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Research involving any of the agents listed below must be approved by the Texas A&M University-Kingsville Institutional Biosafety Committee (IBC) prior to initiation:
 
·         Pathogens and potential pathogens of humans, animals or plants;
 
·         Materials potentially containing human pathogens (including human blood, tissue, and cell lines; 
         non-human primate blood, tissue, and cell lines);
 
·         Recombinant DNA (and RNA) including creation or use of transgenic plants and animals.  
 
·         Select agents and toxins (see http://www.selectagents.gov) including strains and amounts 
         exempted from the select agent regulations.
 
·         Any material requiring a CDC import license or a USDA permit
 
The Principal Investigator (PI) is responsible for completing all appropriate parts of this registration document and for notifying the IBC when information submitted in this document changes, such as personnel, laboratory location, procedures, funding, etc.  If such changes occur, the PI will be required to submit an Amendment Form. 
 
Protocols are currently approved for the duration of three (3) year with continuous review and annual laboratory inspections.  
 
Only typed forms will be accepted.  For your convenience, each required form is available electronically.  Only the most current forms will be accepted and reviewed; therefore we ask that you access our website for all submissions.  The application must be completed, signed by all appropriate personnel, and submitted to the IBC through the Office of Research Compliance prior to initiation of research.  At the time of submission, you are asked to also submit all grant proposals pertaining to your research.  Failure to provide all information requested, including requested signatures, will lead to a delay in processing your request.  If further instructions are necessary, please contact the ORGS at researchcompliance@tamuk.edu or call (361) 593-2677.
 
Checklist and Table of Contents 
for TAMUK Institutional Biosafety Committee (IBC) Protocols
 
The following is a table of contents of the items included in an application for IBC permit. In order for research to be approved, you must provide all applicable sections to the IBC, and a copy of the grant proposal. Please check and attach all items that apply to your research.
Part I, II, and IV are required and must be completed then submitted.  Parts III should be completed and submitted as applicable.  Only typed applications will be processed for review.  
Please send completed Applications for IBC Permits to Office of Research Compliance. The office may be contacted at (361) 593-2677 or by email at researchcompliance@tamuk.edu.
Your protocol will be delayed if it is missing any required information.  New protocols are required to be reviewed at a regularly scheduled monthly IBC meeting.  Please allow sufficient time for processing of your application. It may take 30-60 days to obtain IBC approval. 
 
PI Fills In
Part I - IBC Protocol Information
 
1.  Principal Investigator (PI) Information
  All fields in this section MUST be filled in.
2. Investigator Assurance
·         I attest that the information contained in this Amendment is accurate and complete.
·         I agree to comply with all Texas A&M University-Kingsville IBC requirements regarding research involving biohazardous and / or recombinant materials. 
·         I agree not to initiate any research subject to IBC approval unless I have received such approval.
·         I agree to notify the IBC immediately of incidents involving biohazardous and / or recombinant agents.
·         I acknowledge my responsibility for the conduct of this research in accordance with Section IV B-7 of the NIH Guidelines.
·         I have the knowledge and training required to safely handle the materials described.
·         I agree to comply with all university training requirements as stipulated by the Office of Research Compliance. 
·         I agree to record training of all my laboratory personnel according to the specific BSL requirements and standard operating procedures of my laboratory in an appropriate log filed with my laboratory manual.
·         Entry doors to the laboratory will be closed and locked when the laboratory is unattended.
·         I agree to provide all personnel working in the laboratory notification, information and training on the hazards, laboratory security and emergency policies and procedures associated with working in my laboratory.  I agree to inform all personnel working in the laboratory that potentially all microorganisms can be pathogens under certain conditions.  When necessary, work procedures and protocols are in place to prevent aerosols and exposure to microorganisms.  All personnel are provided training in sterile technique, the use of automatic pipetters and the proper disposal of biohazardous materials.  All personnel are advised that if they are in an immunocompromised / immunosuppressed condition that they are at risk for infection from the general environment and susceptible to infections that would normally not be a problem for an immunocompetent individual.  All personnel are further advised that working in a laboratory that conducts experiments using live microorganisms could increase their risk of infection and be hazardous to their health.
·         I understand that it is my responsibility to adhere to all Federal, State and other regulatory licensure, permits, and registration of sorts so as to be in compliance with other entities. Should any such item become expired I agree to notify Research Compliance within 72 hours of expiration so as to take the proper action in reconciling the matter of expiration 
·         I agree to report any unanticipated event(s) to the Office of Research Compliance within 24 hours or sooner so as to fulfill the Texas A&M University System requirements for reporting incidents in a timely manner consistent with all regulations set forth. To notify Research Compliance email us at. ResearchCompliance@tamuk.edu and call us at (361) 593-2677 (if no one answers the phone please leave a message, we will contact you as soon as possible).
·         I agree to Notify the Office of Research Compliance within 24 hours or sooner of being inspected by any agency or entity outside of Texas A&M University - Kingsville. To notify Research Compliance email us at ResearchCompliance@tamuk.edu and call us at (361) 593-2677 (if no one answers the phone please leave a message, we will contact you as soon as possible).
3. Protocol Information 
Project Start and End Date: 
 
Note that Project end date can be longer than the term of an IBC approved protocol. A New protocol application will need to be submitted to research compliance, reviewed and approved by the IBC prior to the old one expiring)
A. Funding Source (Please check all that apply) 
B. Reviewing Body:  
C. Grant Proposal (if applicable):
 If this IBC is related to grant funding, please include a copy of all grants associated with this IBC Permit. The submission should include all sections of the grant that contain information pertaining to the research. (Budget information is not required.) Please add / delete the table as needed to list all relevant grants. 
Add or Delete Rows
D. What type of IBC Application Protocol will this be (Please check all that apply) 
 
E. Lay description of the project 
In terms understandable to a non-scientist please provide, in the space below, a brief summary of this project describing its goal(s), methodology, and use of biohazardous or recombinant material. 
 
F. Technical description of the project 
Please provide a technical description in the space below. Provide information detailed enough so that IBC members can perform a risk assessment of your protocol. Include the following information: 
 
      ·         Procedures, practices, and manipulations involving biohazardous or recombinant agents (e.g. cloning 
         of genes in E. coli for sequencing; creation of transgenic mice by means of lentiviral vectors; isolation of 
         bacteria from sewage  - may include human pathogens).
      ·         Identify all manipulations that may increase risk to personnel or the environment; describe how these 
         risks will be mitigated (e.g. all manipulations involving agents listed in this protocol will be conducted in a 
         biosafety cabinet; transgenic plants will be grown in locked growth chambers and will not be allowed to 
         flower)
      ·         Briefly describe your experience with the manipulations described in this section (e.g. I have use 
                  identical methodology to generate transgenic mice over 100 times in the last 10 years; I have never used this 
                  method to isolate proteins from pathogenic bacterial before, however Dr. Smith, who developed this method 7 
                  years ago, has agreed to assist me for the first 3 runs.)
      ·         Fill in part V- Biological Decontamination & Spill Clean-up Plan Template, including the sections entitled 
                  “Lab Specific Requirements”.  The plan must be customized for your laboratory.
      ·          Fill in the Part VI - Biological Waste Disposal Plan.  Call the Environmental Health and Safety Office for 
                   information about waste disposal: (361) 593-2646 or (361) 593-4131.
 
 
G. Agent use and storage locations. 
This table will be used to identify locations of agents on later parts of the IBC protocol. Please enter building name and room number. Pick campus, room use, current biosafety level, and shared lab status from the drop down menu. If laboratory is shared, please indicate the Principal Investigator 
 
Location ID Table 
Add or Delete Rows
Location
ID	
Campus	
Building
Name	
Room
Number	
Room
Use (Storage/Lab/ Office, etc)	
Current
Biosafety Level	
Shared
Lab?	
Date of Recent Lab Certification
Example (# 1, 2, 3,  etc.)
Harvard
Goldenson Building
105
Pharmacological Lab
BSL 4
No - D. Bates
01/18/2018
 
H. Protocol Subjects. Does this protocol involve the following? 
a)
Humans Subjects. If Yes, enter the Institutional Review Board (IRB) information below
b)
Live vertebrate animals. If Yes, enter the Institutional Animal Care and Use Committee (IACUC) information below
c)
Live invertebrate animals. (i.e. Drosophila)
d)
Plants.
I. Agent Characteristics. Does this protocol involve the use or storage of the following?
a)
Agents potentially affecting humans?
b)
Agents potentially affecting animals?
c)
Agents potentially affecting plants?
d)
Materials potentially containing human pathogens (including human cell line, human blood, and unfixed human tissue)?
e)
Biological Toxins?
f)
Any Material requiring a CDC or USDA permit?
If you answered YES to any of the above questions, 
you need to enter the agent name(s) and more information into Table A of Part II. 
J. Recombinant DNA. Does this protocol involve the following? 
a)
The use of recombinant agents created elsewhere? 
b)
Creation of recombinant bacteria or yeast non-pathogenic  to humans, plants, or animals?
c)
Creation of recombinant bacteria or yeast potentially pathogenic  to humans, plants, or animals? 
d)
Use of viral vectors? 
e)
The creation of transgenic animals? 
f)
The creation of transgenic plants? 
g)
The use of transgenic animals or plants (excluding the use of commercially obtained transgenic rodents kept at BL-1)? 
If you answered "No" to all of the above questions, skip to question L below. 
If you answered "Yes" to any of the above questions 
you must enter information into Tables A and B of Part II, then continue with question J: 
·         Enter host (target) name (e.g. Mus musculus) and information into Table A of Part II;
·         Enter vector, if used, name (e.g. adeno-associated virus (AAV)) and information into Table A of Part II;
·         Enter information regarding the cloned DNA insert (e.g. insulin) into Table B (Part II). 
 
K. Viral Vectors Characteristics 
 
         If viral vectors are use, complete a separate Part III for each. 
 
L. Insert Characteristics
 
Please answer the following questions regarding the inserts to be listed in Part II. 
a)
From a Risk Group 2 Agent? 
b)
From a Risk Group 3 or 4 Agent? 
c)
From an animal or plant pathogen not affecting humans? 
d)
From a Select Agent or coding for a Select Toxin? 
e)
Encodes for a known or suspected oncogene gene? 
f)
Encodes for a toxin molecule (whole or partial)?  If yes please describe the LD50 of the toxin and whether the insert will code  for an active toxin. 
g)
Will antibiotic resistance be transferred to microorganisms? If yes: 
1. Describe what antibiotic resistance genes will be transferred to which agents      (microorganism?). 
2. Explain why this action would not fall under Section III-A-1-a of the NIH Guidelines.      Include relevant references. 
 
M. Which Sections of the NIH Guidelines does research described in this protocol fall (all that apply for 
    each agent)?
Add or Delete Rows
Table A  ID 	
Agent Genus, species 	
Strain 	
BL/ABSL/BL-P 	
Sections of the NIH Guidelines that covers experiments 
(list all that apply)          
Example: A-1, etc.
E. coli
K-12
BL1
III-E
 
Rules pertaining to Sections III-A, III-B, III-C, III-D, III-E, and III-F of the NIH Guidelines can be found at:
 
https://osp.od.nih.gov/biotechnology/nih-guidelines/
 
For assistance, contact Texas A&M University-Kingsville's Office of Research Compliance at: 
 
researchcompliance@tamuk.edu. 
N. Risk Assessment 
a)
Will any experimental procedures result in acquisition of new characteristics  such as enhanced virulence, infectivity, or change in host range? 
b)
Will any procedures with the agent be conducted outside of a biological  safety cabinet? 
c)
Will any of the agents be transported outside of the laboratory? 
d)
Will more than 1 liter of agent be generated at any one time? 
e)
Will any of the agents be administrated to animals? If yes please describe the 
experiment in detail in the next section. (e.g. animal species, how is the agent given, how long will the animal be followed.) 
f)
Does this project involve the environmental release of genetically engineered  material? 
g)
Does this project involve the environmental release of pathogenic or potentially  pathogenic material (other than recombinant agents)? 
h)
Will human tissue or cells be transplanted into animals?
i)
Will animal tissue or cells be transplanted into a different species of animal?
j)
Do any of the agents you intend to work with require pre-project serum samples,  immunization, medical monitoring, and/or health surveillance?
k)
Will the deliberate aerosolization of any agent occur? 
 If you answered "Yes" to any of the above questions, please explain in the space provided below. 
 
O. Medical Risks
         Describe health risks associated with the use of all pathogens used in your laboratory and list the symptoms / disease that may occur.
 
         Ensure that the provisions of the University's Bloodborne Pathogen Exposure Control Plan and the mandates of the Texas DSHS bloodborne pathogen standard are carried out while practicing universal precautions with an understanding that all blood, bodily fluids, or other potentially infectious materials are to be considered infectious regardless of the perceived status of the source. 
 
Add or Delete Rows
Agent ID 	
Health risks/symptoms/disease/target organ(s)          
Example # A-1,  etc.
Describe health risks associated with the use of all pathogens used in your laboratory and list the symptoms / disease that may occur.
 
 
 
P. Medical Treatment 
         Unless otherwise noted, in the case of exposure researchers will consult with Enterprise Risk Management; treatment is covered under the Occupational Health Programs. Use box below if additional treatment steps / options / plans are available in case of a potential exposure to pathogens?
Q. Personal Protective Equioment
         Indicate the personnel protective equipment you will use. Please check the applicable boxes. 
*Please contact the TAMUK Occupational Health Program at (361) 593-4510 
or by email at James.Lambert@tamuk.edu to obtain required 
Fit Testing, Pulmonary Function Testing, and/or Respiratory Training. 
R. Biological Safety Cabinet 
         Indicate the type of Biological Safety Cabinet(s) (BSC) you intend to use. Please check the applicable boxes 
         and enter the location IDs: 
#
Class
Location ID:
Certified  Annually?
Most Recent 
Certification Date
1
2
3
4
5
PART II - Agent Information 
 
 Table A: Agent/Vector/Host characteristics 
         In the table below, list each agent that will be used. Note the ID of the agent for later use in your application. If          
         the agent is recombinant, pick "Yes" in the appropriate cell and enter insert information into Table B. Please 
         note that if a vector is used to generate a recombinant host, both the vector and host need to be entered into 
         Table A. If the agent is to be used with animals or plants give the species, otherwise enter "No".
Add or Delete Rows
ID
Genus, Species
Strain
Risk Group (RG)
BSL
ABSL
Recombinant?
List all location IDs where agent will be used / stored (from Part I, Section F)
Use in Animals / Plants? (give species)
Example # A-1,  etc.
Example  - E. coli          
K-12
RG 1 - 4
BSL-1 - 2
ABSL 1 - 2
Yes
1,2,3
No
 
 
Table B: Insert characteristics 
         In the table below, enter information about each vector or host DNA inserts. Enter the appropriate Host ID 
         from Table 1 to indicate which host will contain the insert. 
 
Add or Delete Rows
ID
Host ID  (Table A) 	
Source of Insert  (e.g. human)
Insert Source Risk Group
Insert Name  (e.g. insulin)
Insert Characteristic or Function  (e.g. hormone)
I - 1 , I - 2 , etc.
Example # A-1,  etc.
Human
RG 1 - 4
Insulin
Hormone
Part III  - Viral Vector Information 
Add or Delete Table as needed
Part IV - Personnel Information 
 
Personnel List 
All fields in personnel table(s) below must be completed by the PI when working in laboratories that require BSL1 or above. 
Blue fields - Research Compliance will run the Visual Compliance Restricted Party Screening(s) (RPS) for any     Non-U.S. personnel. 
The PI will need to check their Technology Control Plan(s) (TCP) for the equipment, software, and labs to be accessed to see if the country of citizenship triggers any restrictions. Every College and non-academic department has a Visual Compliance Delegate to assist, as well as the ability to ask Research Compliance or the Office of Compliance.
Add or Delete Rows
BSL Training (Select Level and fill in fields BSL 2 training is good for 1 Year):
Restrictions?
Add or Delete page(s) as needed
Signature Page
	Each employee working laboratories classified as BSL1 and above must complete this page. By my  signature below, I certify that I have read and Understand the laboratory security and emergency policies and
the indication of infection or intoxication by this biological material; the reporting system for potential exposure and accidents; how to seek evaluation and therapy; the standard microbiological practices for this
work, in accordance with the Biosafety in Microbiological Laboratories (BMBL) Guidebook and the standard operating procedures for this laboratory.
 
Finally, I certify that any transfer of this biological material will be done in accordance with Texas A&M University - Kingsville policies and procedures and under the supervision of the Texas A&M University - Kingsville Environmental Health and Safety Office. In addition, I ensure that the detailed records of information necessary to account for all activities related to this agent will be maintained.
(attach CITI certificate and certificates, if available, for any other training taken)
(Please reproduce this page as needed for each faculty, staff, or student listed on the protocol)
Part V - Biological Decontamination & Spill Clean-up Plan Template
This template can be used for writing lab specific Standard Operating Procedures. It should be posted in the lab for workers reference and reviewed with workers annually. This customized template is a required attachment when IBC forms are submitted.  
The top section and any Lab Specific Requirements must be filled in. 
Biological Agent(s)
Disinfectant / Concentration / Contact time
Cleanup Procedures (bench top, centrifuge, etc.)
Spill Response Equipment:
§         Written spill procedure including emergency phone numbers
§         Disinfectant suitable for biological materials being used
§         Paper towels, gloves, shoe covers, safety goggles
§         Forceps to pick up sharps, including broken glass
§         Sharps container for broken glass, etc.
§ Squeegee & dust pan that can be decontaminated 
§ Biohazard bags (red bags or autoclave clear bags for 60 minutes at 1210C)
Lab Specific Requirements (please describe below):        
Small and moderate spills outside the biosafety cabinet:
§         Remove any contaminated clothing and put in autoclavable bag. Be aware that autoclaving may damage fabric.
§         Notify other workers in the area of the spill and control traffic through area.
§         Wear shoe covers and safety goggles if spill is on floor, may be splashed beyond immediate area of spill.
§         Put on gloves and cover spill area with paper towels.
§         Pour disinfectant over towels from edges of spill to center, be careful not to splatter.
§         Decontaminate all objects in spill area.
§         Allow 30 minutes of contact time.
§         Pick up any sharps, including broken glass, with forceps and place in sharps container.
§          Use squeegee and dust pan to recover any shards of broken glass in contaminated liquid.
§         Wipe area with disinfectant and clean towels, mop if spill on floor.
§         Remove gloves and foot covers before leaving area of the spill, put in biohazard bag, and wash hands.
Lab Specific Requirements (please describe below): 
Large spills (>100ml) in or outside of the biosafety cabinet:
§         Evacuate room, close doors, prevent others from entering, and wait 30 minutes for aerosols to settle.
§         Follow procedures for small and moderate spills.
Lab Specific Requirements (please describe below): 
For small spills in a biosafety cabinet:
§         Wipe down all interior cabinet surfaces with appropriate disinfectant.
§         Wipe down all supplies and equipment in cabinet.
Lab Specific Requirements (please describe below): 
For moderate spills in a biosafety cabinet, follow general spill procedures plus: 
§         Leave the cabinet running.
§         Wipe down all interior surfaces with appropriate disinfectant.
§         Determine if spill has gone beyond the work surface such as in the grilles or side seams. Disassemble and decontaminate if necessary.
§         If the cabinet has a catch basin below the work surface that may be involved in the spill, flood the basin with disinfectant. Do not use alcohol as a large quantity of alcohol presents a flammable hazard. Clean basin after 20 minutes.
§         Autoclave or wipe down all items in cabinet with disinfectant.
§         Let cabinet run for at least 10 minutes after cleanup.
Lab Specific Requirements (please describe below): 
For major spills in a biological safety cabinet:
§         Contact the Safety Officer (593-4131) to determine if professional decontamination is required. 
 
For any spills of agents that are transmitted by inhalation, such as Mycobacterium tuberculosis, evacuate the lab immediately, close the door, do not allow anyone to enter the lab, remove any contaminated clothing, wash exposed skin with soap and water, call the Safety Officer for assistance at 593-4131.
 
If Spill Results in a Hazard Exposure ( i.e. face or eye splash, cut or puncture with sharps, contact with non-intact skin):
§         Call  911 (a university phone will speed the dispatch process), wash exposed skin with soap & water, flush eyes for 15 min
§         Seek medical attention. 
-         During and after business hours it is suggested that you go to the Emergency Room at Spohn Kleberg Hospital. 
-         If you are outside the Kingsville area, or if you choose not to go to Spohn Kleberg Hospital, you may seek medical attention at the closest available medical treatment facility or your primary healthcare provider. 
§         Report the incident to your supervisor as soon as possible within 24 hours, fill out the appropriate paperwork. Report all biohazard exposures to the Safety Officer (593-4131). 
Note: It is important to fill out all of the appropriate documents to be eligible for Workers' Compensation should any complications arise from the hazardous exposure in the future.
Part VI - Biological Waste Disposal Plan
Types of  Biological Waste Generated:
Please indicate any other types of biological, or mixed biological with other hazardous wastes that will be generated.
NOTE: For each type of waste checked or listed above, indicate the disposal method below.
 
Liquid Biological Waste Disposal (including infectious, rDNA or cell culture/blood/body fluids):
Solid Biological Waste Disposal (including infectious, rDNA or cell culture/blood/body fluids):
Animal Tissue, Carcasses and Bedding:
Toxins:
Sharps (contaminated):
Other Waste Disposal:
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