Lankenau Institute for Medical Research

Biosafety – General Information

1. Submit a Biosafety protocol and obtain approval prior to using any of the following items in your laboratory:
1. Recombinant DNA

2. Viruses, bacteria, other prokaryotes

3. Human tissue, fluids, cells, cell lines, cultures, materials, blood, etc.  
4. Fixed and non-fixed non-human primate (NHP) fluids and cell lines (use of NHP non-fixed primary tissue derived materials and macaque materials are prohibited)
5. Toxins that are biologically active

2. Training requirements must be completed annually by all laboratory personnel. Courses are divided into 6 groups (see below) and are available at: www.citiprogram.org. All laboratory personnel must take Group 1 and Group 3. All personnel must take Group 2, 4 and 5 when it relates to your research.   
· Group 1 Biosafety for All Laboratory Personnel

· Group 2 Animal Bisoafety for Animal Researchers

· Group 3 OSHA Annual Bloodborne pathogen Training

· Group 4 Select Agents for Researchers
· Group 5 Nanotechnology for Researchers

3. Description of Biosafety Levels and General Procedures
Biosafety Level 1
Biosafety Level 1 is suitable for work involving well-characterized agents not known to consistently cause disease in immunocompetent adult humans, and present minimal potential hazard to laboratory personnel and the environment. BSL-1 laboratories are not necessarily separated from the general traffic patterns in the building. Work is typically conducted on open bench tops using standard microbiological practices. Special containment equipment or facility design is not required, but may be used as determined by appropriate risk assessment. Laboratory personnel must have specific training in the procedures conducted in the laboratory and must be supervised by a scientist with training in microbiology or a related science.

Biosafety Level 2
Biosafety Level 2 builds upon BSL-1. BSL-2 is suitable for work involving agents that pose moderate hazards to personnel and the environment. It differs from BSL-1 in that: 1) laboratory personnel have specific training in handling pathogenic agents and are supervised by scientists competent in handling infectious agents and associated procedures; 2) access to the laboratory is restricted when work is being conducted; and 3) all procedures in which infectious aerosols or splashes may be created are conducted in BSCs or other physical containment equipment (e.g. chemical fume hood).
Highlights of BSL-2 Practices and Procedures 
· Restricted access to the laboratory. 

· A sign incorporating the universal biohazard symbol must be posted at the entrance to the laboratory when infectious agents are present. Posted information must include: the laboratory’s biosafety level, supervisor’s name (or other responsible personnel), telephone number, and required procedures for entering and exiting the laboratory. 
· Activities within the laboratory are supervised by a competent and knowledgeable scientist. 

· Handwashing after contact with materials, after removing gloves, before eating, etc. 

· Routine decontamination of surfaces and equipment with a disinfectant known to decontaminate 
· Handle all waste as regulated medical waste. 
· Minimize the creation of aerosols, droplets, and splashes - if this is unavoidable, use an engineering control such as a certified biosafety cabinet to conduct manipulations. Also utilize a biosafety cabinet when handling concentrated or large volumes (e.g., >500 mL) .
· Use needles only when absolutely necessary. Consider the use of Safety Engineered Sharps systems or blunt tip needles 

· Suitable personal protective equipment

· Laboratory specific Standard Operating Procedures and biosafety manuals should be maintained.
Additional details about BSL-2 practices and containment can be found in Section IV of Biosafety in Microbiological and Biomedical Laboratories, or in Appendix G-II-B of the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules. The Institutional Biosafety Committee (IBC) may require additional practices, controls, and containment depending on the nature of the cell lines or laboratory activities. 
Information on Animal Biosafety Levels can be found in the Biosafety Manual above or at : http://www.limr.org/doc/Page.asp?PageID=DOC003068
****FORM INSTRUCTIONS: 
1. All investigators must complete Section 1, 6, 7 AND 8
2. Check boxes next to relevant sections below (Sections 2-5) and complete corresponding sections in application: 

 FORMCHECKBOX 

SECTION 2 – RECOMBINANT OR SYNTHETIC NUCLEIC ACID MOLECULES
 

 FORMCHECKBOX 

SECTION 3 - MICROORGANISM USAGE 

 FORMCHECKBOX 

SECTION 4 - BIOLOGICAL TOXIN 

 FORMCHECKBOX 

SECTION 5 - HUMAN BLOOD/TISSUE/FLUID/MATERIALS/CELLS/CELL CULTURES
SECTION 1 – NEW SUBMISSION: Complete this section for all submissions.
1.1 Principal Investigator(s) (PI) Name:      


Collaborator(s):      
Office Phone:      

Emergency Phone:      

Email:     
Department/Organization:      
Phone:      



Fax:      



Email:      
1.2 Project Title:      
1.3 List all research location(s) involved in this project:

	Building/Room/Hood
	Materials
	Type (solid, liquid, etc.)
	BSL Level Required
(BSL -1, BSL-2)  or

 (ABSL-1, ABSL-2)*


	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



*Animal Biosafety Levels

1.4 Research Classification/Type: (Check all that apply)
 FORMCHECKBOX 
 Recombinant or Synthetic Nucleic Acid Molecules



 FORMCHECKBOX 
 Pathogenic





 FORMCHECKBOX 
 Human Cell Cultures 
 FORMCHECKBOX 
 Biological Toxins





 FORMCHECKBOX 
 Vertebrate Animals - List animal protocol(s) #:       (IACUC approval must be obtained in order to grant Biosafety approval)

 FORMCHECKBOX 
 Human Fluids/Tissues/Materials - *List IRB protocol(s) #:       (IRB approval may be required) 

*If no protocol is listed, provide explanation: 
     
1.5  Do individual experiments involve more than 10 liters of cultures?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
· If yes, where (building and room#)     
1.6  Funding Source for Protocol:      
1.7 Identify personnel conducting the experiments (including students and temporary staff). Specify project responsibilities and applicable training/experience including duration. Each individual must initial by their name to indicate they have read and understand the nature of the experiment(s) and the pertinent governing guidelines.  All individuals involved in research must be current with LIMR training requirements. 
	Name
	Project Responsibilities
	Training/Experience
	Initials*
	Training Group(s) **
	CITI Training Completed 
(ORA Use Only)

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


* Indicates person who initials this form has been informed of potential hazards and safe work practices

*Indicate the training group(s) which corresponds to the project responsibilities for each individual:
· Group 1 Biosafety for All Laboratory Personnel (required for all laboratory personnel)
· Group 2 Animal Bisoafety for Animal Researchers

· Group 3 OSHA Annual Bloodborne pathogen Training (required for all laboratory personnel)
· Group 4 Select Agents for Researchers

· Group 5 Nanotechnology for Researchers


1.8 
It is the PIs 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: 


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

SECTION 2 – RECOMBINANT or SYNTHETIC NUCLEIC ACID MOLECULES: Complete this section if your project involves the use of Recombinant or Synthetic Nucleic Acid Molecules.

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:      


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  

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



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


 FORMCHECKBOX 
 c. 1 < LD50 < 100 micrograms/kilogram body weight 
         involved

· 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 or synthetic nucleic acid molecules?                                                            FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No 

· If yes, has approval for this release been filed with state or federal regulating agency?        FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No identify the regulatory agency and date filed, and attach a copy of approval with this form

Agency:                                                                                     Date Filed:      
2.10    Have all personnel involved with this project received training regarding the procedures for handling


   recombinant or synthetic nucleic acid molecules?                                                               FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No 

SECTION 3 – MICROORGANISM USAGE: Complete this section for all uses of microorganisms. 
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 attached a copy with this form? 
    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

3.4 
Is the microorganism on the USDA/APHIS Restricted Animal/Plant Pathogen List (see Appendix A)? 



 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 
 BSL-l    FORMCHECKBOX 
 BSL-2  
· For microorganism use at BSL2 and above, please attach in Section 6 Standard Operating procedures (SOPS) 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? Provide references when applicable:       
4.4 Identify all location 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, describe if 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 in 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/CELL LINES/MATERIALS/: Complete this section if you are working with human blood, components, tissue, cell lines, cultures, fluids, and/or products made from blood. All personnel involved with this project are required to complete annual Bloodborne Pathogen Training.  



5.1 
List all known or suspected viral contaminants:      
5.2 Explain any material treatment prior to shipment and use and provide relevant documentation:      
5.3 In Section 6 attach your written procedure covering the engineering and work practice controls in place to limit employee exposure and identify procedures 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.  Describe experimental procedures and time course of experiments.      
6.2 Describe applicable laboratory Standard Operating Procedures and address all specific biosafety concerns in sufficient detail for the IBC to make an informed evaluation:      
6.3 What is the form of the substance received at LIMR (e.g. solid, liquid, etc.):      
6.4 Describe the container in which the undiluted substance is received:      
6.5 List all location(s) for preparation, use and storage of substance:       
6.6 Describe how and where stock and working solutions of the substance are prepared for use:       

6.6.1 
If stock solutions are made in the lab, how will they be transported to the Animal Facility:       
6.7 I certify that all MSDS forms and/or other relevant safety information is available in laboratory and on file with LIMR Safety Representative

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
SECTION 7 – SAFETY MEASURES: This section is required for all applications.
Research will be conducted at Biosafety Level      . Contact the Biosafety Committee if you need assistance in
determining the appropriate classification. Reference the CDC/NIH Biosafety in Microbiological and Biomedical

Laboratories 5th edition  http://www.limr.org/doc/Page.asp?PageID=DOC001206
7.1 Engineering controls: available to control significant aerosol generating steps for work requiring BL-2 containment or higher (e.g., centrifugation, vortexing, sonication, egg harvesting. Check all that apply:
Select the engineering controls used to prevent potential contamination:
a. Special Animal Housing (if applicable) 



 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO     FORMCHECKBOX 
 NA
b. Class II Biological Safety Cabinet /Fume Hood (circle type below)
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
i. Type A (A1 or A2) or Type B (B1 or B2)

ii. Last date of hood or safety cabinet certification (Mo/Yr):      
c. Centrifuge Safety Cups 





 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
d. Other (please specify):      

7.2 Sharps: (e.g., syringes, scalpels, glass) used with BSL-2 and higher organisms must be minimized.

a. Will syringes, scalpels, glass, or other sharps be used? 


 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 NA
b. Has the research protocol been reviewed to eliminate or minimize the use of sharps where possible?

 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
c. Are sharps containers available and used? 



 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO   
7.3 Personal protective equipment - Indicate work the personal protective equipment required for your work (check   all that apply):     
a. Tyvek® suit 







 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO

b. Lab coat (only disposable gowns are permitted in animal facility)
 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
c. Disposable Gown






 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
d. Bonnet, hair cover 






 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
e. N-95 or N-100 respirators
 





 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO


f. Surgical mask 






 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

g. Shoe covers 







 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
h. Cover sleeves 






 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO

i. Safety glasses 






 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
j. Gloves (If YES, circle all that apply below) 



 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
i. nitrile








ii. non-powdered latex (powdered latex not recommended)

iii. vinyl

iv. other:      
k. Other (please list): 
     





 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO

7.4 Decontamination/Disinfection

a. Indicate the disinfection method per application (see columns to the right): 

	Routine cleaning & spill
	Solid waste
	Liquid

waste
	Animal Carcasses (if applicable)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


1. Autoclave

2. 1/10 bleach solution

3. Povidone-iodine product e.g. Betadine ®

4. 70% ethanol

5. Phenolic product e.g. Vesphene ®

6. Chlorine dioxide product e.g. Clidox ®

7. Quaternary ammonium product e.g. Quatricide ®

8. Other:       
b. Will radioactive infectious waste be generated? 



 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO

c. How will contaminated solid waste be disposed?       
7.5 
Describe special safety procedures required for animal care, housing and handling in Research Annex (this must match your animal protocol.)  If no animals are involved, indicate N/A.      
7.6 Principal Investigator’s Assessment of Risk
a. What is the most serious adverse event you can forsee as a result of this experiment? (For example: recombination, employee exposure, environmental release, activation of latent virus, etc.) 
     
b. How did you determine the appropriate biosafety level for this protocol?

     
c. What is the date of your most recent literature search and provide safety or hazard analysis findings:


     
d. Is there potential for this material to be contaminated with an organism requiring a higher biosafety level?

 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO

i. How would you determine if the material was contaminated with an organism requiring a higher biosafety level? 

     
ii. Is your lab equipped to perform such an evaluation? 


 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
e. What was the source of this material (i.e., ATCC, colleague, other)?      
i. Can the sender provide background information or quality control data on the material? 
 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
NO
ii. Have you already obtained this documentation? 


 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
7.7 Medical Surveillance (check all that apply):
 FORMCHECKBOX 
 1) It is recommended that personnel who are potentially exposed to blood, body fluids or human cell lines receive Hepatitis B vaccine.

 FORMCHECKBOX 
 2) I will inform Occupational Health of additional vaccination/surveillance or therapy when required for work on this project. (Specify agents and special vaccination/surveillance requirements (attach sheets if necessary): 
 FORMCHECKBOX 
 3) Individuals at increased risk of susceptibility to agent (e.g., preexisting diseases, medications, compromised immunity, pregnancy or breast feeding) will be referred to Occupational Health for counseling
 FORMCHECKBOX 
 4) I will inform Occupational Health of incidents of personnel exposure, accidents or illnesses associated with this research.
7.8 Signage - A sign incorporating the universal biohazard symbol must be posted at the entrance to the laboratory when infectious agents are present. Posted information must include: the laboratory’s biosafety level, supervisor’s name (or other responsible personnel), telephone number, and required procedures for entering and exiting the laboratory. 

a. Will signage be used in laboratory?




 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO
b. Describe procedure for using proper signage:      
SECTION 8 – ASSURANCES AND SIGNATURES - This section is required for all applications.
 FORMCHECKBOX 

I agree to comply with federal, state, and university requirements pertaining to handling, shipment, transfer, and disposal of biological materials. 

 FORMCHECKBOX 

I agree to accept responsibility for the training of all personnel involved in this research and that all personnel have been trained. 

 FORMCHECKBOX 

I understand that IBC approval of this protocol constitutes approval to work with the specified agents using the described biosafety procedures/practices and laboratories 

 FORMCHECKBOX 

I understand that all changes in agents, procedures/practices, and facilities must be reported to the Biosafety Committee and approval shall be obtained prior to implementation of these changes. 

 FORMCHECKBOX 
 
I agree to no unauthorized uses of recombinant or synthetic nucleic acid molecules, microorganisms, select agents, biological toxins, regulated and particularly hazardous chemicals or deviation from an approved IBC protocol.  

 FORMCHECKBOX 

I understand that Biosafety approval is required to obtain IACUC approval for studies using live vertebrate animals if recombinant or synthetic nucleic acid molecules, microorganisms, select agents, and/or biological toxins are involved. 
 FORMCHECKBOX 
 
All protocol deviations must be reported to the Biosafety Committee.  A protocol deviation occurs when there is an inconsistency in a research study between the protocol that has been reviewed and approved by the IBC and the actual activities being done. 
 FORMCHECKBOX 
 
I am aware of and have read the relevant sections of the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories 5th edition  http://www.limr.org/doc/Page.asp?PageID=DOC001206
When working with Synthetic or Nucleic Acid Molecules:

 FORMCHECKBOX 
 
I am aware of and have read the relevant sections of the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules  http://www.limr.org/doc/Page.asp?PageID=DOC001207
 FORMCHECKBOX 
 
I will report any significant problems, violations of the NIH Guidelines, or any significant research-related accidents and illnesses to the Biosafety Committee within 2 business days of occurrence.http://oba.od.nih.gov/oba/ibc/FAQs/FAQS%20about%20Incident%20Reporting.pdf
________________________________________


_______________

Signature of Principal Investigator




Date

________________________________________


________________

Signature of Biosafety Committee Chairperson



Date

Appendix A:  HHS AND USDA SELECT AGENTS AND TOXINS 

7CFR Part 331, 9 CFR Part 121, and 42 CFR Part 73
	HHS SELECT AGENTS AND TOXINS 

	OVERLAP SELECT AGENTS AND TOXINS

	Abrin [6]
Bacillus cereus Biovar anthracis [1] 
Botulinum neurotoxins [1] [6]
Botulinum neurotoxin producing species of Clostridium [1] 
Conotoxins (Short, paralytic alpha conotoxins containing the following amino acid sequence X1CCX2PACGX3X4X5X6CX7) [6]
Coxiella burnetii
Crimean-Congo haemorrhagic fever virus

Diacetoxyscirpenol [6]
Eastern Equine Encephalitis virus [4] [5] 

Ebola virus [1]
Francisella tularensis [1] 
Lassa fever virus

Lujo virus

Marburg virus [1] 
Monkeypox virus [4] 
Reconstructed replication competent forms of the 1918 pandemic influenza virus containing any portion of the coding regions of all eight gene segments (Reconstructed 1918 Influenza virus)

Ricin [6]
Rickettsia prowazekii
SARS-associated coronavirus (SARS-CoV) 

Saxitoxin [6]
South American Haemorrhagic Fever viruses:

Chapare

Guanarito

Junin

Machupo

Sabia

Staphylococcal enterotoxins (subtypes A,B,C,D,E) 

T-2 toxin [6]
Tetrodotoxin [6]
Tick-borne encephalitis complex (flavi) viruses:

Far Eastern subtype [5]
Siberian subtype [5]
Kyasanur Forest disease virus [5]
Omsk hemorrhagic fever virus [5]
Variola major virus (Smallpox virus) [1]
Variola minor virus (Alastrim) [1]
Yersinia pestis [1]

	Bacillus anthracis [1] 
Bacillus anthracis Pasteur strain

Brucella abortus
Brucella melitensis
Brucella suis
Burkholderia mallei [1]
Burkholderia pseudomallei [1]
Hendra virus

Nipah virus

Rift Valley fever virus

Venezuelan equine encephalitis virus [4] [5]


	
	USDA SELECT AGENTS AND TOXINS

	
	African horse sickness virus

African swine fever virus

Avian influenza virus [4] 
Classical swine fever virus [5]
Foot-and-mouth disease virus [1] [5]
Goat pox virus

Lumpy skin disease virus

Mycoplasma capricolum [4] 
Mycoplasma mycoides [4] 
Newcastle disease virus [3] [4]  

Peste des petits ruminants virus

Rinderpest virus [1] 
Sheep pox virus

Swine vesicular disease virus[5]


	
	USDA PLANT PROTECTION AND QUARANTINE (PPQ) SELECT AGENTS AND TOXINS

	
	Coniothyrium glycines
(formerly Phoma glycinicola and Pyrenochaeta glycines)

Peronosclerospora philippinensis
(Peronosclerospora sacchari)
Ralstonia solanacearum
Rathayibacter toxicus
Sclerophthora rayssiae
Synchytrium endobioticum
Xanthomonas oryzae



[1] Denotes Tier 1 Agent

[2] C = Cysteine residues are all present as disulfides, with the 1st and 3rd Cysteine, and the 2nd and 4th Cysteine forming specific disulfide bridges; The consensus sequence includes known toxins a-MI and a-GI (shown above) as well as a-GIA, Ac1.1a, a-CnIA, a-CnIB; X1 = any amino acid(s) or Des-X; X2 = Asparagine or Histidine; P = Proline;  A = Alanine;  G = Glycine; X3 = Arginine or Lysine;  X4 = Asparagine, Histidine, Lysine, Arginine, Tyrosine, Phenylalanine or Tryptophan; X5 = Tyrosine, Phenylalanine, or Tryptophan;  X6 = Serine, Threonine, Glutamate, Aspartate, Glutamine, or Asparagine;  X7 = Any amino acid(s) or Des X and; “Des X” = “an amino acid does not have to be present at this position.”  For example if a peptide sequence were XCCHPA then the related peptide CCHPA would be designated as Des-X.

[3] A virulent Newcastle disease virus (avian paramyxovirus serotype 1) has an intracerebral pathogenicity index in day-old chicks (Gallus gallus) of 0.7 or greater or has an amino acid sequence at the fusion (F) protein cleavage site that is consistent with virulent strains of Newcastle disease virus.  A failure to detect a cleavage site that is consistent with virulent strains does not confirm the absence of a virulent virus.

[4] Select agents that meet any of the following criteria are excluded from the requirements of this part: Any low pathogenic strains of avian influenza virus, South American genotype of eastern equine encephalitis virus, west African clade of Monkeypox viruses, any strain of Newcastle disease virus which does not meet the criteria for virulent Newcastle disease virus, all subspecies Mycoplasma capricolum except subspecies capripneumoniae (contagious caprine pleuropneumonia), all subspecies Mycoplasma mycoides except subspecies mycoides small colony (Mmm SC) (contagious bovine pleuropneumonia), and any subtypes of Venezuelan equine encephalitis virus except for Subtypes IAB or IC, provided that the individual or entity can verify that the agent is within the exclusion category.

[5] For determining the regulatory status of nucleic acids that are capable of producing infectious forms of select agent viruses, please reference guidance here.

[6] For determining the regulatory status of Recombinant and/or Synthetic nucleic acids that encode for the toxic form(s) of any select toxins if the nucleic acids (i) can be expressed in vivo or in vitro, or (ii) are in a vector or recombinant host genome and can be expressed in vivo or in vitro; please reference guidance here.

� Recombinant or Synthetic Nucleic Acid Molecules are defined as: (i) molecules that a) are constructed by joining nucleic acid molecules and b) can replicate in a living cell (i.e. recombinant nucleic acids); (ii) nucleic acid molecules that are chemically or by other means synthesized or amplified, including those that are chemically or otherwise modified but can base pair with naturally occurring nucleic acid molecules (i.e. synthetic nucleic acids); or  (iii) molecules that result from the replication of those described in (i) or (ii) above.


� All respirators must be fit tested by MLH Occupational Health prior to use. 
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