3/28/2013

Texas Tech University Institutional Biosafety Committee – Biosafety Protocol Review Form
Texas Tech University-Institution Biosafety Committee, Box 1090, 742-3876
Instructions: All investigators must complete Section 1, 6, and 7; complete Sections 2-5 where appropriate and mark the applicable boxes below:

 FORMCHECKBOX 
 Section 2 – Recombinant DNA

 FORMCHECKBOX 
 Section 3 – Microorganism Usage (See appendixes A, B and C)

 FORMCHECKBOX 
 Section 4 – Biological Toxin
 FORMCHECKBOX 
 Section 5 – Human Blood/Tissue/Fluid
SECTION 1 – NEW SUBMISSION: Complete this section for all protocol submissions.

1.1. Principal Investigator(s) (PI) name:      
Title:      
College/department:      
Campus address:     
Phone:      
Fax:      
E-mail:      
1.2. Co-Principal Investigator(s) (Co-PI) name (if any):      
Title*:      
· *If not faculty, have co-responsible faculty mentor also sign in the “Assurances and Signatures” section of this form.

College/department:      
Campus address:     
Phone:      
Fax:      
E-mail:      
· If there are additional Co-PIs on this project, please attach a separate sheet with the same information on each Co-PI.

1.3. Project title:      
1.4. Research location(s):

	Building & Room
	Current BSL Rating
	Date of last inspection:
	Performed by:

	     
	 FORMCHECKBOX 
 BSL-1
 FORMCHECKBOX 
BSL-2
 FORMCHECKBOX 
 BSL-3
	     
	     

	     
	 FORMCHECKBOX 
 BSL-1
 FORMCHECKBOX 
BSL-2
 FORMCHECKBOX 
 BSL-3
	     
	     

	     
	 FORMCHECKBOX 
 BSL-1
 FORMCHECKBOX 
BSL-2
 FORMCHECKBOX 
 BSL-3
	     
	     


1.5. Research Classification/Type: (Check all that apply)

 FORMCHECKBOX 
 Recombinant DNA Molecules



 FORMCHECKBOX 
 Plants
 FORMCHECKBOX 
 Pathogenic Microorganisms



 FORMCHECKBOX 
 Invertebrate Animals
 FORMCHECKBOX 
 Biological Toxins




 FORMCHECKBOX 
 Vertebrate Animals
 FORMCHECKBOX 
 Human Fluids/Tissues
1.6. Do individual experiments involve more than 10 liters of cultures?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

· If yes, where (building and room #):      
1.7. Biosafety level required:
 FORMCHECKBOX 
 BSL1
 FORMCHECKBOX 
 BSL2
 FORMCHECKBOX 
 BSL3
 FORMCHECKBOX 
 Exempt 

1.8. Funding agency:      
1.9. Identify personnel conducting the experiments (including students and temporary staff).  Specify project responsibilities and applicable training/experience including duration.  If additional personnel need to be listed, please attach an additional sheet.
	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      

	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      

	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      

	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      

	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      

	Name:      
	Project Responsibilities:      

	Relevant Training/Experience:      


SECTION 2 – RECOMBINANT DNA: Complete this section if your project involves the use of Recombinant DNA.

2.1. Source of insert DNA/RNA:      
· If biological source is a viable, intact microorganism in your laboratory, also complete Section 3 – Microorganism Usage.

· If biological source is human, indicate whether human blood/tissue will be handled by laboratory personnel.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

· If biological source is virus, indicate percentage of genome to be used:
 FORMCHECKBOX 
 <1/2
 FORMCHECKBOX 
 1/2 - 2/3
 FORMCHECKBOX 
 <2/3

2.2. Vector(s):      
Describe the vector(s) and its/their origin:      
· If viral vector is used, also complete Section 3 – Microorganism Usage.
2.3. Do experiments involve the use of defective viruses in the presence of helper virus?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, indicate the helper virus:       and complete Section 3 – Microorganism Usage.

2.4. Recipient host [microorganism (give genus and species, and if E. coli, indicate the strain of E. coli), animal species, tissue culture/cell line (specify), plant name]:      
· If microorganism, also complete Section 3 – Microorganism Usage (EXCEPTION: Use of a non-pathogenic E. coli K-12, Bacillus subtillis, or Saccharomyces cerevisiae recipient is exempt from the Microorganism Usage Section when used in certified Host-Vector systems as listed in the current NIH Guidelines unless the organism(s) will be converted to a pathogenic strain.)

2.5. Will a foreign gene(s) (one that is not found in the host species/strain) be expressed?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, identify the gene(s) and its function (if known):      
2.6. Do experiments involve the use of animals or plants?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

2.7. Do the DNA clones contain genes for the biosynthesis of toxic molecules lethal for vertebrates at an:

 FORMCHECKBOX 
 a.
LD50 of<100 nanograms/kilogram body weight
 FORMCHECKBOX 
 d.
>100 micrograms/kilogram body weight

 FORMCHECKBOX 
 b.
LD50 of 100-1000 nanograms/kilogram body weight
 FORMCHECKBOX 
 e.
Genes for biosynthesis of toxic molecules not involved

 FORMCHECKBOX 
 c.
LD50 of 1-100 micrograms/kilogram body weight

· If a-d is checked, complete Section 4 – Biological Toxin.

2.8. Do experiments involve the release into the environment (outside the facility) of an organism containing recombinant DNA?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

· If yes, has approval for this release been filed with state or federal regulating agency?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

· If yes, identify the regulatory agency and date filed, and send copy of approval to the TTU EH&S


Agency:      
Date Filed:      
2.1. Have all personnel involved with this project received training regarding the procedures for handling DNA/RNA?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

SECTION 3 – MICROORGANISM USAGE: Complete this section for all uses of microorganisms 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 strain where appropriate, such as for adenovirus)?      
3.2. Is the organism known to be pathogenic for:

Humans?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Other Animals?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Plants?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

· Explain as necessary:      
3.3. Is the microorganism on the CDC Select Agent List (see Appendix A)? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, have you completed the APHIS/CDC Form 1 Application for Laboratory Registration for Possession, Use, and Transfer of Select Agents and Toxins and submitted it to Environmental Health & Safety? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

3.4. Is the microorganism on the USDA/APHIS Restricted Animal/Plant Pathogen List (see Appendix B)?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

3.5. Where will the microorganism(s) be stored? (Building and Room No.)      
3.6. Where will experiments be conducted? (Building and Room No.)      
· If the building location is different in answers to questions 3.5. and 3.6. – discuss the method of transport including the use of secondary containers:      
3.7. What is the appropriate biosafety level for the microorganism(s)?
 FORMCHECKBOX 
 BSL1
 FORMCHECKBOX 
 BSL2  FORMCHECKBOX 
 BSL3

· For microorganism use at BSL2 and above, please attach in Section 6 Standard Operating Procedures (SOPs) signed and dated by the PI, which will address how compliance with CDC/NIH Biosafety in Microbiological and Biomedical Laboratories guidelines will be met.

3.8. Does the experiment involve or does the microorganism 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)?  FORMCHECKBOX 
 Not Known  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, indicate the toxin:       and complete Section 4 – Biological Toxin.

3.9. Does the experiment involve the infection of vertebrate animals?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, attach in Section 6 Standard Operating Procedures (SOPs) addressing safety precautions to be used by animal care technicians, whether the animal can shed the organism, and proper handling of excreta and animal carcasses.  Include additional training requirements:      
3.10. Is there a vaccine available and recommended for person handling this microorganism refer to recommendations of the Advisory Committee on Immunization Practices (ACIP)?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, please indicate name and service of vaccine:      
3.11. Does the work involve the importation, production, manufacturing, or processing of new (intergeneric) microorganisms or significant new use of microorganisms for the purpose of obtaining an immediate or eventual commercial advantage for the researcher or the funding entity?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, has a Microbial Commercial Activity Notice (MCAN) been submitted to the 

United States Environmental Protection Agency?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

3.12. Have all personnel involved with this project been trained in the procedures for safe handling of the specific microorganisim(s)?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If no, when and how will the training be given?      
SECTION 4 – BIOLOGICAL TOXIN: 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.

4.1. Identify the toxin(s) and their source,  FORMCHECKBOX 
 unfractionated mixture,  FORMCHECKBOX 
 purified conjugate, or  FORMCHECKBOX 
 microbial culture, capable of producing toxin that will be used in experiment:      
4.2. Is the toxin on the Select Agent List? (See Appendix A)
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

4.3. What is the LD50 of the toxin?       (See Appendix C)
	4.4. Identify all locations where the toxin will be produced, stored and/or weighed:

Building
	Room #
	Quantity

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


4.5. Identify the location(s) where experiments will be conducted:      
· If the answers to questions 4.4. and 4.5. are different, discuss the means of transportation:      
4.6. Does the experiment involve the administration of toxin to animals?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, attach in Section 6 Standard Operating Procedures (SOPs) addressing safety precautions to be used by animal care technicians, whether the animal can excrete the toxin, and proper handling of excreta and animal carcasses.  If the toxin can be released from animals into the environment, include information on how the toxin-containing materials (urine, blood, feces, bedding, etc.) will be inactivated.

4.7. Identify the method of disposal/deactivation of contaminated materials and remaining agent:      
4.8. In Section 6 attach your written procedure covering the secure storage, safe handling and emergency procedures in case of an accident (exposure to staff or spill) for this toxin.

4.9. Is there an antidote available for persons exposed to the toxin?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

· If yes, do you have it stored in your laboratory?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

· If no, where is the closest location that has the antidote?      
4.10. Have all personnel involved with this project received documented initial training and yearly updates regarding the procedures for handling the toxin?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

SECTION 5 – HUMAN BLOOD/TISSUE/FLUID: Complete this section if you are working with human blood, human blood components, human tissue, human line cell culture, human fluids, and products made from human blood.

5.1.     Have all personnel involved with this 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?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

       If no, when and how will the training be given?      
5.2.     In Section 6 attach your written procedure covering the engineering and work practice controls in place to limit employee exposure and identify procedure in place for a spill or accidental exposure. 
SECTION 6 – DESCRIPTION OF USE OF MATERIALS: This section is required for all applications.

6.1
In the following space, please describe your project clearly and simply.  Address all specific biosafety concerns in sufficient detail for the IBC to make an informed evaluation:

     
6.2.
Applicable Standard Operating Procedures: (REMINDER: Attach appropriate Standard Operating Procedures (SOPs) for this specific protocol signed and dated by the PI as required and indicated in questions: 3.7., 3.9., 4.6.) 

     
Please send this form to the Office of Environmental Safety, MS 1090.

NOTE: If changes in information provided on this application occur, a revised form must be submitted.
SECTION 7 – APPENDICES

Appendix A: Select Agent List

Appendix B: USDA/APHIS Restricted Animal/Plant Pathogen List
Appendix C: Known Toxin LD50 Values
Appendix A: Select Agent List
HHS Select Agents And Toxins 

Abrin

Botulinum neurotoxins

Botulinum neurotoxin producing species of Clostridium
Cercopithecine herpesvirus 1 (Herpes B virus)

Clostridium perfringens epsilon toxin
Coccidioides posadasii/Coccidioides immitis
Conotoxins

Coxiella burnetii
Crimean-Congo haemorrhagic fever virus

Diacetoxyscirpenol

Eastern Equine Encephalitis virus

Ebola virus

Francisella tularensis
Lassa fever virus

Marburg virus

Monkeypox virus

Reconstructed replication competent forms of the 1918 pandemic influenza virus containing any portion of the 
coding regions of all eight gene segments (Reconstructed1918 Influenza virus) 

Ricin

Rickettsia prowazekii
Rickettsia rickettsii
Saxitoxin

Shiga-like ribosome inactivating proteins

Shigatoxin

South American Haemorrhagic Fever viruses: Flexal,Guanarito, Junin, Machupo, Sabia

Staphylococcal enterotoxins

T-2 toxin

Tetrodotoxin

Tick-borne encephalitis complex (flavi) viruses: Central European Tick-borne encephalitis, Far Eastern Tick-borne encephalitis, Kyasanur Forest disease, Omsk Hemorrhagic Fever, Russian Spring and Summer encephalitis

Variola major virus (Smallpox virus)

Variola minor virus (Alastrim)

Yersinia pestis
OVERLAP Select Agents And Toxins
Bacillus anthracis
Brucella abortus
Brucella melitensis
Brucella suis
Burkholderia mallei (formerly Pseudomonas mallei)
Burkholderia pseudomallei (formerly Pseudomonas pseudomallei)
Hendra virus

Nipah virus

Rift Valley fever virus

Venezuelan Equine Encephalitis virus

USDA Select Agents And Toxins
African horse sickness virus

African swine fever virus

Akabane virus

Avian influenza virus (highly pathogenic)

Bluetongue virus (exotic)

Bovine spongiform encephalopathy agent

Camel pox virus

Classical swine fever virus

Ehrlichia ruminantium (Heartwater)
Foot-and-mouth disease virus

Goat pox virus

Japanese encephalitis virus

Lumpy skin disease virus

Malignant catarrhal fever virus (Alcelaphine herpesvirus type 1)

Menangle virus

Mycoplasma capricolum subspecies capripneumoniae (contagious caprine pleuropneumonia) 

Mycoplasma mycoides subspecies mycoides small colony (Mmm SC) (contagious bovine pleuropneumonia)

Peste des petits ruminants virus

Rinderpest virus

Sheep pox virus

Swine vesicular disease virus

Vesicular stomatitis virus (exotic): Indiana subtypes VSV-IN2, VSV-IN3

Virulent Newcastle disease virus
USDA PLANT PROTECTION AND QUARANTINE (PPQ) Select Agents And Toxins

Peronosclerospora philippinensis (Peronosclerospora sacchari) 

Phoma glycinicola (formerly Pyrenochaeta glycines)

Ralstonia solanacearum race 3, biovar 2

Rathayibacter toxicus
Sclerophthora rayssiae var zeae
Synchytrium endobioticum
Xanthomonas oryzae
Xylella fastidiosa (citrus variegated chlorosis strain)
Appendix B – USDA/APHIS Restricted Animal and Plant Pathogen List
	USDA HIGH CONSEQUENCE LIVESTOCK PATHOGENS AND TOXINS (NON-OVERLAP AGENTS AND TOXINS)

	Akabane virus

	Japanese encephalitis cirus

	African swine fever virus

	Malignant catarrhal fever virus (Exotic)

	African horse sickness virus

	Menangle virus

	Avian influenza virus (highly pathogenic)

	Mycoplasma capricoluml M.F38/M. mycoides capri

	Blue tongue virus (Exotic)

	Bovine spongiform encephalopathy agent

	Mycoplasma mycoides mycoides

	Camel pox virus

	Newcastle disease virus (VVND)

	Classical swine fever virus

	Peste Des Petits Ruminants virus

	Cowdria ruminantium (Heartwater)

	Rinderpest virus

	Foot and mouth disease virus

	Sheep pox virusGoat pox virus

	Swine vesicular disease virus

	Lumpy skin disease virus

	Vesicular stomatitis virus (Exotic)

	LISTED PLANT PATHOGENS

	Liberobacter africanus

	Ralstonia solanacearum race 3, biovar 2

	Liberobacter asiaticus

	Schlerophthora rayssiae var zeae

	Peronosclerospora philippinensis

	Synchytrium endobioticum

	Phakopsora pachyrhizi

	Xanthomonas oryzae

	Plum Pox Potyvirus

	Xylella fastidiosa (citrus variegated chlorosis strain)


Appendix C – Toxins and Known LD50 Values
	Toxin
	Route (if other than IP)
	LD50 (ng/kg)

	Abrin
	 
	20,000

	Abrin reconstituted (A+B Mix)
	 
	6,000

	Abrin A
	 
	10,000

	Abrin B
	 
	25,000

	Abrin C
	 
	16,000

	Abrin D
	 
	31,000

	Aflatoxin
	Oral
	1,750,000

	
	Intramuscular
	2,020,000

	Aflatoxin B/Aflatoxin B1
	 
	9,500,000

	Aflatoxin B1 mixed with G1
	 
	680,000

	Aflatoxin B2/dihydro B1
	Oral
	1,700,000

	Aflatoxin G1
	IP
	14,900,000

	
	Oral
	785,000

	Aflatoxin G2/dihydro G1
	Oral
	2,450,000

	Aflatoxin M1/4-hydroxy B1
	Unreported
	320,000

	Aflatoxin M2/4-hydroxy B2
	Unreported
	281,000

	Aflatoxin P1
	 
	150,000,000

	Aflatoxin 485 Q1, Ro, Ro’ and Aflatoxin B1 dichlorides, oxides, epoxides
	 
	No data available

	 toxin
	 
	No data available

	Coagulase
	 
	No data available

	Clostridium botulinum (“natural product”)
	 
	0.03

	C. botulinum neurotoxin
	 
	0.2

	C. botulinum toxin A
	 
	MLD 1.2

	C. botulinum toxin B
	 
	1.2 – 2.0

	C. botulinum toxin C1
	 
	1.1

	C. botulinum toxin C2
	 
	1.2

	C. botulinum toxin D
	 
	0.4

	C. botulinum toxin E
	 
	1.1

	C. botulinum toxin F
	 
	2.5

	Clostridium perfringens
	 
	MLD 100

	Conotoxins – GI, GIIIA, GIIIB, GIVA, MI, MVILA, SIA, SVIB
	 
	12,000 – 30,000

	Diacetoxyscirpenol
	 
	7,839,000

	Exfoliative toxins A, B
	 
	No data available

	 toxin
	 
	No data available

	Pantovalentine leukocidin
	 
	No data available

	Ricin/Ricine
	 
	2,000

	Ricin A
	 
	5,000

	Ricin A chain
	 
	No data available

	Ricin B
	 
	35,000

	Ricin C
	 
	17,500

	Ricin D
	 
	0.248

	Ricin D alanine-chain protein
	Unreported
	300,000

	Ricin D isoleucine-chain reduced
	Unreported
	29,000

	Ricin nitrogen
	Inhalation
	LC50 500,000

	Ricin reduced
	 
	200,000

	Ricin, total hydrolysate
	 
	4,100

	Ricin toxin – Con A
	 
	41,500,000

	Saxitoxin/Saxitoxin hydrate
	 
	8,000

	Saxitoxin dihydrochloride/hydrochloride
	 
	8,000

	Saxitoxin p-bromobenzenesulfonate
	 
	10,000

	Shiga toxin
	 
	250

	Shigella shigae neurotoxin
	 
	1,350

	Staphylococcus enterotoxins
	 
	25,000 – 1,333,000

	T-2 toxin
	 
	3,000,000

	T-2 toxin tetraol
	 
	11,000,000

	]T-2 hemisuccinate
	 
	7,500,000

	Tetrodotoxin
	 
	8,000

	Tetrodotoxin citrate, 2 hydroxy…
	IV
	8

	Tetrodotoxin 4, 9-anhydro…
	Oral
	16,900,000

	
	IV
	986,000

	Tetrodotoxin 4, 9-anhydro, 8,9-diacetate
	 
	>50,000,000

	Tetrodotoxin 4-amino-4-deoxy
	Oral
	26,100,000

	
	IV
	477,000

	Deoxytrodotoxin
	Oral
	2,700,000

	
	IV
	41,700,000

	Ethoxytetrodotoxin
	 
	692,000

	Methoxytetrodotoxin
	Oral
	12,700,000

	
	IV
	322,000

	Toxic Shock syndrome toxin
	Subcutaneous
	2,000

	
	IV
	20,000
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