LOUISIANA TECH UNIVERSITY

BIOSAFETY AND RADIONUCLIDE INSTITUTIONAL REVIEW COMMITTEE (BRIRC)
ANNUAL RENEWAL REVIEW FORM
INSTRUCTIONS: This form is to be used for annual review, minor modifications in, or termination of BRIRC-APPROVED activities that involve the use of recombinant DNA, potentially infectious agents, biological toxins, human and mammalian body fluids/tissue, radionuclides, herbicide/pesticides, euthanizing agents, nanoparticles, and/or genetically-modified organisms for field release.  Please complete all applicable portions.

THIS FORM IS NOT TO BE USED AS AN INITIAL APPLICATION TO USE THESE AGENTS OR IF THE PURPOSE, PROCEDURES OR AGENTS USED IN A PREVIOUSLY APPROVED APPLICATION HAS BEEN SIGNIFICANTLY CHANGED.  A NEW FULL APPLICATION IS REQUIRED IF ANY CHANGES ARE DEEMED SIGNIFICANT BY THE BRIRC OR THERE HAS BEEN A CHANGE IN PROJECT COORDINATOR.  

NATURE OF REQUEST: 

( Annual Review
( Minor Modifications

( Annual Review with Modifications

(Termination of Project 

TITLE OF ACTIVITY TO BE RENEWED_________________________________________________

ORIGINAL BRIRC PROJECT #______________________ TODAY’S DATE____________________

PROJECT COORDINATOR/JOB TITLE__________________________________________________

PHONE________________________  E-MAIL______________________CAMPUS MAIL BOX_____

BUDGET UNIT_________________________    BUDGET UNIT HEAD_________________________

List Name(s) and CWID#(s) of Persons Authorized to Participate in This Activity
(NOTE: ALL PARTICIPANTS IN THIS ACTIVITY MUST COMPLETE AND SIGN A “BIOHAZARD PARTICIPANT CONSENT FORM,” REGARDLESS OF THEIR CURRENT APPROVAL STATUS (See Appendix A).)
Your signatures will assure that all information in the original application and this renewal is correct to the best of your knowledge.  Also, that all Louisiana Tech University policies and all applicable regulatory guidelines shall be followed in the conduct of this project.

______________________________    _________   _____________________________   _____________

Principal User


           CWID#              Signature


        Date

______________________________    _________   _____________________________    ____________

Budget Unit Head                                       CWID#               Signature                                          Date

AUTHORIZATION TO CONTINUE ACTIVITY

________________________________________________________

Center Director/Facility Director/Department Head/Budget Unit Head of Facility

________________________________

Date

Section 1- Recombinant DNA

Does this project involve the use of recombinant DNA? ( Yes   ( No (If “YES”, complete Section 1; if “NO”, skip to Section 2)

Have there been any changes in this project involved in the use of recombinant DNA approved by BRIRC on ____________________.   (Yes   ( No  (If “YES”, complete the remainder of Section 1;   if “NO”, skip to Section 2)

Describe any proposed changes in:  (Note:  If there is no change in any one of these items place “N/A”)
1. Nature of DNA:
2. Source of DNA:
3. Host:
4. Host Geographic Range:
5. Vector(s):
6. Use of New Vector(s):
7. Protein Expressed by Foreign Gene (if applicable):
8. Toxicity Level/Hazards Posed by Protein (if applicable):
9. Previously-approved Analytical or Safety Protocols/ Procedures in this Request for Modification:
10. Permit Requirements (if applicable):
11. Biosafety/Chemical Safety Requirements (including any changes in BSL Level or PPE Requirements):
12. Name(s) and phone number(s) of person(s) to be contacted in case of an emergency or accident:
13. Method of Disposal or Residual Agent(s):
Section 2 - Microorganisms and Biological Toxins
Does this project involve the use of microorganismsi or biological toxins? ( Yes
( No 

(If “YES”, complete Section 2; if “NO”, skip to Section 3)

Have there been any changes in this project involved in the use of microorganisms and/or biological toxins, approved by BRIRC on ____________________.   (Yes   ( No  (If “YES”, complete the remainder of Section 2; if “NO”, skip to Section 3)

Describe any proposed changes in: (Note:  If there is no change in any one of these items place “N/A”)
1. The scientific name(s) of all infectious agents or name(s) of biological toxins (List those which were previously approved for use in this activity that will NO LONGER be used and then list all additional biological toxins which are requested to be used in this modification.)
2. The source of all agents listed in #3 (Submit Material Safety Data Sheets for all pathogen).
3. The Risk Group to which each agent listed in #3 belongs.
4. Those agent(s) listed in #3 that are pathogenic to human, non-human animals, or plants, and if so, the name of the organism(s) to which it is pathogenic and the name of the disease(s) each cause.
5. The names of agents which are listed on the “National Select Agent Registry.”
6. Previously-approved analytical or safety protocols/procedures.
7. Biosafety/chemical safety requirements (including BSL Level, disinfection procedures, etc.).
8. Name(s) and phone number(s) of person(s) to be contacted in case of an emergency or accident.
9. Method of Disposal or Residual Agent(s).

Section 3- Human and Other Mammalia Tissue, including Blood and other Body Fluids

Does this project involve the use of human and mammalian  tissue, including blood or other body fluids?   ( Yes
( No 

(If “YES”, complete Section 3; if “NO”, skip to Section 4)

Have there been any changes in this project involved in the use of human tissue, including blood or other body fluids, approved by BRIRC on ____________________.     (Yes   ( No  (If “YES”, complete the remainder of Section 3; if “NO”, skip to Section 4)

Describe any proposed changes in:  (Note:  If there is no change in any one of these items place “N/A”)

1. The human or mammalian-derived material to be used in this activity (material ( has   ( has not been screened for blood-borne pathogens).
2. The source (s) of the material (s) listed in #1? (healthy volunteers, diseases volunteers, commercial sources, cadaver, laboratory animals, etc.).
3. Previously approved analytical or safety protocols/procedures.
4. Activities which are designed to satisfy the requirements of the Louisiana Tech University Exposure Control Plan for Blood-Borne Pathogens to be complied with. 
5. Activities involved in shipping or transport of any of these agents?  If so, summarize the US DOT regulations that must be followed?
6. Disinfectants will be used to decontaminate any work areas or equipment that becomes potentially exposed to these agents?

Section 4 – Radionuclides

Does this project involve the use of radionuclides? ( Yes
( No (If “YES”, complete Section 4; if “NO”, skip to Section 5)

Have there been any changes in this project involved in the use of radionuclides, approved by BRIRC on ____________________.   (Yes   ( No  ( If “YES”, complete the remainder of Section 4; if “NO”, skip to Section 5)

1. Each applicant for radioactive material shall complete the form “Application for Permission to Obtain and Use-Radioactive Isotopes.”  Assistance in filling out this form may be obtained from the Radiation Safety Officer (RSO).  One copy is then submitted to the Radiation Committee for approval or rejection.

2. If the application is approved, the Radiation Committee will submit the order to the Purchasing Office.  They will order the radioactive materials requested.  All such material is received at the Tech Shipping and Receiving Dock at 1250 Hull Street, Ruston, Louisiana.  The shipping department delivers radioactive material ONLY to the “Tech Nuclear Center.”  Upon arrival, these materials will be stored in the Nuclear Center.  The requesting party will then be notified and the material dispensed as approved.  No after hours delivery of radioactive material is allowed.

3. Users are required to keep records of the receipt, use and disposal of radioactive materials.  The Isotope Issue Slip will be completed by the RSO.  The Isotope Utilization Slip will be completed by the requesting party.  The RSO also will complete the Radioactive Material Record for each isotope issued.

4. No transfer of radioactive materials from one site to another shall be made except by explicit arrangements with the Radiation Safety Officer.

Section  5 – Herbicides/Pesticides

NOTE: Louisiana Tech University is classified by the Louisiana Department of Agriculture and Forestry as a “Subcategory 7b Commercial Applicator”
Does this project involve the use of herbicides and/or pesticides? ( Yes   ( No (If “YES”, complete Section 5; if “NO”, skip to Section 6)

Have there been any changes in this project involved in the use of herbicides or pesticides, approved by BRIRC on ____________________.   (Yes   ( No  (If “YES”, complete the remainder of Section  5;  if “NO”, skip to Section 6)

Describe any proposed changes in:  (Note:  If there is no change in any one of these items place “N/A”)

1. The common names of all pesticides and/or herbicides to be used.
2. The chemical names of all hazardous chemicals found is each agent you listed in #1.
3. The target animal or plants to be controlled by these agents. 
4. Previously-approved analytical or safety protocols/procedures
5. The detailed description of the specific area(s)/location(s) to be treated by these agents.
6. The regulations stated in the “Louisiana Pesticide Law” that must be adhered to in this activity?  (see: http://www.ldaf.state.la.us/portal/Portals/0/AES/Pesticide/Forms/PestR&R2008.doc.) 

7. Name all pesticides or herbicides listed in #1 which are restricted.
8. The names and licenses number of all participants in this activity who are licensed by the State of Louisiana to purchase pesticides that are regulated by the State of Louisiana.
9. The names and licenses number of all participants in this activity who are licensed to apply pesticides.
10. The names of all persons who will be engaged in the application of these agents and list the date of their most recent training on “Safe Handling and Use of Pesticides and Herbicides.”  Also, list the name of the instructor that conducted this training.
11. The methods that will be use to prevent overspray of pesticide and/or herbicide onto non-targeted areas.
12. The disposal method for empty pesticide and/or herbicide containers and for un-used pesticide and/or herbicide. 

Section 6 – Euthanizing Agents

Does this project involve the use of euthanizing agents? ( Yes   ( No (If “YES”, complete Section 6; if “NO”, skip to Section 7)

Have there been any changes in this project involved in the use of  euthanizing agents, approved by BRIRC on ____________________. (Yes   ( No  ( If yes, complete the remainder of Section  6; if “NO”, skip to Section 7)

Describe any proposed changes in:  (Note:  If there is no change in any one of these items place “N/A”)

1. The brand and generic names of euthanizing agents.
2. The names and Louisiana State Veterinary License number of the veterinarian that has authorized the purchase and use of these agents.
3. The appropriate rules and regulations that must be adhered to when conducting euthanasia which are specified in: 
“ Guide for the Care and Use of Laboratory Animals” http://www.nap.edu/readingroom/books/labrats
“ AVMA Guidelines on Euthanasia”--http://www.avma.org/issues/animal_welfare/euthanasia.pdf\

4. The genus and species of the animals to be euthanized with this agent. 
5. Previously approved analytical or safety protocols/procedures.
6. The location, including room number and specific location in the room, where these agents are to be stored.  (NOTE: Storage area must be uniquely keyed and access limited to persons designated by the campus veterinarian and the coordinator of this activity).
7. Names of persons authorized to have access to euthanizing agent, their CWID#, and role in the euthanizing process.
8. The method of disposal of un-used or out-dated euthanizing agents.
Section 7 – Nanoparticles

Does this project involve the use of nanoparticles? ( Yes  ( No (If “YES”, complete Section 7; if “NO”, skip to Section 8)

Have there been any changes in this project involved in the use of nanoparticles, approved by BRIRC on ____________________. (Yes   ( No  (If “YES”, complete the remainder of Section 7; if “NO”, skip to Section 8)

Describe any proposed changes in:  (Note:  IF there is no change in any one of these items place “N/A”)

1. Previously approved analytical or safety protocols/procedures.
2. The types of nanoparticles are to be used or produced in this activity.
3. The projected amount(s) of nanomaterial (s) to be used or produced in this activity?
4. The projected concentration(s) of the nanomaterial (s) to be used or produced in this activity?
5. The final form of the nanomaterial(s). (dry, in solution, etc.)
6. Type and amount of aerosols containing nanoparticle to be produced, if applicable.
7. The potential for participants to inhale, ingest, or have dermal exposure to nanoparticles?
8. The containment practices or PPE use that will be implemented to minimize participant exposure to nanoparticles.
9. The procedure for cleaning up spills of nanoparticles.
10. The standard operating practices that will be used to dispose of nanomaterials.
11. The name(s) of the person (s) that is/are responsible for promulgating and enforcing nanotechnology safety guidelines in these work areas. 
Section 8 – Field Release of Plant Pest or Genetically - Modified organisms

Does this project involve the field release of plant pest or genetically modified organisms?

( Yes
( No (If “YES”, complete Section 7; if “NO”, thank you for completing this form.)

Have there been any changes in this project involved in the field release of plant pest or genetically-modified organisms, approved by BRIRC on ____________________. (Yes   ( No  ( If “YES”, complete the remainder of Section 7; if “NO”, thank you for completing this form)

Describe any proposed changes in:  (Note:  If there is no change in any one of these items place “N/A”)

1. The agent(s) to be field released.
2. The purpose of the field release.
3. The inserted gene(s), the recipient(host) plant or animal, method of transformation, quantity of plants and size of test plot in square feet, as applicable.
4. The specific location (address) of the proposed test plot.
5. The procedures to prevent release or dissemination of the transgenic material or pest into the surrounding environment.
6. The novel protein of DNA expressed in the target organism.
7. Alterations in form of function of the host that is expected to result from the insertion.
8. The portions of the rules and regulations of the USDA Biotechnology Regulatory Services, and NIH (see Section 1) which apply to this activity.
9. Previously approved analytical or safety protocols/procedures
APPENDIX A
BIOHAZARD PARTICIPANT CONSENT FORM

Title of Activity:

Biohazard and/or Radionuclide Hazard Associated with This Study:

I, _________________________________________________, a (circle one:  faculty, student, staff, graduate student, undergraduate student), attest with my signature that I have read the “Application for Use of Biohazardous Agents or Radionuclide” to be submitted for this activity.  I fully understand the purpose of and methods used to conduct this activity and have had the opportunity to have all questions about it answered to my satisfaction.  I have received all necessary safety training appropriate to this activity and agree to adhere to all safety rules and protocols while so engaged with it.  I understand that I shall be immediately dismissed from participation in this activity should I violate any of these.  I am a full-time student, faculty, or staff that is over the age of 18 and has successfully completed at least 8 credit hours of chemistry or biological science (including 1 credit hour of lab) and have obtained all the necessary immunizations to participate in this activity (or signed a waiver to this effect).  I understand that if I am not an employee of Louisiana Tech University, as defined as “a person who receives compensation from the University for services rendered to the University”, that Louisiana Tech University is not able to offer financial compensation nor to absorb the cost of medical treatment should I become injured or become ill as a result of participating in this activity.

________________________________________________


_____________________

Signature of Participant





       

Date

Contact Information: The supervising faculty for this activity is ___________________________________

Members of the Biosafety and Radioisotope Institutional Review Committee may be contacted if there is a problem that cannot be discussed with the supervising faculty.
