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[image: image5.emf]LAWRENCE BERKELEY NATIONAL LABORATORY 

Biological Use Authorization

Laboratory-Specific Biosafety Manual, and

Exposure Control Plan for Work with Biological Materials


Purpose and Overview

This Biological Use Application form is used to document and authorize the safe, ethical, environmentally-sound, and compliant use of biological materials in research projects or operations at Berkeley Lab using the principles and functions of Integrated Safety Management (ISM) and work authorization (PUB-3000, Chapter 6).

Principal investigators (PI) and researchers use this form to define their biological work, evaluate the biological hazards or concerns, determine the risk, identify required biosafety controls, and ensure the work is reviewed and authorized.  This work review and authorization is: a) a graded process as outlined in Chapter 26 of PUB-3000; b) includes review and approval by Institutional Biosafety Committee (IBC) or its representatives; c) includes review and authorization by the PI or PI supervisor; and d) results in a Biological Use Notification, Registration, or Authorization document.

LBNL requirements for work with biological materials are: a) based on required federal and state government, contract, and funding regulations and standards; and b) detailed in PUB-3000, Chapter 26, Biosafety and the LBNL Biosafety Manual.

Application Instructions

1. Complete all sections of the attached form unless there is a specific instruction on the form that indicates completion is not required based on the nature of the work.

2. When sections or questions are not applicable or explanation is needed, check or type “N/A” and/or provide additional explanation. 

3. If you need assistance or have questions, contact the Biosafety Office: Bruce King at 510-495-2768 (or x2768) or Vivian Xian at 510-486-7837 (or x2768).


4. Send an electronic copy of the completed Biological Use Application form to the Biosafety Program office at biosafety@lbl.gov. You will receive follow-up input on your submission along with edits to the form needed to initiate the appropriate review, approval, and authorization process and signatures (as outlined in PUB-3000, Chapter-Section 26.8.2.1 and Table 26-6).

5. The review and approval process is different depending on the nature of the work.  In general, some work (e.g., non-recombinant Risk Group 1) only requires review, approval, and/or authorization by a representative of the Institutional Biosafety Committee (IBC) and the PI.  Other work (e.g., recombinant and Risk Group 2) requires review, approval, and/or authorization via review by the Institutional Biosafety Committee (IBC) and signatures from the IBC and PI’s supervisor.

6. The PI is responsible for keeping the completed biological use documentation (i.e., Authorization, Registration, or Notification) updated, and submitting it for review either according to the renewal target date (i.e., shown on the document administration cover page) or when there are significant changes in the work (e.g., addition of recombinant DNA work, addition of pathogens, new types of biohazardous materials, change of location, or change of responsible personnel).

PIs and Researchers:  Do Not Complete This Page
	Document Administration

	Document Identification & Tracking

	General IBC Tracking # & PI Name
	

	Project or Operation Title
	

	Document Type and Targeted Renewal Frequency 

  FORMCHECKBOX 
 Biological Use Authorization (BUA)        FORMCHECKBOX 
 Biological Use Registration (BUR)         FORMCHECKBOX 
 Biological Use Notification (BUN)

     1 year                                                           2 years                                                       3 years

	Document Action

(Most recent approvals. Asterisk indicates review by full committee post 2010)
	Approval Date
	Completed Document #
	Renew Target Due Date

	 FORMCHECKBOX 
New  FORMCHECKBOX 
Renew, As Is  FORMCHECKBOX 
 Amend, Admin  FORMCHECKBOX 
 Amend, Tech  FORMCHECKBOX 
 Inactivate
	
	
	

	 FORMCHECKBOX 
New  FORMCHECKBOX 
Renew, As Is  FORMCHECKBOX 
 Amend, Admin  FORMCHECKBOX 
 Amend, Tech  FORMCHECKBOX 
 Inactivate
	
	
	

	 FORMCHECKBOX 
New  FORMCHECKBOX 
Renew, As Is  FORMCHECKBOX 
 Amend, Admin  FORMCHECKBOX 
 Amend, Tech  FORMCHECKBOX 
 Inactivate
	
	
	

	 FORMCHECKBOX 
New  FORMCHECKBOX 
Renew, As Is  FORMCHECKBOX 
 Amend, Admin  FORMCHECKBOX 
 Amend, Tech  FORMCHECKBOX 
 Inactivate
	
	
	

	Action Summary or Comments: 



	Work Scope and Authorization

	Signatures noted below indicate that the principal investigator (PI), supervisor, and/or Institutional Biosafety Committee (IBC) approve and authorize this work in accordance with the Biosafety Manual and the work scope, requirements, and biosafety containment levels (BLs) covered in this authorization. Work and document types include:
 FORMCHECKBOX 
 BL1;   FORMCHECKBOX 
 BL2 Laboratory-Specific Biosafety Manual;   FORMCHECKBOX 
 Exposure Control Plan for bloodborne pathogen materials; and one of the following recombinant DNA categories  FORMCHECKBOX 
 Not recombinant,  FORMCHECKBOX 
 Exempt rDNA, or  FORMCHECKBOX 
 Non-exempt rDNA IBC registration. Recombinant experiments included in this work are categorized under the NIH Guidelines for Research Involving Recombinant DNA Molecules in the attachment to this authorization.



	Signatories & Functions
	Printed Name
	Signature
	Date

	Principal Investigator(s)
Approval of BUA,

or Authorization of BUN or BUR
	
	
	

	
	
	
	

	Line Management Supervisor
ONLY NEEDED for Authorization of a BUA
	
	
	

	IBC Chair  Institutional Biosafety Committee (IBC) Approval of BUA or BUR
	
	
	

	IBC Chair or Biosafety Officer
IBC Representative Concurrence on BUN
	
	
	

	Document Distribution

	Biosafety Authorization System (BAS), PI (above), supervisor (above), Division Safety Coordinator (), EH&S Division Liaison (), EH&S Hazardous Waste Mgt. ()
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	1.0  Project Identification


	1.1     Project or Operation Title                   

Provide a short name for this research project or on-going operation.  This form may cover more than one project if the work (e.g., biological materials, personnel, & locations) is similar.

	

	1.2     Principal Investigator(s)

	Name
	Mail Stop 
	E-Mail
	Work

Phone #
	Division (or Guest Institution*) and

LBNL Supervisor 

	
	
	
	
	

	
	
	
	
	

	* Guest PI Address(es): 


	2.0  Biological Agents & Materials

	Identify all biological materials used and stored and provide additional categorical, descriptive, & source information

	Material Type1

	Agent or Material Name and/or Description

[If virus, indicate if wildtype or an engineered viral vector.]
	Strain and/or Treatment 

(e.g., fixed)
	Source and/or Vendor
	RG 2
1 or 2
	BL 2
1 or 2
	Check if

BBP 3
(x)       

	Bacterium
	
	
	
	
	
	

	Fungus
	
	
	
	
	
	

	Virus
	
	
	
	
	
	

	Cell Line
	
	
	
	
	
	

	Tissue
	
	
	
	
	
	

	Naked DNA
	
	
	
	
	
	

	Parasite
	
	
	
	
	
	

	Animal
	
	
	
	
	
	

	Plant
	
	
	
	
	
	

	Soil
	
	
	
	
	
	

	Toxin
	
	
	
	
	
	

	Explanatory Notes:

1    Material Type: Identify the type of biological material (e.g., bacterium, fungus, virus, cell line, tissue, naked DNA, parasite, animal, plant, soil, biotoxin, etc.).

2    RG & BL:  Identify the NIH Risk Group (RG) & Biosafety Level (BL).  In most cases the RG determines the BL (e.g., RG2 materials are usually handled at BL2).

3   BBP:  Bloodborne pathogen (BBP) materials are BBP agents and human or other materials covered by the OSHA BBP Standard (e.g., HIV, Hepatitis B, human blood, human blood components, human blood products, some other human fluids, human cells and cell lines, unfixed human tissues other than skin, or other materials that might be contaminated with any of the above materials.  Note additional BBP definition details in PUB-3000 Chapter 26.  BBP materials should be categorized as RG2 and typically require BL2 unless contained in a different manner.

	Additional Notes: 


	3.0  Personnel


	Personnel, Exposures, & Training
List personnel who conduct the biological work or who may be exposed to Risk Group 2 agents or materials, categorize personnel exposures to materials subject to the OSHA Bloodborne Pathogens Standard (BBP material), and check required training and medical surveillance based on the requirements noted.



	Personnel and Training listed on this hard-copy document may be different from the personnel and training listed in the Biosafety Authorization System (BAS). View and get printed records of currently authorized personnel and training in the BAS. See footnote*** below for additional information.

	When submitting this document for renewal, have the personnel and training requirements listed below also been updated the BAS? Check “N/A” if this is a new application.
	Yes
	No
	N/A

	
	
	
	

	Name
(Include PIs listed previously)
	LBNL Division or

Guest Institution
	Exposure to Bloodborne Pathogen (BBP) Materials
      Check here (  ) if this section is not applicable. 
	Required Biosafety Training & Hepatitis B Medical Surveillance *

Check if Required (X)

	
	
	Exposed or Potentially Exposed Personnel 
	No Potential Exposure
	Gen. Biosafety EHS-739
	Medical/Biohaz Waste   EHS-730
	BBP within 1 yr EHS-735 & 738
	BBP Hep B Medical Surveillance EHS-745
	GUESTS ONLY:

Train Elsewhere **

	
	
	Works with BBP Materials.


	No direct work with BBP, but potentially exposed

(work with same equip.)
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	*  Training and Medical Surveillance Requirements:

Generally all employees who work with biological materials or produce medical or biohazardous waste are required to take the General Biosafety (EHS-739) and Medical/Biohazardous Waste (EHS-730) training, respectively.  All employees who are identified in either Bloodborne Pathogen (BBP) exposure group above must also have had BBP training within the last 12 months (i.e., Initial EHS-735 or annual EHS-738 BBP Training) and participate in the Hepatitis B Medical Surveillance program (as described in Section 7.2).

** Guest Training and Medical Surveillance:

· Training:  Guests, students, or subcontractors with appointments of 30 days or less.  Explain equivalent training from guest’s employer:  .

· Hepatitis B Medical Surveillance:  The worker’s employer must provide Hepatitis B medical surveillance. 
***Updating and Maintaining Personnel and Training:

PI’s and Workleads can update and maintain the list of authorized personnel, their potential exposures, and their required training, via the LBNL Biosafety Authorization System (BAS) at: https://ehswprod.lbl.gov/Biosafety/login.aspx
· Use the Personnel section of the on-line authorization to add, delete, and edit personnel and training requirements.
· Use the Training section of the on-line authorization to view training required and completed for each person, and to print the most current listed of authorized personnel and their training.



	4.0  Biological Work, Risks, & Controls


	4.1  Locations and Biosafety Levels

	Biosafety Levels (BL) & Locations:   Identify in the table below each biological work location and its highest Biosafety Level (BL).  BLs are defined by CDC (BMBL) and NIH (NIH Guidelines) and consist of combinations of standard microbiological practices, safety equipment, and facilities needed to contain the work.  Note the LBNL Biosafety Manual for a summary of standard and required BL elements.

	Building
	
	
	
	
	
	
	
	

	Room 
	
	
	
	
	
	
	
	

	Room Use
	
	
	
	
	
	
	
	

	BL (1 or 2)
	
	
	
	
	
	
	
	

	Additional Locations or Information: 




	4.2  Project Funding Sponsor(s)
	

	4.3  Research Description

Provide below a concise summary of the project research objectives and methods especially as they relate to understanding and assessing the biological risks or concerns.  Ensure sources of DNA are clearly defined.

	


	4.4  Biological Work Description

Provide in the space below a concise summary of the forms and manners in which the biological materials/agents will be handled throughout the project especially as it relates to understanding and assessing the biological risks or concerns.  Summarize the most-significant tasks and the nature of the biological materials (e.g., fixed, fresh, replication deficient, containment, quantity).

	

	 (a)   Are larger batches of biological materials handled (i.e., Large Scale cultures ≥ approx. 10 L)?
	Yes
	  No

	
	
	


	4.5  Recombinant Work     
	Yes
	  No

	(a) Are recombinant genomic materials (e.g. rDNA/rRNA) used? 
IF YES, complete this section and the ATTACHMENT to this authorization titled, Recombinant Experiment Categorization Under the NIH Guidelines.  IF NO, SKIP TO 4.6                                                    
	
	

	(b)  Are transgenic or knockout animals used or generated?
	
	

	(c)  Are viral vectors OTHER THAN bacteriophages/plasmids used?                       IF YES, DESCRIBE
	
	

	

	(d)  Is a recombinant DNA gene expressed?    IF YES, DESCRIBE and continue. IF NO, SKIP TO 4.6 
	
	

	

	(e)  Does gene expression involve the deliberate (1) transfer of a drug resistance trait to micro-organisms that are not known to acquire the trait naturally (see NIH Guidelines Section V-B, Footnotes and References of Sections I-IV), if such acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture; (2) biosynthesis of toxin molecules; and/or (3) transfer of recombinant DNA, (or DNA or RNA derived from recombinant DNA), into human research participants?          IF YES, EXPLAIN:
	
	

	


	4.6  Permits
Does this work require any biosafety-related regulatory permits or registrations (e.g., USDA soil or pest permit, select agent registration)?                                                       If YES, DESCRIBE
	Yes
	  No

	
	
	

	


	4.7  Standard Microbiological Work Practices
	Yes
	  No

	(a)  A sink is available for handwashing, and it is stocked with soap and paper towels. 
	
	

	(b)  Personnel wash hands after handling viable and RG2 materials, after removing gloves, and before leaving the laboratory.  
	
	

	(c)  Eating, drinking, smoking, applying cosmetics or lip balm, and handling contact lenses is prohibited in lab areas.  
	
	

	(d)  Food and beverages are NOT allowed in lab areas.  
	
	

	(e)  Mechanical pipetting devices are used.  Mouth pipetting is prohibited.  
	
	


	4.8  Personal Protective Equipment
	Yes
	  No

	(a)  Impervious gloves are worn when hands may contact potentially contaminated materials, work surfaces, and equipment.  Disposable gloves are not washed, reused, or used for touching “clean” surfaces (e.g., door knobs, faucets). Gloves are replaced with new gloves when contaminated, torn, or punctured.  Gloves are available in needed sizes.
	
	

	(b)  Laboratory coats, gowns, or uniforms are worn when working at BL1 or BL2 to prevent contamination or soiling of street clothes.   
	
	

	(c)  Protective eye wear is worn at all times in Technical Areas (e.g., laboratories) and for anticipated splashes of biological agents, biohazardous materials, or other hazardous materials to the face.  LBNL provides prescription safety glasses when needed.  
	
	


	4.9 Waste Disposal
	Yes
	  No

	(a)  Will biological or sharps waste be generated at LBNL?  

 IF YES, CHECK (X) TYPES OF WASTES GENERATED BELOW.   IF NO, SKIP TO 4.10
	
	

	· SOLIDScontaining or contaminated with biological materials
	
	

	· LIQUIDS containing or contaminated with biological materials
	
	

	· SHARPS contaminated with biological materials
	
	

	· SHARPS NOT contaminated with biological materials
	
	

	· Pathological materials (i.e., animal carcasses, large tissue specimens, or recognizable human or animal body parts or tissues).
	
	

	Explanation or Other Information:

	(b)  Is the biological waste “medical/biohazardous waste” as defined in the LBNL Medical and Biohazardous Waste Generator’s Guide (PUB-3095)?  All medical/biohazardous wastes require inactivation of the biological material in an approved manner prior to final disposal and will be handled in accordance with PUB-3095.   
	
	

	(c) Is any of the biological waste “Regulated Medical Waste” as defined in PUB-3095?  Solid waste of this type is regulated by the Calif. Dept. of Health Services (DHS) and must be placed directly into RED biohazardous waste bags.  Regulated Medical Waste includes biohazardous or sharps waste that is generated or produced as a result of any of the following:  a) diagnosis, treatment, or immunization of human beings or animals; b) research pertaining to treatment, diagnosis, or immunization of human beings or animals; or the production of biologicals.  
	
	

	(d) Is the biological waste “medical/biohazardous waste” as defined in PUB-3095, but none of the waste meets the definition of “Regulated Medical Waste” noted in (c) above?  Solid waste of this type is regulated by non-DHS standards and should be placed in CLEAR biohazardous waste bags with documented concurrence by EH&S Waste Mgt.                  If YES, DESCRIBE:  
	
	


	4.10 Additional Biological Risks, Concerns, and/or Biosafety Controls 
FOR PROJECTS INVOLVING ONLY RG1 AGENTS & MATERIALS (i.e., NO RG2)
Identify and describe any additional biological risks, concerns, and/or biosafety controls related to the specific Risk Group 1 biological agents or materials and/or the tasks to be performed that HAVE NOT ALREADY been adequately identified or explained.  Hazards or concerns may include worker exposure, recombinant risks, environmental risks, regulatory requirements, etc.
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	STOP if NO Risk Group 2 biological agents or materials are in this work.
Do NOT complete the rest of this form at this time.  If Risk Group 2 agents or materials are used, continue to Section 5.0.  If needed, refer to list of Agents & Materials in Section 2.
If a biosafety cabinet is used, in all cases complete Section 5.1.



	5.0  Additional Biosafety Controls


	5.1  Biosafety Cabinets                   
	Yes
	No

	       Are biosafety (biological safety or laminar flow) cabinets used?                  IF NO, SKIP TO 5.2
	
	

	Location

(Bldg-Rm)
	Cabinet Type (Class) 
	Manu-facturer
	Model
	Serial #
	Responsible PI (Last Name)
	Contact Person (Full Name)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Biosafety cabinets are certified annually. Note any exceptions: 




	5.2  Aerosol Control
	Yes
	No
	N/A

	(a) Work includes operations that have the potential to produce aerosols or splashes.     
Examples of operations that may produce aerosols or splashes include:  rapid/forceful pipetting, centrifugation, shaking, blending, vortexing, sonication, tissue grinding, or opening containers in the presence of pressure differentials.                               IF NO, SKIP TO 5.3                                                                                      
	
	
	

	(b) Work includes use of biohazardous or Risk Group 2 agents or materials in operations that have the potential to produce aerosols or splashes?
       If YES, list the operations below and explain as needed.             IF NO, SKIP TO 5.3
	
	
	

	

	(c) A tested/certified biosafety cabinet is used for work that has the potential for creating biohazardous aerosols or splashes.

If a biosafety cabinet is not used, explain below other means of containment used.
	
	
	

	


	5.3  Personal Protective Equipment
	Yes
	No
	N/A

	(a)  Laboratory coats or gowns are worn when working at BL1 or BL2 or when working with RG2 or other hazardous materials.  This clothing is removed and left in the laboratory before leaving for non-laboratory areas (e.g., offices or restrooms).                                                                                                                    
	
	
	

	(b)  Laboratory coats or gowns are either disposal or handled by a qualified LBNL laundry service. Employees do not launder used lab coats at home.            
	
	
	

	(c)  Face protection (e.g., goggles, mask, faceshield) is used when it is reasonably anticipated that splashes, sprays, spatter, or droplets of biohazardous materials may be generated and could contaminate the eyes, nose, or mouth.                                                      
	
	
	


	5.4  BL2 Facilities & Special Practices
	Yes
	No

	(a)  The laboratory, work surfaces, and furniture are designed so they can be easily cleaned. Bench-tops are impervious to water and chemically resistant.  Spaces between furniture and equipment are accessible for cleaning.  Lab areas are not carpeted, and chairs are upholstered with a non-porous material.  
	
	

	(b)  An emergency eyewash unit is readily available.  
	
	

	(c)  Access to the lab is limited or restricted when working with biohazardous material. 
	
	

	(d)  Only persons who have been advised of the potential hazards and meet any specific entry requirements may enter the lab.  
	
	

	(e)   Biohazard signs or labels are posted on all lab area entrances and on equipment where RG2 materials are stored (e.g., refrigerators, freezers, dewars) and used (e.g., centrifuges, incubators, water baths, heating blocks).  
	
	

	(f)  Personnel are advised of special hazards and are required to read and follow instructions on practices and procedures. Supervised bench training is provided as appropriate for new staff and on new procedures.  
	
	

	(g)   Biohazardous materials are properly labeled and placed in a container with a lid that prevents leakage or dispersion during collection, handling, processing, storage, transport, or shipping.  
	
	


	5.5  Sharps
	Yes
	No
	N/A

	(a)  Personnel know to use a high degree of caution when handling sharps. Sharps containers are located near points of use, If applicable, used needles are not recapped, bent, or cut.  
	
	
	

	(b)  Broken glassware is not be handled directly by the hand, but is removed by mechanical means such as a brush and dustpan, tongs, or forceps. Such mechanical means are available in the work area?  
	
	
	

	(c)  Are sharps used with any Risk Group 2 materials?                   IF NO or N/A, SKIP TO 5.6
      Examples: needles, blades, Pasteur pipettes                             IF YES, DESCRIBE BELOW
	
	
	

	

	(d)  Are needles used?                                                                     IF NO or N/A, SKIP TO 5.6
	
	
	

	(e)  Are these safety-engineered needles?

Note: If working with BBP material you MUST USE “safety needles” except in certain specific cases with an approved exemption.

[See http://www.dir.ca.gov/dosh/dosh%5Fpublications/bbpfct.pdf  and http://www.osha.gov/SLTC/BL-oodbornepathogens/solutions.html for more information.]
	Yes
	No
	Exemption

Requested

	IF YES, DESCRIBE NEEDLE DEVICE BELOW.

 IF NECESSARY, REQUEST AN EXEMPTION.
	
	
	

	


	5.6  Disinfection
	Yes
	No
	N/A

	(a)  Contaminated work surfaces are decontaminated with an appropriate disinfectant after completion of procedures, immediately or as soon as feasible when surfaces are overtly contaminated, and at the end of the work shift if the surface may have become contaminated since the last cleaning. NOTE: Alcohols are not approved disinfectants for BBP materials; fresh (made up at least weekly) 1 to 10 % household bleach is approved.  
	
	
	

	(b)  Protective coverings, such as plastic wrap, aluminum foil, and disposable bench pads are removed and replaced as soon as feasible when they become overtly contaminated (or at the end of the workshift if they may have become contaminated during the shift).  
	
	
	


	5.7  Waste Disposal
	Yes
	No
	N/A

	(a)  SOLID biological waste (other than free sharps) is placed in biohazard containers lined with biohazard bags.  [Residual volumes of liquids in closed tubes are acceptable.]  NOTE: Put lids on waste containers when not in use.  
	
	
	

	(b)  SOLID Regulated Medical Waste (other than non-full sharps containers) is removed from the labs at least every 7 days for off-site transport/treatment by LBNL’s contracted vendor.
	
	
	

	(c) LIQUID medical/biohazardous waste is mixed with household bleach to achieve a 10% concentration of household bleach in the liquid waste, allowed to disinfect for 3 to 20 minutes (depending on the quantity of material), and then disposed down the sanitary sewer drain.  Aspiration flasks are pre-filled 20% full with concentrated bleach before placing into use.  
	
	
	

	(d)  Contaminated sharps are disposed of immediately after use by placing them into approved sharps containers AND these containers are not over-filled.  When sharps containers are full, they must be immediately closed and put into a biohazardous waste container.  
	
	
	


	5.8 Exposure or Other Incidents
For all exposure incidents, the route(s) of exposure and the circumstances under which the exposure incident occurred are documented. An attempt is made to identify the contaminated source material, and it may be tested unless this is not feasible or prohibited by law.  Special post-exposure prophylaxis (e.g., counseling, evaluation, immunization) is required when the exposure to BBP material is involved.  Additional information may be found at: Updated U. S. Public Health Service Guidelines for the Management of Occupational Exposures to HBV, HCV, and HIV and Recommendations for Post-Exposure Prophylaxis
	Yes
	No

	(a)  Washing:  In the event of an exposure, personnel know to flush the exposed area with water for 15 minutes.    
	
	

	(b)  Reporting:  Personnel know that they must always report to both their supervisor and LBNL Health Services (Bldg. 26) any:
· Work-related injury or illness (e.g., a cut, needle stick, burn, lung or eye irritation).

· Incident that may have resulted in exposure to biohazardous materials.

The three reportable exposure incidents are:  a) known or suspected exposures to the mucous membranes (mouth, eyes, nose) via a splash, aerosol, or direct contact;

b) direct contact with an open area or the skin (e.g., splash onto skin that is cut); and

c) injection through the skin with a contaminated sharp.
	
	

	(c)  Emergency Contact Information

	Name
	Home/Cell Phone #
	Work Phone #

	
	
	

	
	
	


	5.9  Medical Surveillance
	Yes
	No

	Is there medical surveillance (e.g., vaccination, health evaluations) related to this work, other than medical surveillance for exposure to BBP materials which is covered in Section 7.3?

IF YES and NOT FOR BBP materials, describe below.            
	
	

	


	5.10 Biological Risks, Concerns, and Additional Biosafety Controls 
Identify and describe biological risks or concerns related to the specific biological agents or materials and/or the tasks to be performed.  If hazards or concerns are minimal, explain.  Hazards or concerns may include worker exposure, recombinant risks, environmental risks, regulatory requirements, etc.  Also describe any additional biosafety controls or means of containment used in this work that HAVE NOT ALREADY been identified.  Emphasis should be on operation-specific controls used for the materials or tasks of highest risk or concern.

	


	6.0  Other Institutional Approvals

	Are human samples, live animals, or radioactive materials used?             IF NO, SKIP THIS SECTION                                                                                          
	Yes
	No

	
	
	

	Do Experiments Involve? 
	Yes
	No
	>>>>> IF YES, Indicate Below Other Needed Committee Approvals

	Human Materials                        

(e.g. samples, tissues, cells) 
	
	
	

	Yes
	Registration #
	No
	N/A
	Pending

	
	
	
	Human Subjects*
	
	
	
	
	

	Live Animals
	
	
	Animal Welfare

	
	
	
	
	

	Radioactive Materials
            
	
	
	Radiation Safety
	
	
	
	
	

	*NOTE: Except for DOD-funded research, anonymous, pre-existing cell lines from public sources (e.g., ATCC) are not considered “human use” and do not require an approval or exemption from the Human Subjects Quality Assurance Committee (HSQAC).  In this case, check N/A above. 

Additional explanations: 
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	STOP if NO Bloodborne Pathogen (BBP) materials are used in this work.
Do NOT complete the rest of this form at this time.  If BBP materials are used, continue to Section 7.  If needed, refer to the list of Biological Agents & Materials in Section 2.




	7.0  Additional Controls for Work with BBP Material


	7.1 Work Tasks 
Describe the work tasks performed with BBP materials by those personnel listed in the “exposed” group (See Section 3 “Work with BBP Materials” column). Examples include: sample handling, cell culture, extractions, blood draws, etc.

	


	7.2    Practices & Personal Protective Equipment
	Yes
	No
	N/A

	(a)  “Universal Precautions” is practiced. This is an approach to infection control that assumes all BBP material that could be infectious for bloodborne pathogens is infectious. This approach includes materials that have been screened and tested for BBPs because testing does not guarantee the absence of all BBPs.   
	
	
	

	(b)  All procedures involving BBP material is performed is such a manner as to minimize splashing, spraying, spattering, and generation of droplets.  
	
	
	

	(c)  The worksite is maintained in a clean and sanitary condition.  Indicate the days of the week custodial services take place:  
	
	
	

	(d)  Equipment that may have become contaminated with BBP material is decontaminated and labeled as such prior to being examined for repairs/maintenance or being removed from the facility.  
	
	
	

	(e)   All bins, pails, cans, and similar receptacles intended for reuse which have a reasonable likelihood for becoming contaminated with BBP material are inspected and decontaminated on a regularly scheduled basis and cleaned and decontaminated immediately or as soon as feasible upon visible contamination.  
	
	
	

	(f)  Contaminated laundry is handled as little as possible with a minimum of agitation and is placed in the subcontractor’s container that is designated for soiled laundry.  
	
	
	


	7.3  Medical Surveillance
	Yes
	No

	(a) Are there workers identified in Section 3.0 (Personnel) that are working with or have potential exposure to BBP material?   

Each of these workers must complete the Hepatitis B Medical Surveillance Program. In this program, workers are required to complete the course EHS0745 Hepatitis B Medical Surveillance which includes on-line submission of the LBNL “Information and Consent for Hepatitis B Vaccination” form.  Each person must indicate on this form that they consent for vaccination or decline vaccination.  Employees who wish to be vaccinated must contact Health Services (486-6266, Bldg. 26) to schedule & complete the Hepatitis B, 3-part vaccination series.  
	
	

	(b) Have all employees completed the EHS0745 Hepatitis B Medical Surveillance course?

All employees will complete this course prior to working with BBP material.
	
	

	(c)  Are there workers who are NOT LBNL employees who are identified in Section 2 as potentially exposed to BBP material?  If yes, describe how these workers will complete the Hepatitis B medical surveillance requirements through their employer or LBNL and provide assure of this completion:  
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	 END.  STOP HERE.
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Recombinant Experiment Categorization

Under The NIH Guidelines

	Introduction

	Biosafety Work Authorization #  

	PI Responsibilities and Scope: The PI must complete this checklist for experiments that involve recombinant genetic material (e.g., rDNA molecules) or transgenic organisms. Request assistance from EH&S biosafety staff, as needed. 
· Recombinant DNA molecules are molecules constructed outside of living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or molecules that result from their replication.

· Transgenic organisms are organisms whose genome has been altered by the transfer of a gene or genes from another species or breed.
Purpose: This process is a requirement of the NIH Guidelines for Research Involving Recombinant DNA to:
· Determine if the recombinant experiment is covered by the NIH Guidelines, and

· Identify the applicable section(s) and requirements in the NIH Guidelines (e.g., BLs and level of review)

IBC Review and Approval Requirements: Experiments that are covered by the NIH Guidelines and do not have an applicable exemption are considered “non-exempt” experiments. These experiments must be reviewed by the Institutional Biosafety Committee (IBC) at a convened meeting of the IBC. Experiments categorized in sections III-A, III-B, III-C, and III-D require approval by the IBC prior to initiation. Non-exempt experiments categorized in section III-E must be submitted to the IBC simultaneous with initiation.
Instructions: Follow instructions at the beginning of Parts 1, 2, & 3. Click on web-links to the NIH Guidelines if needed.



	Part 1: Experiments Covered by the NIH Guidelines without the possibility of exemption


	Explanation: Experiments listed here in Part 1 are covered by the NIH Guidelines, but are not typical at LBNL.
Instructions: Identify and provide a brief explanation for all categories of experiments that are applicable to this work.



	Sec. #
	Experiment Category

	III-A-1-a FORMCHECKBOX 

	Transfer of Drug Resistance to Microorganisms. Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture. EXPLAIN:

	III-B-1    FORMCHECKBOX 

	Cloning of DNA Encoding Molecules that Are Toxic to Vertebrates. The deliberate formation of rDNA containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of <100 ng/kg body weight (e.g., microbial toxins such as the botulinum toxins, tetanus toxin, diphtheria toxin, and  Shigella dysenteriae neurotoxin).  Approval has been given for cloning in E. coli K-12 of DNA containing genes coding for the biosynthesis of toxic molecules which are lethal at 100 ng to100 µg/kg. EXPLAIN:

	III-C-1    FORMCHECKBOX 


	Transfer of rDNA into Humans. The deliberate transfer of rDNA, or DNA or RNA derived from rDNA into one or more human research subjects. EXPLAIN:

	III-D-6    FORMCHECKBOX 

	Experiments Involving More than 10 Liters of Culture. Large-scale (greater than 10 liters of culture) research or production involving viable organisms containing rDNA molecules.  Containment is detailed in Appendix K.  EXPLAIN:


	Part 2: Experiments Covered by the NIH Guidelines, but there may be an exemption


	Explanation: Experiments listed here in Part 2 are covered by the NIH Guidelines unless an exemption listed in Part 3 (i.e., Section III-F of the NIH Guidelines) is also applicable.
Instructions:
· Identify all types of experiments listed here in Part 2 that are applicable to this work.

· Go to Part 3 and determine if any exemptions apply to the type of experiment that was identified.

· Check the boxes below next to any applicable experiment type or exemption and explain your rationale.
· If the recombinant experiment does not fit a specific category in Parts 1, 2, or 3 of this form, then the experiment falls under Section III-E “other experiments” noted at the end of this Part 2.



	Sec. #
	Experiment Category and Exemptions

	III-D-1    FORMCHECKBOX 

	Experiments Using Risk Group 2, RG3, RG4, or Restricted Agents as Host-Vector Systems. Experiments introducing rDNA into RG2, RG3, RG4, animal pathogens, or select agents.
 FORMCHECKBOX 
 ...or check only here if an exemption listed in Part 3 is applicable. EXPLAIN:

	III-D-2    FORMCHECKBOX 

	Experiments in Which DNA from RG2, RG3, RG4, or Select Agents is Cloned Into

Non- Pathogenic or Lower Eukaryotic Host-Vector Systems. 
 FORMCHECKBOX 
 …or check here if an exemption in Part 3 is applicable. EXPLAIN:

	III-D-3    FORMCHECKBOX 


	Experiments Using Infectious DNA or RNA Viruses or Defective DNA or RNA

Viruses in the Presence of Helper Virus in Tissue Culture Systems

 FORMCHECKBOX 
 …or check only here if an exemption listed in Part 3 is applicable. EXPLAIN:

	             ▼
	Whole Animal Experiments. Sections III-D-4 and III-E-3 cover experiments involving whole animals.

III-D-4 covers experiments involving: 1) whole animals in which the animal's genome has been altered by stable introduction of rDNA into the germ-line (transgenic animals), and 2) viable recombinant DNA-modified microorganisms tested on whole animals. Check applicable section(s) or exception(s) below: ▼

	III-D-4-a FORMCHECKBOX 

	► III-D-4-a covers the following experiments: 1) where rDNA or derived RNA from any source except for greater than two-thirds of eukaryotic viral genome may be transferred to any non-human vertebrate or any invertebrate organism and propagated under BL1 or BL1-N (Biosafety Level 1) containment; 2) where animals that contain sequences from viral vectors, which do not lead to transmissible infection as a result of complementation or recombination in animals, may be propagated under BL1 or BL1-N containment.  

	III-D-4-b FORMCHECKBOX 

	► III-D-4-b covers experiments involving rDNA in whole (including transgenic) animals and not covered by Sections III-D-1 (experiments using pathogens) or III-D-4-a. Containment will be determined by IBC.

	
	► III-D-4-c and III-E-3 list the following exceptions under Section III-D-4:▼

	III-E-3    FORMCHECKBOX 

	· III-E-3 covers experiments involving the generation of transgenic rodents at BL1.

	C-VII      FORMCHECKBOX 

	· Exemption, C-VII covers the purchase or transfer of transgenic rodents at BL1 as detailed in Part 3.

	C-VIII     FORMCHECKBOX 

	· Exemption, C-VIII covers generation of transgenic rodents via breeding at BL1as detailed in Part 3.

	
	EXPLAIN:

	             ▼
	Whole Plant Experiments. Sections III-D-5 and III-E-2 cover experiments involving whole plants:▼

	III-D-5    FORMCHECKBOX 

	►Section III-D-5 covers experiments to genetically engineer plants by rDNA methods, to use such plants for other experimental purposes (e.g., response to stress), to propagate such plants, or to use plants together with microorganisms or insects containing rDNA. EXPLAIN:

	III-E-2    FORMCHECKBOX 

	►Section III-E-2 covers experiments involving rDNA-modified whole plants, and/or experiments involving

rDNA-modified organisms associated with whole plants. EXPLAIN:

	
	 FORMCHECKBOX 
 …or check only here if an exemption listed in Part 3 is applicable.

	
	EXPLAIN:

	III-E-1    FORMCHECKBOX 

	Experiments Forming DNA Molecules Containing the Genome of a Eukaryotic Virus. rDNA molecules containing no more than two-thirds of the genome of any eukaryotic virus (all viruses from a single Family being considered identical) may be propagated and maintained in cells in tissue culture using BL1 containment. The DNA may contain fragments of the genome of viruses from more than one Family, but each fragment shall be less than two-thirds of a genome.
 FORMCHECKBOX 
 …or check here if an exemption listed in Part 3 is applicable. EXPLAIN:

	III-E       FORMCHECKBOX 

	Other Experiments Not Included in Sections or Subsections III-A, III-B, III-C, III-D, or III-F. Work is conducted at BL1. Example: work with rDNA in non K-12 E. coli (e.g., BL21). EXPLAIN:


	Part 3: Experiments and Host-Vector Systems That Are Exempt Under the NIH Guidelines


	Explanation: Types of rDNA molecules listed here in Part 3 are exempt under the NIH Guidelines UNLESS there is a specific exception noted in this section or the experiment is covered in Part 1.
Instructions:
· Identify all types of experiments listed here in Part 3 that are applicable to this work and explain your rationale.
· Review each experiment type that was identified and determine if any exceptions are applicable.


	             ▼
	Types of recombinant DNA molecules that are exempt under Section III-F are those that:▼

	III-F-1    FORMCHECKBOX 

	►are NOT in organisms and viruses, or… EXPLAIN:

	III-F-2    FORMCHECKBOX 

	►consist entirely of DNA segments from a single non-chromosomal or viral DNA source, or… EXPLAIN:

	III-F-3    FORMCHECKBOX 


	►consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host or when transferred to another host by well established physiological means, or… EXPLAIN:

	III-F-4    FORMCHECKBOX 


	►consist entirely of DNA from a eukaryotic host including its chloroplasts, mitochondria, or plasmids when propagated only in that host or a closely related strain of the same species, or… EXPLAIN:

	III-F-5    FORMCHECKBOX 


	►consist entirely segments from different species that exchange DNA by known physiological processes, though one or more may be a synthetic equivalent (see Appendix A for sublists of naturally exchanging species of bacteria), or… EXPLAIN:

	III-F-6    FORMCHECKBOX 

             ▼
	►do NOT present a significant risk to health or the environment as determined by the NIH Director (see Appendix C of the NIH Guidelines) and as summarized below: ▼

	  Appendix

     C-1   FORMCHECKBOX 

	· Recombinant DNA in Tissue Culture. rDNA molecules containing less than one-half of any eukaryotic viral genome (all viruses from a single family being considered identical) are exempt unless there is an applicable exception. That is, the total of all eukaryotic viral genomes within a Family shall not exceed one-half the genome.
      FORMCHECKBOX 
 Check only here if there is an exception in C-I-A that voids this exemption. EXPLAIN:

	  Appendix
     C-II   FORMCHECKBOX 

	· Escherichia coli K-12 Host-Vector Systems. Experiments that use E. coli K-12 host-vector systems are exempt unless there is an applicable exception.
      FORMCHECKBOX 
 Check only here if there is an exception in C-II-A that voids this exemption. EXPLAIN:

	  Appendix

     C-III  FORMCHECKBOX 
          
	· Saccharomyces Host-Vector Systems. Experiments that use Saccharomyces cerevisiae and S. uvarum host-vector systems are exempt unless there is an applicable exception.
     FORMCHECKBOX 
 Check only here if there is an exception in C-III-A that voids this exemption. EXPLAIN:

	  Appendix

    C-V   FORMCHECKBOX 
     
	· Bacillus subtillis or B. licheniformis Host-Vector Systems. Any asporogenic or asporogenic strain which does not revert to a spore-former with a frequency greater than 10-7 may be used for cloning DNA unless there is an applicable exception.
     FORMCHECKBOX 
 Check only here if there is an exception in C-V-A that voids this exemption. EXPLAIN:

	  Appendix

   C-VI   FORMCHECKBOX 
           
	· Extrachromosomal Elements of Gram Positive Organisms. rDNA molecules derived entirely from extrachromosomal elements of the organisms listed in Appendix C-VI (including shuttle vectors constructed from vectors described in Appendix C), propagated and maintained in organisms listed in Appendix C-V are exempt unless there is an applicable exception.
      FORMCHECKBOX 
 Check only here if there is an exception in C-VI-A that voids this exemption. EXPLAIN:

	  Appendix

C-VII    FORMCHECKBOX 

	· Transgenic Rodents. The purchase or transfer of transgenic rodents for experiments that require Biosafety Level 1 (BL1) containment. EXPLAIN:

	  Appendix
C-VIII   FORMCHECKBOX 

	· Generation of BL1 Transgenic Rodents via Breeding. Breeding of two different transgenic rodents or breeding of a transgenic rodent and non-transgenic rodent with the intent of creating a new strain of transgenic rodent that can be housed at BL1 are exempt if: (1) Both parental rodents can be housed at BL1; and (2) neither parental transgenic rodent contains the following genetic modifications: (i) incorporation of more than one-half of the genome of an exogenous eukaryotic virus from a single family of viruses; or (ii) incorporation of a transgene that is under the control of a gammaretroviral long terminal repeat (LTR); and (3) the transgenic rodent that results from this breeding is not expected to contain more than one-half of an exogenous viral genome from a single family of viruses. EXPLAIN:


Table
Escherichia coli Derivatives

Particular research with E. coli K-12 and derivatives of K-12 is exempt under Appendix C-II of the NIH Guidelines.

The table below may be used to determine if an E. coli strain is a derivative of E. coli K-12.
	Strain Designation


	Origin or Collection

[and References]
	Strain Designation
	Origin or Collection

[and Reference]

	Ancestral E. coli K-12

	58 
	Stanford strain [1]
	
	

	679
	Stanford strain [1]
	
	

	WG1
	Wisconsin strain [1]
	
	

	E. coli K-12 Derivatives

	5K 
	Lab strain [1]
	MB408
	Lab strain [1]

	58-161
	Lab strain [1]
	MC1000
	[6]

	AB284
	Lab strain [1]
	MC1061
	Derivation order is K-12> MC1061 [5]

	AB311
	Lab strain [1]
	MG1655
	[2], Derivation order is K-12> W1485> MG1655 [6]

	AG1
	Lab strain [1]
	P678
	Lab strain [1]

	C600
	Lab strain [1]
	PA309
	Lab strain [1]

	Cavalli Hfr 
	Lab strain [1]
	POP2150
	[6]

	ccdB
	[2]
	POP2239
	[6]

	DH1
	Lab strain [1]
	SA431
	[6]

	DH5 or DH5a
	Lab strain [1]
	SG1195
	[2]

	DH10
	Assuming derivation order is DH10> DH10B [4]
	Stbl3
	Invitrogen [3]

	DH10B
	Derivation order is K-12> MC1061> DH10B [5], [4]
	SURE
	Stratagene [1]

	DP50
	Lab strain [1]
	TG1
	Lab strain [1]

	EMG2
	Lab strain [1]
	TOP10
	Derivation order is K-12> MC1061> DH10B> TOP10 [5], Invitrogen

	H1443
	Lab strain [1]
	W208 
	Lab strain [1]

	HB101
	Lab strain [1]
	W945
	Lab strain [1]

	Hfr3000
	Lab strain [1]
	W1485 
	Lab strain [1]

	Hfr 3000 X74
	Lab strain [1]
	W3110
	Lab strain [1], [6]

	HMS 174
	Novagen [1]
	WA704
	Lab strain [1]

	HT115
	[2]
	XL1-Blue
	Stratagene [1]

	JC9387
	Lab strain [1]
	XLOLR
	Stratagene [1]

	JM83
	Lab strain [1]
	Y10
	Lab strain [1]

	JM101
	Lab strain [1]
	YN2980
	Lab strain [1]

	JM109
	[2]
	
	

	E. coli Laboratory Strains NOT Derived from K-12

	B
	Laboratory strain [1]
	C
	Laboratory strain [1]

	B-3
	Laboratory strain [1]
	OP50
	B strain derivative [2]

	BL21
	Novagen [1],

B strain derivative [2]
	TOPP
	Stratagene [1]

	B/R
	Laboratory strain [1]
	743 (ATCC 33456)
	[7]

	
	
	
	


Table References: 
1. University of Iowa E. coli Derivatives website, revised October 2008. Also: Kuhnert, P., J. Nicolet, J. Frey. 1995. Rapid and Accurate Identification of Escherichia coli K-12 Strains. Applied and Environmental Microbiology. 61:4135-4139.
2. UniProt (Universal Protein Resource) database, information for E. coli K-12 and cytotoxic protein ccdB, website accessed May 2011
3. ASM Poster, Toward Annotated Bacterial Genomes in a Day, T. Durfee et. al. DNASTAR, Madison, WI, University of Wisconsin, Madison, WI, OpGen, Madison, WI and Scarab Genomics LLC, Madison, WI 
4. Assessing the Expression of Enterotoxigenic Escherichia coli-specific Surface Antigens in Recombinant Strains by Transmission Electron Microscopy and Immunlabeling, Journal of Histochemistry and Cytochemistry, 12 December 2005
5. ILG1: A New Integrase-like Gene that is a Marker of Bacterial Contamination by the Laboratory Escherichia coli Strain TOP10F, Tian, W., K. Chua, W. Strober, C. Chu. 2002. Molecular Medicine 8(7) 405-416.
6. ATCC
7. Purification and Characterization of NADPH-Dependent Cr(VI) Reductase from Escherichia coli ATCC 33456, Woo-Chul Bae1, Han-Ki Lee, Young-Chool Choe, Deok-Jin Jahng, Sang-Hee Lee, Sang-Jin Kim, Jung-Hyun Lee, and Byeong-Chul Jeong. 2005. Journal of Mircrobiology 43(1) 21-27.
Other References:

1. Derivations and genotypes of some mutant derivatives of Escherichia coli K-12, 1987. B. Bachmann

2. Other Stock Collection Servers: http://cgsc2.biology.yale.edu/StockCollect.php
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