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The purpose of this form is to allow the Research Safety Subcommittee (RSS) to review proposed 
work and work in progress to ensure that all safety regulations are being followed.  All research 
protocols done at the VA must complete this safety survey even if a project has no safety issues (i.e., 
chart reviews).  It must be reviewed, approved and documented in minutes by the local RSS before any 
work can begin, and annually thereafter for continuing projects. 
 

1. Download and save the form to your computer. 

Instructions for completing the Research Protocol Safety Form: 

2. Open with Adobe Acrobat Reader. 

3. Click the top right hand corner to highlight form fields. 

4. Fill out the survey. 

5. When finished, go to File and click Save As. 

6. Give this document a different name and click Save. 

7. Submit two copies of the Safety Survey (VA Form 10-0398), a chemical inventory list (if applicable), 
and an abstract.  The abstract should have enough information to allow the committee to evaluate the 
work being proposed.  One hard copy is submitted to the Research Office and one copy is submitted 
electronically. 

8. ELECTRONIC SUBMISSION:  Submit via E-mail as ATTACHMENTS (by using the insert file 
function) to Charmaine O’Brien @ mailto:charmaine.o'brien@va.gov.  (NOTE:  If you do not submit 
the electronic versions of these documents, your project will not be reviewed).  Your survey will be sent 
out to the RSS members for review. 

9. HARD COPY SUBMISSION:  PRINT, SIGN, DATE

10. After the RSS meets they may request corrections or changes.  If so, you will have to submit an updated 
form to the Research Office.  Please make the changes as soon as possible.  If you need clarification, 
please contact Charmaine O’Brien for assistance at ext 66977. 

, and submit a hard copy of the same forms to 
Charmaine O’Brien in the R&D Office (F-201D, ACRE Building). 

 
NOTE:  To prevent your project from being tabled at the RSS meeting, please bring the CORRECTED 
version (if applicable) with Signature and Date to Charmaine O’Brien to update your previous version 
of the survey.  If you are not notified for correction, no update of the hardcopy is required. 
 
HOW TO:

 

  Much of this form consists of boxes that are checked with a “Yes” or “No” check box.  
You can move the cursor over the ‘sticky note’ or the check boxes themselves for hints, clarification of 
the question, and/or which question(s) is/are required to be completed when “Yes” is checked.  Click 
opened the attachment icon at the bottom left hand corner for chemical inventory workbook and other 
documents relevant for this survey. 

mailto:charmaine.o'brien@va.gov�
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CHEMICALS:  If your research involves the use of chemicals, a comprehensive chemical 
inventory for your lab is required

1. Click the paper clip icon at the bottom left corner to open the attachments. 

 with this survey.  You can use your own form (not recommended) 
or the one provided in the attachment.  Using the form provided will help us with our chemical 
reporting and documentation purposes. 

2. Click open the chemical inventory excel workbook (Note:  This is a read only file). 

3. Click Save As, (give it a different name) and Save this copy to your local drive. 

4. Next complete your chemical inventory (remember to save your work periodically). 

5. Attach the completed chemical inventory with your survey. 

6. You can create a new inventory or update your previous chemical inventory to this workbook format. 

7. This workbook will allow you to effortlessly update your chemical inventory yearly by simply clicking 
on the bottom tab for the following year (i.e. FY2011). 

a. To update, simply copy the previous year inventory to the next sheet (i.e. Tab FY2011). 

b. Update the location and chemical quantity. 

8. This workbook will allow you to designate which chemicals are protocol-specific. 

a. Use the drop-down menu to the right of each chemical to designate said chemical as specific to 
the project being reviewed. 

 
In addition, question 9.a. and b. require that physical hazards be addressed to the employees and that 
employees receive annual safety training for these hazards, respectively. 
 

 
References: 

NIH Guidelines for Research Involving Recombinant DNA Molecules: 
http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf. 
 
Information on biological hazards (Microbiological or viral agents, pathogens, toxins, select agents) as 
defined in “Biosafety in Microbiological and Biomedical Laboratories”: 
http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf. 
 
There is no definitive list of chemicals considered hazardous but a good starting point for information 
is at:  http://msds.chem.ox.ac.uk/. 
 
For questions about the form, please contact the research office for assistance. 

http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf�
http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf�
http://msds.chem.ox.ac.uk/�
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PRINCIPAL INVESTIGATOR (PI):       
PROJECT TITLE:        
DATE OF SUBMISSION:       
LIST VA AND NON-VA LOCATIONS IN WHICH PI CONDUCTS THIS RESEARCH:       
 
 
 
1. DOES THE RESEARCH INVOLVE THE USE OF ANY OF THE FOLLOWING? 
 

a. Biological Hazards (Defined as: Microbiological or viral agents, pathogens,  
toxins, or select agents in Title 42 CFR 72.6):       YES   NO  

If YES, refer to questions 2 & 3  
 

b.  Human or non-human cell or tissue samples (including cultures, 
tissues, blood, other bodily fluids or cell lines):       YES   NO  

If YES, refer to question 4  
 
     c.     Recombinant Deoxyribonucleic Acid (DNA):       YES   NO  
 If YES, refer to question 5 
 
     d.     Chemicals (specify in Attachment A): 
 Indicate the location where chemical will be utilized in this research: 
 VA-TVHS     Vanderbilt      N/A     
 
          (1)  Toxic chemicals (including heavy metals):       YES   NO  
          (2)  Flammable, explosive, or corrosive chemicals:     YES   NO  
          (3)  Carcinogenic, mutagenic, or teratogenic chemicals:      YES   NO  
          (4)  Toxic compressed gases:        YES   NO  
          (5)  Acetylcholinesterase inhibitors or neurotoxins:      YES   NO  
 
     e.     Controlled Substances:         YES   NO  

If YES, refer to question 7 
Indicate the location where controlled substance will be utilized in this research: 

 VA-TVHS     Vanderbilt      N/A     
  
     f.     Ionizing Radiation: 
 
          (1)  Radioactive materials:        YES   NO  
          (2)  Radiation generating equipment:       YES   NO  

If YES, refer to question 8 
 

     g.     Non-ionizing Radiation: 
 
          (1)  Ultraviolet Light:         YES   NO  
          (2)  Lasers (class 3b or class 4):         YES   NO  
          (3)  Radiofrequency or microwave sources:       YES   NO  
 
If the answer to any of these questions is YES, complete all sections of this survey that apply. 
If all answers are NO, a documented review by the local Subcommittee on Research Safety is still 
required prior to submission, but will be exempt from Annual Biosafety Review (see Appendix B). If the 
research involves the use of human subjects or human tissues, Institutional Review Board (IRB) review 
is required. NOTE: Use of animals also requires submission of an Institutional Animal Care and Use 
Committee (IACUC)-approved Animal Component.  Proceed to signature page. 

http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?sid=a0194bcb2e71016746ce99cfbdf32e08&c=ecfr&tpl=/ecfrbrowse/Title42/42tab_02.tpl�
vhatvhobriec
Sticky Note
Microbiological, biological hazards and Select Agents are defined in Title 42 Code of Federal Regulations (CFR) 72.6. The CDC web site contains a list of chemicals, toxins, bio-agents and radioactive compounds that are of particular concern for security reasons. The site for this list is: http://www.selectagents.gov/

vhatvhobriec
Sticky Note
Current NIH guidelines for recombinant DNA work can be found under Guidelines for Research Involving Recombinant DNA Molecules” at: http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf

vhatvhobriec
Sticky Note
There is no exhaustive list of chemicals considered hazardous but a good starting point for information is at: http://physchem.ox.ac.uk/MSDS/ under the section “Safety Data for Common Chemicals”. If "YES" is checked a chemical inventory list must also be submitted with this form.

vhatvhobriec
Sticky Note
If all answers are NO, you need only to answer question 9 and sign the last page.
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2. BIOLOGICAL HAZARDS 
 
 

a. Does your research involve the use of microbiological or viral agents, pathogens, toxins, poisons       
or venom?           YES   NO  

 
 
If NO, skip to the section on 

 
Cells and Tissue Samples 

If YES, list all Bio-safety Level 2 and 3 agents or toxins used in your laboratory (see Attachment C). 
 

 
     It is the responsibility of each PI to: 
 
          (1)  Consult either: 
 

(a)  The National Institutes of Health (NIH)-Center for Disease Control and Prevention 
(CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories 

 

 
or 

                     (b)  The CDC online reference (http://www.cdc.gov) 
 

         (2)  Identify the Biosafety Level (also called Risk Group) for each organism, agent, or toxin. 
         (Organism, Agent, or Toxin Biosafety Level):  
 
   

Organism/Agent/Toxin Bio-Safety Level** 
            
            
            
            

 
 

 
**For each Bio-safety Level 2 or 3 agent or toxin listed, provide the information requested on the following 

     page(s). (Description of Bio-safety Levels 2 and 3 are attached). 
 
 
 

b. Are any of the bio-hazardous agents listed above classified as a “Select Agent” by the Centers   
for Disease Control?         YES   NO  

 
 
 
 
 
 
3. BIOLOGICAL HAZARDS – Description of Use  
 

a. Identify the microbiological agent or toxin (name, strain, etc.): 
      
 

http://www.cdc.gov/�
vhatvhobriec
Sticky Note
NA if (blood or tissue) samples with known pathogens (examples: hepatitis B, C) are used.  These do not apply to question 2&3.Check YES ONLY if Biological hazard agents are used (for example microbes used for cloning and plasmid propagation.  If YES, list all Biosafety Level 2 and 3 agents and completely fill out  both questions 2 and 3.

vhatvhobriec
Sticky Note
Although BSL 3 and 4 procedures are not allowed at the VA, if you perform BSL 3 and 4 procedures at a non-VA site, you must still be approved by the VA Research Safety Subcommittee.
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b. If this is a Select Agent (42 CFR 72.6), provide the CDC Laboratory Registration # 
and the date of the CDC inspection: 
      

 
c.  Indicate the largest volume and/or concentration to be used: 
      
 
d.  Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic 
resistance: 
      

 
e.  Describe the containment equipment (i.e., protective clothing or equipment, biological safety 
cabinets, fume hoods, containment centrifuges, etc.) to be used in this research: 
      
 
f.      Describe the proposed methods to be employed in monitoring the health and safety of 
personnel involved in this research: 
      

 
 
 
4. CELLS and TISSUE SAMPLES 
 

a.     Will personnel work with animal blood, human or non-human primate blood, body fluids, 
organs, tissues, cell lines or cell clones?        YES   NO   
 

If YES, specify:      
 
 
 

b.     Will research studies represent a potential biohazard for lab personnel?    
YES   NO  NA  

 
If YES, specify the potential hazard and precautions employed to protect personnel in the 

      laboratory: 
 Universal safety precautions will be employed.      

 
 
 

NOTE: If these studies involve animals, the Animal Component of Research Protocol (ACORP) 
             must be completed. 
 
 
5. RECOMBINANT DNA 
 

a.     Are procedures involving recombinant DNA used in your laboratory?   YES   NO  
 
 If YES, provide the following: 
 

(1) Institutional Biosafety Committee (IBC) Approval?    YES   NO  
 
Provide a copy of the lab IBC (BioWise) Approval Letter 
 

b.     Are recombinant DNA procedures used in your laboratory limited to PCR amplification of DNA 
segments (i.e., no subsequent cloning of amplified DNA)?    YES   NO  NA  
 

vhatvhobriec
Sticky Note
When 5a is checked YES, you must complete section 5b

vhatvhobriec
Sticky Note
If any research personnel (clinical and bench laboratory) are working with any human or non-human primate blood, urine or any other body fluids, check "Yes".The safety measures of the employees are included in the Universal Precautions, which are as follows, but not limited to:  (1) Engineering controls: use of retractable safety needles, retractable scalpel and splash shield for safe sample handling; (2) Work practice controls including the procedures for personal safety (e.g., no needle recapping) and disinfecting work bench surfaces; and (3) use of PPE, such as gloves, goggles, protective clothing and masks.  Additionally, include what training (e.g., Universal Precauations, Blood-borne pathogens) has been taken.

vhatvhobriec
Sticky Note
Provide complete details of the blood draws and/or urine collections in this section.  Include locations of specimen collections.  Specify who will be performing the collections and whether or not collected samples will be shipped off station.  If specimens are to be shipped of station, please indicate that the appropriate training has been completed.

vhatvhobriec
Sticky Note
This includes engineering controls (i.e., fume hoods or Biosafety cabinets), administration controls (methods/procedures and education by supervisor) and use of personal protection equipment (PPE) such as gloves, hats, gowns, face shields, respirator, etc.

vhatvhobriec
Sticky Note
Indicate the largest concentration to be used.
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(1)  If YES, your recombinant DNA studies are exempt from restrictions described in the NIH 
Guidelines for Research Involving Recombinant DNA Molecules (If yes, skip c). 
 
(2)  If NO, it is the responsibility of each PI to: 

 
(a)  Consult the current NIH Guidelines for Research Involving Recombinant DNA Molecules  
which can be found at the Internet site http://oba.od.nih.gov/rdna/nih_guidelines_oba.html. 

 
   (b)  Identify the experimental category of their recombinant DNA research. 

 
c.     Description of Recombinant DNA Procedures: 
 

(1) Identify the NIH classification (and brief description) for these recombinant DNA studies: 
      
 
(2) Biological source of DNA insert or gene: 
      
 
(3) Function of the insert or gene: 
      

 
(4)  Vector(s) used or to be used for cloning (e.g., pUC18, pCR3.1): 
      

 
(5)  Host cells and/or virus used or to be used for cloning (e.g., bacterial, yeast or viral strain, 
cell line): 
      

 
 
 
6. USE OF CHEMICALS 
 

a.     Has the use of chemicals in your laboratory been reviewed by an appropriate committee or 
subcommittee in the past 6 months?       YES   NO  NA  
 
b.     Are personnel knowledgeable
 

 about the special hazards posed by: 

(1)  Carcinogens?        YES   NO  NA  
(2)  Teratogens and Mutagens?       YES   NO  NA  
(3)  Toxic gases?        YES   NO  NA  
(4)  Neurotoxins?        YES   NO  NA  
(5)  Reactive and potentially explosive compounds?    YES   NO  NA  

 
 
NOTE: Submission of a comprehensive laboratory chemical inventory is required for local review regardless of 

location (see Attachment A). 
 
 
 
 
 
 
 
 

http://oba.od.nih.gov/rdna/nih_guidelines_oba.html�
vhatvhobriec
Sticky Note
VA regulations mandate that after your initial chemical inventory review, your chemical inventory and usage be reviewed semiannually.  The semiannual review will be performed each 6 months for all VA labs in order to maintain proper records and current status of all labs.

vhatvhobriec
Sticky Note
This is the biological origin of the DNA.  For example, mouse, rat, or human.

vhatvhobriec
Sticky Note
Please state the biological function of the insert or gene.  for example, smooth muscle promoter, insulin receptor, or dominant negative mTOR.

vhatvhobriec
Sticky Note
Please include viral vectors.
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7. CONTROLLED SUBSTANCES 
 

a.     Does your research involve the use of any substance regulated by the Drug Enforcement 
Agency?           YES   NO  

 
If YES, list controlled substances to be used:        

 
 

b.     Are all Schedule II and III drugs stored in a double-locked vault?  YES   NO  NA  
  
If YES, provide location:        

 
 

NOTE: Submission of a comprehensive controlled substances inventory is required for local review regardless 
of location (see Attachment D).  

 
 
 
 
8. RADIOACTIVE MATERIALS 
 

a.     Does your research involve the use of radioactive materials?   YES   NO    
 

If YES, provide the following:   
 

(1) Identity of radioactive source (s):       
 
(2) Radiation Safety Committee Approval?     YES   NO    
 

If yes, location where training was completed:             Date:           
 

Provide a copy of the training certificate and Radioisotope Authorization Material Permit 
 
(3) Location (check all that apply):   VA ACRE Building   Vanderbilt   Other:        

 
9. PHYSICAL HAZARDS 
 

a. Are physical hazards addressed in the facility Occupational Safety and Health Plan? 
YES   NO  

 
Guidelines and procedures to address physical hazards are outlined in the Tennessee Valley Healthcare 
System Occupational Safety and Health Plan. 
 

b. Do employees receive annual training addressing physical hazards? 
YES   NO  

 
Facility officials will ensure appropriate training of all staff in accordance with OSHA and VA policies and 
procedures.  The PI will ensure that all laboratory and/or research staff will complete initial and annual training in 
accordance with Tennessee Valley Healthcare System policies and procedures.  
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Acknowledgement of Responsibility and Knowledge 
I certify that my research studies will be conducted in compliance with and full knowledge of Federal, State, and 
local policies, regulations, and CDC-NIH Guidelines governing the use of, bio-hazardous materials, chemicals, 
radioisotopes, and physical hazards. I further certify that all technical and incidental workers involved with my 
research studies will be aware of potential hazards, the degree of personal risk (if any), and will receive 
instructions and training on the proper handling and use of bio-hazardous materials, chemicals, radioisotopes, 
and physical hazards. A chemical inventory of all Occupational Safety and Health Administration (OSHA) and 
Environmental Protection Agency (EPA)-regulated hazardous chemicals is attached to this survey. 
Principal Investigator’s Signature: 
 
 

Date: 
 

 
 
Certification of Safety Officer’s Approval 
A complete list of chemicals to be used in the proposal has been reviewed. Appropriate 
occupational safety and health, environmental, and emergency response programs will be 
implemented on the basis of the list provided. 
Safety Officer’s Signature: 
 
Jeffrey Davidson, PhD 

Date: 
 

 
 
Certification of Research Approval 
The safety information for this application has been reviewed and is in compliance with 
Federal, State, and local policies, regulations, and CDC-NIH Guidelines governing the use of 
Bio-hazardous materials, chemicals, radioisotopes, and physical hazards. Copies of any additional 
surveys used locally are available from the Research and Development (R&D) Office. 
Chair, Subcommittee on Research Safety, Signature: 
 
Jeffrey Davidson, PhD 

Date: 
 

Radiation Safety Officer’s (if applicable) Signature: 
 
David Burkett 

Date: 
 

Chair, Research & Development Committee, Signature: 
 
Jeffrey N. Rottman, MD 

Date: 
 

Facility Safety Officer’s Signature: 
 
Jake Silvensky 

Date: 
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ATTACHMENT B

SUMMARY OF RECOMMENDED BIOSAFETY LEVELS FOR INFECTIOUS AGENTS

Adapted from:


“Biosafety in Biomedical and Microbiological Laboratories”; U.S. Department of Health and Human Services, National Institutes of Health, June 17, 1999.


		Bio-safety Level

		Agents

		Practices

		SafeTy Equipment 
(Primary Barriers)

		Facilities
(Secondary Barriers)



		1

		Not known to cause disease in healthy adults.

		Standard Microbiological Practices

		None required

		Open bench top


sink required.



		2

		Associated with human disease, hazard = auto-inoculation, ingestion, mucous membrane exposure.

		BSL-1 practice plus:


( Limited access;


( Biohazard warning signs;


( "Sharps" precautions;


( Biosafety manual defining any needed waste decontamination or medical surveillance policies.

		Primary barriers = Class I or II BSCs or other physical Containment devices used for all manipulations of agents that cause splashes or aerosols of infectious materials; PPEs: laboratory coats; gloves; face protection as needed.

		BSL-1 plus:


Autoclave available



		3

		Indigenous or exotic agents with potential for aerosol transmission; disease may have serious or lethal consequences.

		BSL-2 practice plus:


( Controlled access;


( Decontamination of all waste;


( Decontamination of lab clothing before laundering;


( Baseline serum.

		Primary barriers = Class I 
or II


BSCs or other physical devices used for all containment manipulations of agents; PPEs: protective lab clothing; gloves; respiratory protection as needed.

		BSL-2 plus:


( Physical separation from access corridors;


( Self-closing, double- door access;


( Exhausted air not recirculated;


( Negative airflow into laboratory.



		4

		Dangerous/exotic agents that pose high risk of life- threatening disease, aerosol-transmitted lab infections; or related agents with unknown risk of transmission. 

		BSL-3 practices plus:


( Clothing change before entering;


( Shower on exit;


( All material decontaminated on exit from facility.

		Primary barriers = All procedures conducted in Class III BSCs or Class I or II BSCs in combination with full-body, air-supplied, positive pressure personnel suit.

		BSL-3 plus:


( Separate building or isolated zone;


( Dedicated supply/exhaust, vacuum, and decon systems;


( Other requirements outlined in the text. 
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ATTACHMENT A

DEFINITION OF HAZARD CATEGORIES

Excerpted from:

“VHA Handbook 1200.08 (March 2009)”


BIOLOGICAL HAZARDS:

Biohazards include, but are not limited to, the following:


a. Pathogens and etiologic agents, human and non-human primate tissues including blood and body secretions, and human cell lines corresponding to BSL 1-4 ((see CDC-NIH.  Biosafety in Microbiological and Biomedical Laboratories 5th Edition.  CDC-NIH, Washington, DC, 2009. http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf)

b. Toxins produced by microbial organisms (see CDC-NIH.  Biosafety in Microbiological and Biomedical Laboratories 5th Edition.  CDC-NIH, Washington, DC, 2009. http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf);


c. Poisonous, toxic, parasitic, and venomous animals or plants;


d. Recombinant DNA molecules (see NIH Guidelines for Research Involving Recombinant DNA Molecules http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z.pdf);

e. Select agents, as specified in Title 42 Code of Federal Regulations (CFR) Part 73; 7 CFR 331; AND 9 CFR 121; and


f. Animals experimentally or naturally exposed to any of the preceding ((see CDC-NIH.  Biosafety in Microbiological and Biomedical Laboratories 5th Edition.  CDC-NIH, Washington, DC, 2009. http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf).

CHEMICAL HAZARDS:

Chemical hazards include any substance or mixture of substances with properties capable of producing adverse effects on the health and safety of humans.  Chemical hazard categories include, but are not limited to, the following:


a. Corrosives;


b. Toxic substances (poisons, irritants, asphyxiates);


c. Sensitizers;


d. Carcinogens, mutagens, and teratogens;


e. Flammables; and


f. Explosives.

PHYSICAL HAZARDS:

Physical hazards include, but are not limited to, the following:


a. Ionizing and non-ionizing radiation;

b. Noise;


c. Vibration;


d. Extremes of temperature and pressure;


e. Explosive hazards;


f. Electrical hazards; and


g. Mechanical hazards.
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ATTACHMENT C

COMMON CONTROLLED SUBSTANCES


For a complete listing, see http://www.justice.gov/dea/pubs/scheduling.html

		SCHEDULE II


· Amphetamine

· Cocaine

· Codeine

· Dihydrocodeine

· Droperidol-Fentanyl citrate (Innovar-Vet®)

· Meperidine hydrochloride

· Methamphetamine

· Morphine sulfate (MS Contin)

· Oxymorphone hydrochloride

· Pentobarbital sodium (Nembutal)

		SCHEDULE III


· Buprenorphine hydrochloride (Buprenex)


· Dihydrotestosterone


· Ketamine hydrochloride (Ketaset)


· Pentobarbital sodium and Phenytoin sodium (Euthasol)


· Testosterone


· Thiamylal sodium


· Thiopental sodium (Pentothal)


· Tiletamine hydrochloride and Zolazepam hydrochloride (Telazol)



		SCHEDULE IV

· Chloral hydrate


· Diazepam


· Methohexital Sodium


· Pentazocine Lactate


· Phenobarbital Sodium

		SCHEDULE V

· Codeine preparations

· Dihydrocodeine preparations

· Diphenoxylate preparations
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HHS SELECT AGENTS AND TOXINS   OVERLAP SELECT AGENTS AND TOXINS   
Abrin   Bacillus anthracis  
Botulinum neurotoxins  Brucella abortus 
Botulinum neurotoxin producing species of Clostridium  Brucella melitensis 
Cercopithecine herpesvirus 1 (Herpes B virus)  Brucella suis  
Clostridium perfringens epsilon toxin  Burkholderia mallei (formerly Pseudomonas mallei) 
Coccidioides posadasii/Coccidioides immitis  Burkholderia pseudomallei (formerly Pseudomonas  
Conotoxins         pseudomallei)  
Coxiella burnetii   Hendra virus  
Crimean-Congo haemorrhagic fever virus   Nipah virus 
Diacetoxyscirpenol  Rift Valley fever virus 
Eastern Equine Encephalitis virus  Venezuelan Equine Encephalitis virus 
Ebola virus   
Francisella tularensis  USDA SELECT AGENTS AND TOXINS 
Lassa fever virus  African horse sickness virus  
Marburg virus   African swine fever virus   
Monkeypox virus  Akabane virus  
Reconstructed replication competent forms of the 1918  Avian influenza virus (highly pathogenic) 
      pandemic influenza virus containing any portion of the  Bluetongue virus (exotic) 
      coding regions of all eight gene segments (Reconstructed  Bovine spongiform encephalopathy agent  
      1918 Influenza virus)  Camel pox virus  
Ricin   Classical swine fever virus 
Rickettsia prowazekii  Ehrlichia ruminantium (Heartwater)   
Rickettsia rickettsii  Foot-and-mouth disease virus  
Saxitoxin  Goat pox virus 
Shiga-like ribosome inactivating proteins  Japanese encephalitis virus  
Shigatoxin  Lumpy skin disease virus 
South American Haemorrhagic Fever viruses  Malignant catarrhal fever virus 
      Flexal        (Alcelaphine herpesvirus type 1)  
      Guanarito  Menangle virus  
      Junin   Mycoplasma capricolum subspecies capripneumoniae 
      Machupo         (contagious caprine pleuropneumonia) 
      Sabia   Mycoplasma mycoides subspecies mycoides small   
Staphylococcal enterotoxins             colony (MmmSC) (contagious bovine pleuropneumonia) 
T-2 toxin      Peste des petits ruminants virus 
Tetrodotoxin     Rinderpest virus  
Tick-borne encephalitis complex (flavi) viruses     Sheep pox virus  
      Central European Tick-borne encephalitis    Swine vesicular disease virus 
      Far Eastern Tick-borne encephalitis  Vesicular stomatitis virus (exotic): Indiana subtypes          
      Kyasanur Forest disease         VSV-IN2, VSV-IN3  
      Omsk Hemorrhagic Fever     Virulent Newcastle disease virus1       
      Russian Spring and Summer encephalitis    
Variola major virus (Smallpox virus)   USDA PLANT PROTECTION AND QUARANTINE (PPQ) 
Variola minor virus (Alastrim)  SELECT AGENTS AND TOXINS 
Yersinia pestis  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) 
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1 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. 


 
           HHS AND USDA SELECT AGENTS AND TOXINS 


7 CFR Part 331, 9 CFR Part 121, and 42 CFR Part 73 
 








HHS NON-OVERLAP SELECT AGENTS AND TOXINS 
o 1918 Pandemic Influenza Virus containing any Portion of the Coding Regions of all 8 


Gene Segments 
o Crimean-Congo Haemorrhagic fever virus 
o Coccidioides posadasii 
o Ebola viruses 
o Cercopithecine herpes virus 1 (Herpes B virus) 
o Lassa fever virus 
o Marburg virus 
o Monkeypox virus 
o Rickettsia prowazekii 
o Rickettsia rickettsii 
 
South American haemorrhagic fever viruses 


o Junin 
o Machupo 
o Sabia 
o Flexal 
o Guanarito 


 
      Tick-borne encephalitis complex (flavi) viruses 


o Central European tick-borne encephalitis 
o Far Eastern tick-borne encephalitis 
o Russian spring and summer encephalitis 
o Kyasanur forest disease 
o Omsk hemorrhagic fever 


 
o Variola major virus (Smallpox virus) 
o Variola minor virus (Alastrim) 
o Yersinia pestis 
o Abrin 
o Conotoxins 
o Diacetoxyscirpenol 
o Ricin 
o Saxitoxin 
o Shiga-like ribosome inactivating proteins 
o Tetrodotoxin 


 
HIGH CONSEQUENCE LIVESTOCK PATHOGENS AND TOXINS/SELECT 
AGENTS (OVERLAP SELECT AGENTS AND/OR TOXINS) 


o Bacillus anthracis 
o Brucella abortus 
o Brucella melitensis 
o Brucella suis 
o Burkholderia mallei (formerly Pseudomonas mallei) 
o Burkholderia pseudomallei (formerly Pseudomonas pseudomallei) 
o Botulinum neurotoxin producing species of Clostridium 
o Coccidioides immitis 
o Cosiella burnetii 


HIGH CONSEQUENCE LIVESTOCK PATHOGENS AND TOXINS/SELECT 
AGENTS (OVERLAP SELECT AGENTS AND/OR TOXINS) cont. 


 
o Eastern equine encephalitis virus 
o Hendra virus 
o Francisella tularensis 







o Nipah Virus 
o Rift Valley fever virus 
o Venezuelan equine encephalitis virus 
o Clostridium perfringens epsilon toxin 
o Shigatoxin 
o Staphylococcal enterotoxin 
o T - 2 toxin 


 
 
USDA HIGH CONSEQUENCE LIVESTOCK PATHOGENS AND TOXINS (NON-
OVERLAP AGENTS AND TOXINS) 
 


o Akabane virus 
o African swine fever virus 
o African horse sickness virus 
o Avian influenza virus (highly pathogenic) 
o Blue tongue virus (Exotic) 
o Bovine spongiform encephalopathy agent 
o Camel pox virus 
o Classical swine fever virus 
o Cowdria ruminantium (Heartwater) 
o Foot and mouth disease virus 
o Goat pox virus 
o Lumpy skin disease virus 
o Japanese encephalitis virus 
o Malignant catarrhal fever virus (Exotic) 
o Menangle virus 
o Mycoplasma capricolum/M.F38/M. capri 
o Mycoplasma mycoides mycoides 
o Newcastle disease virus (velogenic) all velogenic strains 
o Peste Des Petits Ruminants virus 
o Rinderpest virus 
o Sheep pox virus 
o Swine vesicular disease virus 
o Vesicular stomatitis virus (Exotic) 


 
 
 
LISTED PLANT PATHOGENS 


o Liberobacter africanus 
o Liberobacter asiaticus 
o Peronosclerospora philippinensis 
o Ralstonia solanacearum race 3, biovar 2 
o Schlerophthora rayssiae var zeae 
o Synchytrium endobioticum 
o Xanthomonas oryzae 
o Xylella fastidiosa (citrus variegated chlorosis strain) 


 
 
 
 
 
 
 
 







 
An individual or entity that possesses, uses, or transfers excluded attenuated strain will be 
subject to the regulations if there is any reintroduction of factor(s) associated with virulence or 
other manipulations that modify the attenuation such that virulence is restored or enhanced.  
 
The excluded strain lists can be found at http://www.cdc.gov/od/sap/exclusion.htm and 
http://www.aphis.usda.gov/vs/ncie/bta.html .  
Agents that appear on both the HHS and USDA list of agents and toxins are referred 
to as "Overlap Agents." The list of overlap agents is available at: 
http://www.cdc.gov/od/sap or http://www.aphis.usda.gov/vs/ncie. 


The plant pathogens listed by USDA have been deemed a threat to plant health or 
products. The list of plant agents and toxins is available at 
http://www.aphis.usda.gov/ppq/permits. 


A listing of HHS select agents and toxins in the select agent regulation (42 CFR 73) is 
available at http://www.cdc.gov/od/sap. 


High Consequence Livestock Pathogens and Toxins are agents that the USDA 
considers to have the potential to pose a severe threat to animal or plant health, or 
to animal or plant products. A list of the agents may be found at: 
http://www.aphis.usda.gov/vs/ncie/bta.html. 


 


 


 


*All information contained within this document was acquired from the CDC website or 
link found therein.  
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