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** ORGS Office Use **
Part I - IBC Protocol Information
 
1.  Principal Investigator (PI) Information
Please indicate the type of changes you are proposing to the approved IBC Protocol:
   * Please note that upon review of the proposed changes, the IBC may request that additional information be submitted.    In terms understandable to a non-scientist, please provide a detailed description of the proposed changes to the existing protocol. This description should provide the goal(s), methodology, and use of biohazardous or recombinant material.   
 When possible, please fill in tables and information as it's found in appropriate sections of the IBC protocol application (such as using Section IV tables & signature pages to add personnel). 
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
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)
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).
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