  
          appended to this application.  Signatures for all personnel listed on Attachment A will be included on the Signature Form   
          submitted after IBC Approval is granted.  As required for submission, the necessary EHS training certificates for me, 
          project personnel and any Co-PIs accompany this application.  If no, please explain in the space below. 
SECTION 2  - RECOMBINANT AND SYNTHETIC NUCLEIC ACIDS:  Complete this section if your project involves the use of 
                       recombinant or synthetic nucleic acids or transgenic animals.
2.1.    Indicate the source of insert DNA or RNA below.
             If biological source is:
              a)  a viable intact microbe or virus - Complete Section 3 - Microbes and Viruses.
              b)  human - Will human materials be handled by lab personnel?  If yes, complete Section 5 - Human Materials.
              c)  a virus - What percentage of the genome is to be used?
2.2.    Describe the vector(s) and its / their origin below.  If a viral vector is used, complete Section 3 - Microbes and Viruses.
2.3.    Do experiments involve the use of defective viruses in the presence of a helper virus?
           If yes, indicate the helper virus and complete Section 3 - Microbes and Viruses. 
2.4.    Indicate the recipient host below.  List the genus and species for microorganisms, animals and plants.  If the host is a 
           microorganism, give the strain type or serogroup as well.  If the recipient host is tissue culture or a cell line, specify the 
           lineage, organism and vendor catalog number (e.g., Primary Dermal Fibroblast Normal; Human, Neonatal; ATCC PCS-201-010).  
           If the recipient host is a microorganism, complete Section 3  - Microbes and Viruses UNLESS it is non-pathogenic E. coli K-12, Bacillus subtilis, or 
          Saccharomyces cerevisiae used in certified Host-Vector systems as listed in the current NIH Guidelines so long as the organism(s) will not be converted 
          to a pathogenic strain.
2.5.    Do experiments involve the use of animals or plants? 
2.6.    Will a foreign gene or genes (i.e. one that is not found in the host species/strain) be expressed?  
           If yes, identify the gene(s) and its function if known.
2.7.    DNA clones contain genes for the biosynthesis of toxic molecules lethal for vertebrates at the indicated dosage:
 
           If any of they options below are checked, complete Section 4 - Biological Toxins.
 
 
2.8.    Do experiments involve environmental release (outside the facility) of an organism containing recombinant nucleic acids?      
            If yes, approval for release is required by state and/or federal regulating agencies.  Have your applications been approved?
           Identify the regulatory agency and the date the approval was filed below.  Submit a copy of the approval notification to EHS with this application.
 
 
 
 
2.9.    Insert your procedure(s) for disposing of liquid waste contaminated with recombinant materials. 
2.10.  Insert your procedure(s) for disposing of liquid waste contaminated with recombinant materials. 
2.11.  Insert your procedures for utilizing engineering and work practice controls to mitigate risks when handling this material; 
           also include SOPs for managing spills and accidental exposures involving these materials.
2.12.  Have all personnel involved with this project received training regarding the procedures for handling recombinant or 
           synthetic nucleic acids?  
           NOTE:  If research is BSL2, documented regular updates regarding the procedures for handling the materials in required.
SECTION 3  - MICROBES AND VIRUSES:  Complete this section for all uses of microbes and viruses EXCEPT non-pathogenic E. coli 
                        K-12, Bacillus subtilis, or Saccharomyces cerevisiae recipients in host-vector systems
3.1.    What microorganism(s) will be used in this project?  Indicate the strain / serogroup and other virulence factors.
3.2.    Is / are the organism(s) known to be pathogenic (includes opportunistic pathogenicity) to:
 
 
 
 
           Explain as necessary.  Indicate attenuation or virulence factors as appropriate.
3.3.    Is the agent on the CDC Select Agent List (see Appendix A)?
           If yes, have you completed and submitted the APHIS/CDC Form 1 Application?
           If yes, have you received approval?  If so, submit a copy of the approval with this application.
 
 
 
 
 
 
 
 
3.6.    Does the experiment involve or does the microbe synthesize a toxic molecule lethal for vertebrates at an LD50 <100,000 
           ng/kg or is the toxin on the CDC Select Agent List (see Appendix A)?
  
 
3.7.    Does the experiment involve the infection of vertebrate animals?
           If yes, a protocol must be submitted to the Institutional Animal Care and Use Committee.  In the space below, insert SOP(s) for animal handlers and 
           animal care technicians that address special safety precautions and management strategies for hazards.  Include whether the animal can shed the  
           organism and proper handling of excreta and animal carcass(es).
3.8.    Is there a vaccine available and recommended for personnel handling this agent?
           The CDC list of current US vaccine-preventable diseases:  http://www.cdc.gov/vaccines/vpd-vac/vpd-list.htm
           The WHO list of currently available vaccines:  http://www.who.int/immunization/diseases/en/
           If yes, request participation in the Occupational Health Program:  
           http://www.dept.ehs.ttu.edu/ehs/ehshome/occupationalsafety/OccupationHealthProgram
 
 
3.9.    Does the work involve the importation, production, manufacturing, or processing of new (intergeneric) agents or 
           significant new use of agents for the purpose of obtaining an immediate or eventual commercial advantage for the 
           researcher or the funding entity?
           If yes, a Microbial Commercial Activity Notice must be submitted to the Environmental Protection Agency.  Has this been done?
3.10.  Insert your procedure(s) for disposing of liquid waste contaminated with materials listed in Section 3.  If materials are 
           handled in the same manner as a previous section you may reference that section here.
3.11.  Insert your procedure(s) for disposing of solid waste contaminated with materials listed in Section 3?  If materials are 
           handled in the same manner as a previous section you may reference that section here.
3.12.  Insert your procedures for utilizing engineering and work practice controls, managing spills and accidental exposures 
           involving materials listed in section 3.  If materials are handled in the same manner as a previous section you may 
           reference that section here.
3.13.  Have all personnel involved with this project received a documented initial training?  
           Documented regular updates regarding the procedures for handling the agent(s) is required.   
SECTION 4  - BIOLOGICAL TOXINS:  Complete this section if you are working with a biological toxin or select agent listed on 
                        Appendix A, a microorganism which synthesizes a toxic molecule lethal for vertebrates below, or the biosynthesis 
                        of toxic molecules.  Routine operations with dilute toxin solutions are conducted under BSL-2 conditions with the aid of PPE and a well-maintained BSC or comparable engineering controls (BMBL, 5th Ed.; pg 386).
4.1.    Identify the toxin(s) to be used in your research, their source, and all locations where they will be produced, stored, and/
           or handled. 
Add Row
Toxin
Source
Quantity  (include units)
Activity
Building and Room No.
           NOTE:  If multiple locations are listed in 4.1, discuss the methods of transport (i.e. secondary containers, absorbent materials, carts, etc.) between    
           locations in Section 6 - Transport and Shipment of Biological Materials.
4.2.    Is the toxin on the Select Agent List? (See Appendix A) 
4.4.    Will lyophilized toxin be handled?  
           If yes, insert handling SOP accordingly in 4.10 to 4.12 below. 
4.5.    Has the toxin been attenuated for safer use? 
           If yes, please explain modifications in the space below. 
4.6.    Does the experiment involve the administration of toxin to animals?
           If yes, a protocol must be submitted to the Institutional Animal Care and Use Committee.  Insert SOP(s) for animal handlers and animal care 
           technicians that address special safety precautions and management strategies for hazards.  Include whether the animal can shed the toxin,  
           procedures for how toxin-contaminated materials will be inactivated and proper handling of excreta and animal carcasses.
4.7.    Is there an antidote available for persons exposed to the toxin?  If yes, answer the questions below.
           Do you have it stored in your laboratory?
 
           
4.8.    Have all personnel involved with this project received a documented initial training?  
           Documented regular updates regarding the procedures for handling the toxin is required.
4.9.    Insert your procedure(s) for disposing of liquid waste contaminated with the agent(s) listed in Section 4.  If materials are 
           handled in the same manner as a previous section you may reference that section. 
4.10.  Insert your procedure(s) for disposing of solid waste contaminated with the agent(s) listed in Section 4.  If materials are  
           handled in the same manner as a previous section you may reference that section here.
4.11.  Insert your procedures for utilizing engineering and work practice controls, managing spills and accidental exposures 
           involving materials listed in section 4.  If materials are handled in the same manner as a previous section you may 
           reference that section here.
SECTION 5 - HUMAN / NON-HUMAN PRIMATE MATERIALS:  Complete this section if you are working with human or non-
                      human primate materials or materials of human / non-human primate origin.  
5.1.    Proposed research will include materials from:
5.2.    Indicate the nature of the materials to be used.
 
 
 
 
5.3.    Briefly describe the materials.  Specify cell lines, origin/distributer, testing and/or purification measures, known 
           contaminants (Epstein-barr virus), etc. 
5.4.    Have all personnel involved with the project received documented initial training in the procedures for safe handling of 
           the material including the proper use of protective equipment and an explanation of the Texas Tech Bloodborne 
           Pathogen Exposure Control Program?
5.5.    Have personnel working with these materials been offered a hepatitis B vaccine?
           You can request participation in the Occupational Health Program at the web address below.
           http://www.dept.ehs.ttu.edu/ehs/ehshome/occupationalsafety/OccupationHealthProgram
5.6.    Insert your procedure(s) for disposing of liquid waste contaminated with the agent(s) listed in Section 5.  If materials are 
           handled in the same manner as a pervious section, you may reference that section here.
5.7.    Insert your procedure(s) for disposing of solid waste contaminated with the agent(s) listed in Section 5?  If materials are 
           handled in the same manner as a previous section, you may reference that section here.
5.8.    Insert your procedures for utilizing engineering and work practice controls, managing spills and accidental exposures 
           involving materials listed in section 5.  If materials are handled in the same manner as a previous section, you may 
           reference that section here.
SECTION 6 - TRANSPORT AND SHIPPING OF BIOLOGICAL MATERIAL:  Complete this section if the research involves the 
                      movement of biological materials between, to and/or from designated laboratory space(s).
6.1.    Indicate all that apply to your proposed research.
 
 
 
 
 
 
            If biological materials are to be shipped, has training been completed by 2 individuals related to the research?
NOTE:  Transport of certain biological materials is regulated by federal agencies.  Please reference Section B12 of the University Laboratory Safety Manual for     
           more details; permits and training may be required.  Contact EHS if you have questions regarding the transport of biological materials.
6.2.    Insert your procedure(s) for the above indicated transport condition(s).
SECTION 7 - RISK MANAGEMENT:  This section is required for all applications.
7.1.    Engineering controls:  Select the engineering controls used to prevent potential exposure to hazards.            a.   Biological Safety Cabinet (BSC) 
Add Row
Type of BSC
Inspection Date
Ducted to Building
Building and Room No.
           b.   Fume Hood(s)?
                 Have your hood(s) been inspected in the past 12 months?
           c.   Centrifuge Safety Cups and/or sealable rotor?
           d.   Specify other controls or clarifications in the space below.
7.2.    Sharps:  e.g., syringes, scalpels, probes, etc.
           a.   Will sharps be used in the above indicated research?
           b.   Has the research protocol been reviewed to eliminate or minimize the use of sharps where possible?
           c.   Are sharps containers available and used?
           d.   Are needles reused in the laboratory?
                 If yes, please insert the SOP for recapping below.  Has this procedure been filed with EHS? 
7.3.    Personal Protective Equipment:  Select the PPE required for your research (check all that apply).
           a.   Lab coat
           b.   Tyvek® suit
           c.   Disposable Gown
           d.   Bonnet, hair cover
           e.   N-95 or N-100 respirators
           f.    Surgical mask
           g.   Safety glasses
           h.   Splash goggles
           i.    Face shield
           j.    Gloves (Indicate all that apply. A specific thickness may be mentioned in "Other".)
                 Nitrile
                 Latex
                 Vinyl
                    Thermal protective (heat or cold)
  
           k.   Shoe covers
           l.    Cover sleeves
           m.  Other (Explain below)
7.4.    Decontamination / Disinfection
           a.   Please indicate which method(s) of decontamination and disinfection are to be used for this protocol.
                 Autoclave
                 Indicate the autoclave settings used with biowaste:
                 Bleach solution 
                 Indicate dilution(s):
                 Frequency in which dilutions are prepared: 
                 Chlorine dioxide product; e.g., Clidox®
                 Quaternary ammonium product; e.g., Quatricide® 
                 Other  (Explain below) 
           b.   Is / are the liquid disinfectant(s) registered with the EPA as effective against the agent(s) in the proposed work?
 
           c.   Does the material to be disinfected have a high organic content (e.g., serum, proteins, etc.)?
           d.   Will mixed waste(s) be generated?  Explain and insert SOP in the space below.
           e.   How will routine cleaning of the lab space and equipment be performed?  How often?
7.5.    Principal Investigator's Assessment of Risk
           a.   What is/are the most serious and most probable adverse event(s) you can foresee as a result of this experiment? 
                 (For example: recombination, employee exposure, environmental release, activation of latent virus, etc.) 
           b.   How will you mitigate this risk?
7.6.    Medical Surveillance (check all that apply):
           a.   Are there recommended prophylactics for the agent(s) described above?
           b.   Do you, the PI, think the proposed research warrants a laboratory medical surveillance program or do you currently 
                  have a medical surveillance program in place?  Explain as needed below.
SECTION 8 - DISCRIPTION OF USE OF MATERIALS:  This section is required for all applications.
8.1.    In the following space, please describe your project clearly and simply using language understandable to the general 
           public.  Address all specific biosafety concerns in sufficient detail for the IBC to make an informed evaluation.
8.2.    Applicable Standard Operating Procedures.
           Attach appropriate SOPs for this specific protocol (signed and dated by the PI as required). 
CERTIFICATION STATEMENT:  This section is required for all applications.
All parties involved in the described research should be aware of the potential biological and zoonotic risks related to the materials and procedures and how to properly mitigate these risks; therefore, all individuals must be appropriately qualified and trained so that all those involved proceed with informed consent.  
I affirm that I and all personnel have been trained to safety handle, contain, decontaminate and dispose of all research materials and have completed the required EHS trainings. 
The PI is responsible for contacting the appropriate committee(s) when additional review is necessary.  Such instances include but are not limited to  when 1) an agent is added, 2) personnel is added/deleted, 3) methodologies described herein change, and / or 4) the three year term of this protocol expires.   
I affirm that I will seek additional protocol reviews as required. 
Any falsification or deliberate misrepresentation, including omission of a material fact, or failure to complete any part of your application can be grounds for application rejection. 
I affirm that all information contained herein is accurate and complete. 
 
 
 
 
 
NOTE:         If changes in information provided on this application occur, contact the Biological Safety Officer at 742-3876 or at ibc.ehs@ttu.edu.
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