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1.0 Purpose and Introduction
1.1 [bookmark: _Toc133162420][bookmark: _Toc74578274]The BioLabs Biosafety Manual is intended for use as a guidance document for Biolabs employees and residents who work with biological materials.  It should be used in conjunction with the Chemical Hygiene Plan which provides other safety information.  These manuals describe the minimum policies and procedures that are required for the safe conduct of research at BioLabs sites.
1.2 The site-specific plan in Appendix V must be used in conjunction with this core plan. 

2.0 Scope
2.1 [bookmark: _Toc133162421]This manual applies to all BioLabs US locations. 

3.0 Definitions

	Term
	Definition

	BBP
	Bloodborne Pathogens. Pathogenic microorganisms that are present in human blood and that can cause diseases in humans such as hepatitis B virus (HBV), hepatitis C virus (HCV), and human immunodeficiency virus (HIV).

	Contaminated
	The presence or the reasonably anticipated presence of blood or other potentially infectious materials on an item or surface.

	Decontamination
	The use of physical or chemical means to remove, inactivate, or destroy bloodborne pathogens on a surface or item to the point where they are no longer capable of transmitting infectious particles, and the surface or item is rendered safe for handling, use, or disposal.

	ECP
	Exposure Control Plan

	EHS
	Environmental Health and Safety

	Occupational Exposure Incident
	A specific eye, mouth, other mucous membrane, non-intact skin, or parenteral contact with blood or other potentially infectious materials that result from the performance of an employee's duties.

	OPIM
	Other Potentially Infectious material: 
· Human body fluids: semen, vaginal secretions, cerebrospinal fluid, synovial fluid, pleural fluid, pericardial fluid, peritoneal fluid, amniotic fluid, saliva in dental procedures, body fluid visibly contaminated with blood, and all body fluids in situations where it is difficult or impossible to differentiate between body fluids and blood. 
· Any unfixed tissue or organ (other than intact skin) from a human, living or dead.
· HIV-containing cell or tissue cultures, organ cultures, and HIV- or HBV-containing culture medium or other solutions; and blood, organs, or other tissues from experimental animals infected with HIV or HBV.

	Parenteral contact
	Piercing mucous membranes or the skin barrier through such events as needlesticks, human bites, cuts, and abrasions.

	PPE
	Personal Protective Equipment. Specialized clothing or equipment worn by an employee for protection against a hazard.

	Regulated Waste
	Liquid or semi-liquid blood or other potentially infectious materials; contaminated items that would release blood or other potentially infectious materials in a liquid or semi-liquid state if compressed; items that are caked with dried blood or other potentially infectious materials and can release these materials during handling; contaminated sharps; and pathological and microbiological wastes containing blood or other potentially infectious materials.

	Universal Precautions
	An approach to infections controls whereby all human blood and certain human body fluids are treated as if known to be infectious for HIV, HBV, and other bloodborne pathogens


[bookmark: _Hlk140516198]
4.0 Responsibilities

	[bookmark: _Toc133162422]Function
	Responsibilities

	BioLabs Management
	· Responsible for holding managers and supervisors accountable for complying with the provisions of this policy, and for providing the necessary resources for its implementation.

	BioLabs Site Safety Officer
	· The BioLabs Site Safety Officer is responsible for ensuring the appropriate biosafety training of workers, and for aiding with the correction of unsafe working conditions. 
· As part of general responsibilities, the Safety Officer shall:
· Ensure that all laboratory personnel understand and comply with the laboratory-specific biological safety plans and procedures.
· Ensure that all laboratory personnel, maintenance personnel, and visitors who may be exposed to any hazardous agents are informed in advance of their potential risk and of the behavior and controls required to minimize that risk.  
· Ensure that research materials are properly decontaminated before disposal and that all workers are familiar with the appropriate methods of waste disposal. 
· Report any significant problems, violations of the policies, practices, and procedures to the appropriate personnel as soon as reasonably possible.
· Ensure that all workers are appropriately trained in biosafety and receive appropriate medical surveillance when needed.
· Develop emergency response plans for handling accidental spills and personnel contamination.
· Comply with all shipping requirements for biological hazards.

	Employees and Residents
	· Employees and residents who work with biological materials are responsible for reading all Biolabs safety documentation, carrying out the safety practices outlined therein, and reporting any problems, accidents, and spills to their supervisor and to the Site Safety Officer. 
· Residents are responsible for:
· Identifying one point of contact for Biosafety. This person will be responsible for communicating with the BioLabs site safety officer on any changes to their onsite work, hazard risk assessments, etc. 
· Completing the requirements for approval to work in the laboratory and ensuring that all work is conducted in compliance with NIH, CDC, OSHA and other applicable regulations, codes, statues, and/or guidelines.
· Following this Biosafety Manual except where superseded by an approved site-specific SOP.
· Learning the operating procedures for the laboratory, the potential hazards of infectious agents in use and emergency procedures.  Helping maintain the facility in good working condition.
· Reporting to a supervisor and the site Safety Officer any medical restrictions, reportable illnesses, any event that may be an exposure or result in the creation of a potential hazard, and all pertinent medical conditions, which would have an impact on safety in the lab.
· Completing all required training and demonstrating proficiency in standard biological practices.
· Completing any medical surveillance requirements.


[bookmark: _Toc74578277][bookmark: _Toc133162424][bookmark: _Toc200089253]
5.0 Procedures and Requirements
5.1 [bookmark: _Toc44487666][bookmark: _Toc195182462][bookmark: _Toc200089254][bookmark: _Toc74578278][bookmark: _Toc133162425]Biosafety is the practice of the proper handling of biohazardous organisms.  Human, animal, and plant materials may harbor biohazardous organisms or agents and must be handled accordingly.  Biohazardous organisms are replication-capable microorganisms with infectious potential for humans, animals, or other living things in the environment.

5.2 Biosafety Guidelines
· Know and understand the biology and infectious potential of biohazardous agents in use in the laboratory.
· The handling and propagation of biological materials must be conducted as if an infectious agent is present.
· Use the biosafety level containment and management practices specified for the infectious agent by the Centers for Disease Control, which can be found in the Biosafety in Microbiological and Biomedical Laboratories (BMBL) 6th Edition guidance.
· When handling biohazardous materials and agents, assume that accidents will occur and plan for managing those events safely.
· Use only those disinfectants with proven efficacy against the specific biohazardous agent(s) being used.
· If the required level of physical containment designed for the biohazardous materials being used is not present, do not work with the material and discuss use with the Site Safety Officer.
· Supervisors must properly train workers before permitting them to conduct biohazardous work.
· Report all accidents to a supervisor and the BioLabs Site Safety Officer.
· Never permit biohazardous materials to leave the laboratory without decontamination, except for authorized transport of such materials in appropriate containers to another approved location.
5.2.1 When standard laboratory practices are not sufficient to guarantee absolute control of the hazard associated with a particular agent or laboratory procedure, additional measures may be needed.  The BioLabs Site Safety Officer is responsible for selecting additional safety practices for management of the hazard associated with the agent or procedure.
5.2.2 This manual is derived from the practices and procedures established by the US National Institutes of Health.  To research further into any topic please visit the following NIH web sites and review topics such as:
· Recombinant or Synthetic Nucleic Acid Compounds
· Biosafety Guidance
5.2.3 [bookmark: _Toc284501415][bookmark: _Toc74578279][bookmark: _Toc133162426]Additional supplemental information on policies and practices pertaining to bloodborne pathogens is contained in OSHA's Bloodborne Pathogens Standard in 29 CFR 1910.1030. 

5.3 Biosafety Training
5.3.1 [bookmark: _Toc210457556][bookmark: _Toc210465373][bookmark: _Toc70617439][bookmark: _Toc74578280]Workers must receive initial training on potential hazards associated with their work, necessary precautions to prevent exposures, and exposure evaluation procedures.  New worker training is mandatory regardless of the worker’s perceived or proven experience. 
5.3.2 [bookmark: _Toc210457558][bookmark: _Toc210465375][bookmark: _Toc70617440][bookmark: _Toc74578281]All workers who may be exposed to potential biohazards are required to complete the assigned on-line training sessions upon hire.
5.3.3 [bookmark: _Toc44487668][bookmark: _Toc200089255][bookmark: _Toc210465376][bookmark: _Toc74578282][bookmark: _Toc133162427]Refresher Training will be conducted annually, or as deemed necessary by the Site Safety Officer. Training is managed in accordance with the BioLabs EHS Training Plan. 

5.4 [bookmark: _Toc74578283][bookmark: _Toc133162428]Safe Work Practices
5.4.1 Principles of Good Biological Practice
5.4.1.1 Never eat, drink, apply cosmetics, or take medication in the laboratory.
5.4.1.2 Never mouth pipette.
5.4.1.3 Avoid hand to mouth or hand to eye contact in the laboratory.  
5.4.1.4 Use aseptic technique - thorough hand washing is essential after handling microorganisms, cells, mammalian tissue or body fluids, and prior to exiting the laboratory.
5.4.1.5 Use great care and caution when handling syringes/needles, sharps, or glassware. 
5.4.1.6 Never attempt to recap a used needle.
5.4.1.7 Dispose of syringe/needle assemblies in sharps containers.
5.4.1.8 Store all biohazardous materials securely in clearly labeled, sealed containers.
5.4.1.9 Avoid aerosol-generating procedures when working with pathogenic materials (pipetting, mixing, sonication, centrifugation, etc.) 
5.4.1.10 Know the laboratory biosafety plan for handling, and the most suitable disinfectant for decontaminating the pathogens in use.  
5.4.1.11 [bookmark: _Toc74578284][bookmark: _Toc133162429]Report all accidents, injuries and unexplained illnesses to a supervisor and the Site Safety Officer.

5.5 [bookmark: _Toc74578285][bookmark: _Toc133162430]Blood-borne Pathogens Standard
5.5.1 The Department of Labor created the Occupational Exposure to Blood-borne Pathogens Standard to minimize or eliminate exposure to infectious agents that may be present in human blood, tissues or certain body fluids.  The Blood-borne Pathogens Standard applies to all employers having workers that have the possibility to be “occupationally exposed” to human blood or other potentially infectious materials. 
5.5.2 Because the potential for infectivity of blood and other body fluids cannot be known, blood and body fluid precautions recommended by the Centers for Disease Control (CDC) should be adhered to for all specimens handled in the laboratory.  These precautions, called "universal precautions" should be followed regardless of any lack of evidence of the sample or specimen's infection status.  
5.5.3 [bookmark: _Toc74578287][bookmark: _Toc133162432]Biolabs Exposure Control Plan is described in Appendix IV.

5.6 [bookmark: _Toc302638498][bookmark: _Toc196181016][bookmark: _Toc74578288][bookmark: _Toc133162433]Personal Protective Equipment (“PPE”)
5.6.1 [bookmark: _Toc70617448][bookmark: _Toc74578289]Safety Glasses / Face Shields
5.6.1.1 [bookmark: _Toc302638499][bookmark: _Toc196181017][bookmark: _Toc74578290][bookmark: _Toc133162434][bookmark: _Toc302638500][bookmark: _Toc196181018]Eye protection is always REQUIRED in the laboratory.  In cases where safety glasses are not an option (i.e., due to facial structure or because they will limit visibility due to fogging) a disposable face shield or side shields may be worn to protect the eyes.  Chemical splash goggles, or face shield, is strongly recommended where there is a reasonable probability of eye and/or face injury or splash hazard exists.
5.6.2 Gloves
5.6.2.1 When working with hazardous materials or hazardous waste, gloves are REQUIRED to be worn to protect against skin contact.
5.6.2.2 [bookmark: OLE_LINK7][bookmark: OLE_LINK8][bookmark: OLE_LINK10]Gloves SHALL NOT be worn outside the laboratory into areas such as restrooms, lunchrooms, or office areas. Exception: It may be necessary to wear chemical protective gloves outside the laboratory while handling hazardous chemicals or hazardous waste.
5.6.2.3 Gloves must be removed prior to opening doors to prevent contamination.
5.6.2.4 Prior to donning gloves, personnel should test or inspect them for defects.
5.6.2.5 [bookmark: _Toc74578291][bookmark: _Toc133162435]If gloves become contaminated while being worn, they should IMMEDIATELY be removed and disposed of in the biohazardous waste bin, and new gloves donned.
5.6.3 Lab Coats
5.6.3.1 It is REQUIRED that lab coats be worn in the laboratory at all times.
5.6.3.2 [bookmark: _Toc196181019][bookmark: _Toc210465384][bookmark: _Toc74578292][bookmark: _Toc133162436]Lab coats are not to be worn outside the laboratory into common areas such as restrooms, lunchrooms, or office areas. Exception: It may be necessary to wear lab coats outside the laboratory while handling waste.
5.6.4 Clothing
5.6.4.1 Long pants or skirts, which cover the legs, are REQUIRED.
5.6.4.2 Close-toed shoes are REQUIRED.  
5.6.4.3 Open-toed shoes and shorts or skirts above the knees are not appropriate clothing for lab settings and are prohibited.  

5.7 [bookmark: _Biosafety_Levels,_Containment,][bookmark: _Toc44487672][bookmark: _Toc200089260][bookmark: _Toc210465385][bookmark: _Toc74578293][bookmark: _Toc133162437]Biosafety Levels, Containment, and Practices
5.7.1 CDC/NIH Guidelines define four biosafety levels according to the severity of the hazard posed to exposed humans (Biosafety Level 1 ‑ least hazardous through Biosafety Level 4 ‑ most hazardous).  The following section defines Biosafety Level 1 and -2 used at BioLabs with the respective practices, techniques, and equipment required to work safely. 
5.7.1.1 Although not an official Biosafety Level, BioLabs operates some of its labs as BSL2+. The BSL-2+ facilities involve moderate to high-risk agents and therefore requires a strict adherence to BSL-2 containment with BSL-3 work practices and procedures. These labs have an additional Biosafety Manual that needs to be read and acknowledged prior to starting work.
5.7.2 Please note that BioLabs is only certified for the receipt of BSL-1 and BSL-2 classified organisms. 
5.7.3 [bookmark: _Toc210465390][bookmark: _Toc74578294][bookmark: _Toc133162438][bookmark: _Toc44487674][bookmark: _Toc200089266]BSL-3 or BSL-4 organisms or agents are not permitted on Biolabs sites and should not be brought into the BioLabs facility.  See the Safety Officer should you have any questions regarding which organisms, isolates and agents are designated as BSL-3 or BSL-4.   

5.8 Biosafety Level 1 (BSL-1)
5.8.1 In a BSL-1 lab, the agents are not known to consistently cause disease in healthy adults and present minimal potential hazard to personnel and the environment. An example of a microbe that is typically worked with at a BSL-1 is a nonpathogenic strain of E. coli.
5.8.2 Specific considerations for a BSL-1 laboratory include the following:
5.8.2.1 Standard biological practices are followed.
5.8.2.2 Work can be performed on an open lab bench or table.
5.8.2.3 BioLabs requires personal protective equipment, (lab coats, gloves, eye protection) to be worn.
5.8.2.4 A sink must be available for hand washing.
5.8.2.5 The lab should have doors to separate the working space from the rest of the facility.

5.9 Biosafety Level 2 (BSL‑2)
5.9.1 BSL-2 is suitable for work involving agents that pose moderate hazards to personnel and the environment.  Work with human or non‑human primate tissues, blood or body fluids is conducted at BSL‑2.  It differs from BSL-1 in that:
· Laboratory personnel have specific training in handling pathogenic agents.
· Access to the laboratory is restricted when work is being conducted.
· A sign incorporating the universal biohazard symbol must be posted at the entrance to the laboratory where infectious agents are present.
· [bookmark: _Toc200089270][bookmark: _Toc210465391][bookmark: _Toc74578295][bookmark: _Toc133162439]All procedures are conducted in biological safety cabinets (“BSCs”) or other physical containment equipment.
5.9.2 Standard Microbiological Practices for BSL-2 and Cell Culture
5.9.2.1 Access to the laboratory is limited or restricted.  
5.9.2.2 Work surfaces are decontaminated daily with an approved disinfectant.
5.9.2.3 Spill kits are present in the laboratory. Refer to Appendix II for the proper clean up of spills. 
5.9.2.4 Decontaminate all biological wastes before discarding and decontaminate other contaminated materials before washing, reusing, or discarding. More details on waste disposal can be found in Section 5.12.
5.9.2.5 Mechanical pipetting devices are to be used; mouth pipetting is absolutely prohibited.
5.9.2.6 Eating, drinking, smoking, and applying cosmetics are not permitted in the work area.
5.9.2.7 All procedures are performed carefully to minimize the creation of aerosols.
5.9.2.8 Post a universal biohazard label on equipment where infectious agents are used/stored.
5.9.2.9 Change PPE when soiled or compromised.
5.9.2.10 Avoid using hypodermic needles. If they must be used, use self-closing needles.
5.9.2.11 Substitute plastic for glass where feasible.
5.9.2.12 Use BSCs to contain aerosol-producing equipment.
5.9.2.13 Wash hands after completing experimental procedures and before leaving the laboratory.
5.9.2.14 Report spills, accidents, near misses and disease symptoms related to laboratory acquired infection to a supervisor and the Safety Officer.
5.9.2.15 Ensure that all biomedical waste containers are labeled with the biohazard symbol.
5.9.2.16 After transferring inoculum always recap vials.
5.9.2.17 Work with one specimen at a time; recap before going to the next.
5.9.3 [bookmark: _Toc200089271][bookmark: _Toc210465392][bookmark: _Toc74578296][bookmark: _Toc133162440]Containment Equipment for BSL-2
5.9.3.1 [bookmark: _Toc133162441]Biosafety cabinets, or BSCs, are primary barriers used to protect personnel by controlling aerosols created by experimental procedures, and to protect the research materials from environmental contamination.  Class I or II BSCs, or other physical containment devices are required for all manipulations of agents.  

5.10 BioLabs utilizes Class II A2 Biosafety Cabinets
5.10.1 [bookmark: _Toc210465393][bookmark: _Toc74578297]The principal purpose of the Class II cabinet is protection of personnel, protection of the environment, and protection of the product. Refer to Appendix I for the proper use of a Biosafety Cabinet.
5.10.2 Agents and their corresponding biosafety level that may be used at BioLabs.


	Viral Vectors:
Cells immortalized/transformed with HPV or SV-40 viral DNA sequences.
Cells containing lentiviral, adenoviral, and retroviral vectors
	BSL-2

	Human Tissues:
Primary human tumor samples
Primary human cancer cell lines
	BSL-2

	Example Cell Lines:
HeLa cells (a well-characterized human cervical adenocarcinoma cell line)
Hep3B cells (human hepatocellular carcinoma cell line)
	BSL-2

	786-O cells (a well-characterized human renal cell adenocarcinoma cell line)
	BSL-1

	Caco-2 cells (a well-characterized human colorectal adenocarcinoma cell line)
	

	MEF cells (well-characterized mouse embryonic fibroblasts)
E.Coli
	


[bookmark: _Signage_and_Labeling][bookmark: _Decontamination_and_Sterilization][bookmark: _Toc200089294][bookmark: _Toc210465396][bookmark: _Toc74578298][bookmark: _Toc133162442]
5.11 [bookmark: _Toc200089296][bookmark: _Toc210465397][bookmark: _Toc74578299][bookmark: _Toc133162443]Decontamination and Sterilization
5.11.1 Sterilization and Disinfection Procedures
5.11.1.1 [bookmark: _Toc210465398][bookmark: _Toc74578300][bookmark: _Toc133162444]Sterilization and disinfection procedures can be divided into three categories: steam (heat), chemical, and radiation (radiation sterilization will not be discussed in this manual as BioLabs does not permit any radiation on site). 
5.11.2 Steam Sterilization
5.11.2.1 Steam at 121°C under one atmosphere of pressure (15 pounds per square inch, psi) in a conventional gravity flow autoclave is the most common device used for rapid sterilization.
5.11.2.2 [bookmark: _Toc210465399][bookmark: _Toc74578301][bookmark: _Toc133162445]BioLabs utilizes autoclaves for steam sterilization of glassware and certain plastics.
5.11.3 General Autoclave Safety Practices
5.11.3.1 Before using the autoclave, inspect for items left by the previous user that could pose a hazard (e.g., sharps). 
5.11.3.2 Load the autoclave properly as per the manufacturer’s recommendations. 
5.11.3.3 Individual glassware pieces should be within a heat resistant plastic tray on a shelf or rack and never placed directly on the autoclave bottom or floor. 
5.11.3.4 Make sure the autoclave shelves are pushed all the way to the back of the unit. 
5.11.3.5 Make sure the door of the autoclave is fully closed (latched) and the correct cycle has been selected before starting the cycle. 
5.11.3.6 When the cycle is complete, open the door slowly.  Keep head, face, and hands away from the opening. 
5.11.3.7 At a minimum, when removing items from an autoclave, heat-resistant gloves should be worn. 
5.11.3.8 Do not autoclave items containing corrosives, solvents, volatiles, or radioactive materials. 
5.11.3.9 Additional Practices for Autoclaving Liquids:
· To prevent bottles from shattering during pressurization, the caps of containers must be loose.
· Use only borosilicate glass (Pyrex or Kimax), which can withstand high autoclave temperatures. 
· Use a tray with a solid bottom and walls to contain the contents and catch spills. 
· Before removing autoclaved items, wait at least 15 minutes.
· Let liquids stand for a full hour before touching with ungloved hands.
5.11.3.10 Additional Practices for Autoclaving Dry Loads: 
· Check plastic materials to ensure they are compatible with the autoclave. Only use autoclave-compatible plastics. Certain plastics cannot be autoclaved like Polyethylene (PE, recycle #1); High-density polyethylene (HDPE, recycle #2)
· [bookmark: _Toc200089297][bookmark: _Toc210465400][bookmark: _Toc74578302][bookmark: _Toc133162446]Before removing autoclaved items, wait 15 minutes for dry loads. 
5.11.4 Decontamination with Chemical Disinfectants
5.11.4.1 [bookmark: _Toc210465401][bookmark: _Toc70617462][bookmark: _Toc74578303]Disinfectants are chemical agents that kill living organisms. The most convenient way to disinfect work areas and materials, equipment, and instruments is through the use of chemical agents.  The most desirable disinfectants are those that act rapidly at low concentrations.  
5.11.4.2 Halogens - Bleach
5.11.4.2.1 [bookmark: _Toc210465402][bookmark: _Toc70617463][bookmark: _Toc74578304]Chlorine is a universal disinfectant active against all microorganisms, including bacterial spores.  Chlorine solutions will gradually lose strength so that fresh solutions must be prepared frequently. It is recommended that chlorine disinfectant be made fresh each week.  Do not use bleach to disinfect metal surfaces.
5.11.4.3 Quaternary Ammonium Compounds – Lysol/NPD
5.11.4.3.1 [bookmark: _Toc210465403][bookmark: _Toc70617464][bookmark: _Toc74578305]Quaternary ammonium compounds (quats) are strong surface-active and are effective against lipophilic and quasilipophilic viruses.  Quats are bacteriostatic, sporostatic, fungistatic, and algistatic at low concentrations.  
5.11.4.4 Alcohols
5.11.4.4.1 [bookmark: _Toc284501458][bookmark: _Toc200089299][bookmark: _Toc210465404][bookmark: _Toc74578306][bookmark: _Toc133162447]Ethyl and isopropyl alcohol in concentrations of 50 to 70 percent by weight are often used.  Alcohol requires at least 5 minutes of contact time for effective disinfection.

5.12 [bookmark: _Toc210465405]Waste Disposal and Management
5.12.1 [bookmark: _Toc74578308][bookmark: _Toc133162449]BioLabs will comply with all Federal, State, and local regulations for hazardous and biohazardous waste disposal.  An outside vendor has been contracted to remove hazardous and biohazardous waste from BioLabs facilities.
5.12.2 Waste Decontamination
5.12.2.1 Solid wastes that may have been contaminated with a biohazard (bench paper, towels, gloves, used containers) must be disposed of in a biohazard bag and disposed of through the regulated waste management vendor. 
5.12.2.2 Solutions containing biological material must be treated with 10% bleach for at least 15 minutes and then poured down the drain with an excess of water.
5.12.2.2.1 Never pour biological materials down the sink drain without disinfecting with bleach. Contact the Site Safety Officer immediately if this occurs.
5.12.2.3 In instances where the liquid waste can't be decontaminated with bleach due to metals present (metallic beads) ethanol should be used to disinfect. Ethanol cannot be poured down the sink drain and must be collected as hazardous waste.  Consult with the BioLabs site safety officer prior to generating this waste to ensure that it is managed accordingly. 
5.12.2.4 [bookmark: _Toc284501464][bookmark: _Toc200089305][bookmark: _Toc210465406][bookmark: _Toc74578309][bookmark: _Toc133162450]Chemical waste must never be autoclaved.  This includes but is not limited to ethanol, isopropanol, methanol, formalin, phenol/chloroform.
5.12.2.5 Should you have any questions about waste disposal, contact the BioLabs Site Safety Officer.
5.13 [bookmark: _Toc210465407][bookmark: _Toc74578310][bookmark: _Toc133162451]Emergency Response
5.13.1 Exposure Incidents
5.13.1.1 Verbally alert everyone in the immediate area of the emergency
5.13.1.2 Assess the scene by determining the effected surfaces, equipment, and PPE.  It is critical that all contaminated PPE be removed and placed in a biohazard bag.
5.13.1.3 Attend to any person(s) who may have been exposed and/or injured if it is safe to reach them.  Use safety showers and eyewashes as appropriate.  
5.13.1.3.1 In the case of eye contact, promptly flush eyes with water for a minimum of 15 minutes and seek medical attention immediately.  
5.13.1.3.2 For ingestion cases, contact the Poison Control Center at 1-800-222-1222.  
5.13.1.3.3 In case of skin contact, promptly flush the affected area with water for at least 15 minutes and remove any contaminated clothing or jewelry.  NOTE:  Unless there is an immediate threat to life, Paramedics will not step in to take over until the 15-minute wash has been verified.
5.13.1.4 Do not leave the injured person standing up. Have them sit down on a chair or lie down on the floor while attending to them in case of shock/fainting.
5.13.1.5 Do not leave an injured person alone, even briefly.  Call for help from others.
5.13.1.6 If inoculated through puncture, laceration, and/or previous skin injury immediately wash the area for 15 minutes with water using an antibacterial soap.  Do not scrub the area; instead, bathe the area in water and soap.  Seek immediate medical attention from the nearest Urgent Care provider.
5.13.1.7 [bookmark: _Toc284501462][bookmark: _Toc200089306][bookmark: _Toc210465408][bookmark: _Toc74578311][bookmark: _Toc133162452]IMMEDIATELY NOTIFY THE EMPLOYEE’S SUPERVISOR AND THE SITE SAFETY OFFICER.  

5.14 [bookmark: _Toc210465409][bookmark: _Toc74578312][bookmark: _Toc133162453]Medical Restrictions
5.14.1 Pregnancy
5.14.1.1 It is recognized that certain infectious agents may adversely affect a fetus during pregnancy if the mother has exposure.  Therefore, if pregnancy is possible while engaged in work with infectious agents, consult with a physician, the Site Safety Officer, and a supervisor. 
5.14.1.2 Workers who are pregnant or may become pregnant are urged to discuss, with their supervisors or the Site Safety Officer, the possible risks associated with their assigned duties during pregnancy.  An Urgent Care provider can also give advice about precautions that might be necessary and is a resource for pregnant women to ask questions about any concerns they may have regarding risks in their work environment. 
5.14.1.3 Reproductive biological hazards include, but are not limited to, the following:
· Cytomegalovirus (CMV)
· Hepatitis B virus (HBV)
· Hepatitis E virus
· Human Immunodeficiency virus (HIV)
· Human parvovirus B19
· Rubella (German Measles)
· Lymphocytic Choriomeningitis virus
· Toxoplasma gondii (Toxoplasmosis)
· Listeria monocytogenes
· [bookmark: _Toc210465411][bookmark: _Toc74578314][bookmark: _Toc133162455]Varicella-zoster virus (chicken pox)
5.14.2 Other Restrictions
5.14.2.1 [bookmark: _Toc210465412][bookmark: _Toc74578315][bookmark: _Toc133162456]Restrictions or recommendations will be made on an individual basis after discussion with the worker’s supervisor and/or the worker’s personal physician.  Examples of conditions that might warrant special precautions are HIV infection, immunosuppressive conditions and drug therapy that suppresses the immune system.  If any of the above conditions exist, the worker must inform their primary physician and/or a supervisor and site Safety Officer. BioLabs will work with the resident company on recommended accommodation, if appliable. 

5.15 Immunizations
5.15.1 In certain situations, workers engaged in certain research activities would be immunized with appropriate vaccines, such as rabies, rubella, and measles.  Vaccines not commonly available will be obtained, whenever possible, by the resident company for their employees. 
5.15.2 Under OSHA Bloodborne Pathogens Standard, OSHA requires employers make the Hepatitis B vaccination available to covered employees within 10 working days of initial assignment to duties that result in the potential for occupational exposure to human blood and other potentially infectious material. Resident companies are responsible for offering, tracking, and providing the Hepatitis B vaccine to their personnel.  A form has been provided in Appendix III of this document.

6.0 REFERENCE/SUPPORTING DOCUMENTS
6.1 None
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[bookmark: _Toc133162457]Appendix I.  Proper Use of Biological Safety Cabinets
To keep the interior workspace clean and free of particulates, it is a good idea to operate the cabinet continuously while in use. 
[bookmark: _Toc200089290][bookmark: _Toc210465414][bookmark: _Toc74578317][bookmark: _Toc133162458]Start‑up Procedure:
· Turn the blower switch ON.
· Make sure there is cabinet airflow by checking the magnehelic gauge. The magnehelic gauge measures the pressure inside the cabinet and helps monitor the airflow performance. The specific location of the magnehelic gauge can vary depending on the design and manufacturer of the Biological Safety Cabinet. However, it is commonly found on the front control panel.
· Allow the cabinet to run interrupted for at least 3 minutes before entering as this allows the blowers to remove contaminated air and particulates from the cabinet before work.
· The UV light may be turned on during this time if needed.
· Turn on the fluorescent light and turn off the UV light if on. Note some newer BSCs do not allow the UV light to be on while the sash is up. 
· Wipe down the interior of the cabinet with a surface disinfectant like 70% Isopropyl alcohol before and after all manipulations.  Caution: Do not use bleach on metal surfaces.
· Spray disinfectant on the outside of all non-sterile items prior to entry into the cabinet.  
· Place all materials to be used in the procedure inside the cabinet. 
· Within the work area, segregate the clean and dirty materials.
· Do not block the front and rear perforated grills.
· Never operate the cabinet with the sash higher than an eight-inch opening; this is essential for proper unit operation.
· Hands should be washed thoroughly before and after work in the cabinet.
[bookmark: _Toc200089291][bookmark: _Toc210465415][bookmark: _Toc74578318][bookmark: _Toc133162459]Working in the BSC
· The operator should be seated such that his/her shoulder is level with the bottom of the window.  
· Perform all work on the solid work surface using a limited number of slow movements.
· Try to minimize entering and exiting the cabinet and avoid sweeping motions with one’s arms.
· Do not pipette without pipetting aids and discard used pipettes into a waste container within or adjacent to the cabinet.
· Use good aseptic technique.
· Do not use hazardous, volatile, or flammable substances in Type A cabinets.  Biosafety cabinets recirculate filtered air and are not the same as chemical fume hoods which vent outside the building; they should not be used for chemistry.
· If the cabinet is not functioning properly, cease working and contact the Safety Officer to arrange for repairs.
· If an accident occurs during cabinet operation which causes a spill, follow spill cleanup procedures. 
[bookmark: _Toc200089292][bookmark: _Toc210465416][bookmark: _Toc74578319][bookmark: _Toc133162460]
Completing Work in the BSC
· All equipment that has been in contact with the agent should have its entire surface decontaminated.
· All biohazardous waste should be properly contained. 
· The cabinet should then be allowed to run for at least three minutes with no activity so that the airborne contaminants will be purged from the work area.
· Remove all equipment from the cabinet. Nothing should be stored within the BSC except for the tips provided by BioLabs. 
· Decontamination of the interior surfaces should be repeated with 70% isopropyl alcohol.

Notes on Aspiration:
Aspiration is the act of using a supplied vacuum line to remove research liquids from a vessel. All vacuum lines should never be connected to the main vacuum port to prevent waste from entering and contaminating the facility vacuum system; it is required to have a primary and secondary collection flask set up as illustrated below. Both flasks should sit in a secondary container or tray to catch spills. It is also required to have a HEPA filter on the line between the vacuum flasks and the facility line.

[image: A diagram of a chemical vessel

Description automatically generated]The primary aspiration flask (Flask A) should have household bleach at 10% of the total flask volume (20% if doing lentiviral work). When the primary flask is full and before it overflows into the secondary flask (Flask B), it should be emptied down the drain and rinsed with water.

[bookmark: _Toc200089277][bookmark: _Toc210465418][bookmark: _Toc74578320][bookmark: _Toc133162461][bookmark: _Toc200089311]Appendix II.  Spill Clean Up Procedures
[bookmark: _Toc210465419][bookmark: _Toc74578321][bookmark: _Toc133162462]Spill cleanup in a BSC
When a spill or leak of biohazardous material occurs in a BSC, do the following:
· If splashed or exposed during the spill, immediately flush the affected area for 15 minutes and seek medical treatment. 
· Keep the hood running.  
· Initiate disinfection:
· Dike the material and absorb it before adding liquid disinfectant.  Try to prevent leakage into the air chamber at the front and/or rear of the cabinet.
· Add disinfectant: usually bleach in a 10% solution, or other disinfectant specific to the material spilled.
· Wait 30 minutes, to allow the disinfectant to work while keeping the hood running.
· If the liquid has escaped to the catch basin below the work surface, place disinfectant on the catch pan in volume sufficient to sterilize the spill volume, wait 30 minutes and then clean up as described above.
· Remove absorbed liquid or material into a biohazard bag with gloves.  Remove and place gloves in the biohazard bag.  Don new gloves to close, remove and autoclave the bag.
· Clean the disinfected area again with a detergent solution, wiping all reachable surfaces. Wiping down with a detergent solution will prevent corrosion of metal surfaces.
· Wait ten minutes with the hood running, before continuing routine work.
· If a considerable volume of liquid is spilled or if there is any question of hood contamination in places that cannot be readily decontaminated, contact the site Safety Officer.
[bookmark: _Toc210465420][bookmark: _Toc200089302][bookmark: _Toc74578322][bookmark: _Toc133162463]Spill Cleanup in the Laboratory
When a leak or spill of biohazardous material occurs in a laboratory, do the following:
· If splashed or exposed during the spill, immediately flush the affected area for 15 minutes and seek medical treatment.
· Ensure that all persons have been notified of the spill and left the containment area.
· Dike the spill, apply the appropriate disinfectant, and employ appropriate absorbent media.
· Remove any contaminated clothing, leave near the spill and soak with disinfectant.
· Wait at least 30 minutes (for the disinfectant to work) before attempting clean‑up.
· Collect the contaminated materials and place them in a biohazard bag and autoclave.
· Retreat the area with 10% bleach solution or other proven disinfectant poured at the edge of the spill.  If a metal surface, wipe down disinfected surface with a detergent solution to prevent corrosion of metal surfaces.
· Report spill to site Biolabs staff. 
[bookmark: _Toc210465421][bookmark: _Toc74578323][bookmark: _Toc133162464]Spills of blood or body fluids
· Wear gloves, safety glasses, and a lab coat.
· Absorb fluid with paper towels.
· Using a detergent solution, clean the spill site of all visible biohazardous material.
· Wipe down the spill site with disposable towels soaked in 10% bleach.
· If a significant volume of material has been spilled, contain the spill, apply 10% bleach and cover with absorbent towels.  Leave for 30 minutes before clean‑up.
· If biohazardous material is spilled on clothing, remove the contaminated clothing, and disinfect for 30 minutes before laundering or discarding.
· All paper towels, absorbent material, gloves, and disposable aprons/gowns will be disposed of as biohazardous waste.  Place in biohazard bag and autoclave.
· Report spill to Biolabs site staff and your supervisor.
[bookmark: _Toc210465422][bookmark: _Toc74578324][bookmark: _Toc133162465]Spills in or on Laboratory Equipment
· Wear gloves, safety glasses and a lab coat.
· If the spill is in a centrifuge, close centrifuge for 30 minutes to allow for aerosols to settle.  Place a sign on the door or near the centrifuge indicating do not use during this time. 
· Absorb fluid with paper towels or other absorbent material.
· Wipe down spill site with disposable towels soaked in 10% bleach and leave for 30 minutes.
· [bookmark: _Hlk140781282]Wipe down disinfected surface with a detergent solution to prevent corrosion of metal surfaces. 
· All paper towels, absorbent material and gloves will be disposed of as biohazardous waste.
· Report spills to Biolabs site staff and your supervisor. 
[bookmark: _Toc210465423][bookmark: _Toc74578325][bookmark: _Toc133162466]Good Hygiene practice following clean-up of all spills.
Workers must be aware of their PPE following the cleanup to ensure no contaminated material and/or fluid is present.
· All disposable PPE should be placed in biohazard bags.
· Any spills on non-disposable lab coats should be decontaminated by wiping the area with paper towels soaked in a 10% bleach solution or 70% ethanol and then laundered.  Workers must completely decontaminate their PPE prior to reusing. 
· Most importantly, workers must thoroughly wash their hands, wrists, and forearms following PPE removal.  

[bookmark: _APPENDIX_III._][bookmark: _Toc210465424][bookmark: _Toc74578326][bookmark: _Toc133162467]Appendix III.  Hepatitis B Vaccination Form
Instructions:
· If you are a BioLabs employee, please return this form to HR upon completion.
· If you are a resident, this form has been provided to you to assist in compliance with the OSHA Bloodborne Pathogens standard requirement. Return your completed form to your supervisor. BioLabs is not responsible for managing, tracking, administering, or paying for Hepatitis B vaccines for resident companies. 
	Name:
	Supervisor Name:

	Company: 
	Date:


Have you had the Hepatitis B vaccination in the past? (Check One)  ☐ Yes    ☐ No
Did you receive the entire vaccine series? (Check One) ☐ Yes   ☐ No
If yes, provide the dates of the series: 
	
	
	



PLEASE SIGN ONLY ONE OF THE SECTIONS BELOW:
Hepatitis B Vaccination Series Consent
By signing this consent, I am voluntarily agreeing to receive the Hepatitis B vaccine.  I understand that my job may involve Category 1 tasks; that is, it may require tasks involving exposure to human or primate blood, body fluids, or tissues. Should I have any questions, I will consult my personal physician. I understand the Hepatitis B vaccine carries both benefits and risks.  Clinical trials indicate that 3 doses of vaccine administered on a specific timeline are necessary to confer immunity in susceptible individuals.  However, as with all medical treatment, there is no guarantee that I will become immune or that I will not experience an adverse side effect from the vaccine. By signing this consent, I agree to be vaccinated for Hepatitis B (full 3-dose series), and I agree not to hold liable BioLabs their Directors, Officers and/or Workers, for any unfavorable outcomes of the vaccination.

Signature                                                                        		Date                                              _


Hepatitis B Vaccination Series Declination
I understand that due to my occupational exposure to blood or other potentially infectious materials, I may be at risk of acquiring Hepatitis B infection.  I have been given the opportunity to be vaccinated with the Hepatitis B vaccine, at no charge to myself; however,
I decline the Hepatitis B vaccination at this time. I understand that by declining this vaccine,
I continue to be at risk of acquiring Hepatitis B, a serious disease.  If, in the future, I continue to have occupational exposure to blood or other potentially infectious materials and I want to be vaccinated with Hepatitis B vaccine, I can receive the vaccination at no charge to me.

                      I have previously received the entire Hepatitis B vaccination series.

                      My job does not require working directly with blood, body fluids, or tissues.

                      I do not want to receive the vaccine for other reasons.


Signature ______________________________________        Date _______________________
[bookmark: _APPENDIX_IV._][bookmark: _Toc210465425][bookmark: _Toc74578327][bookmark: _Toc133162468][bookmark: _Toc210465426][bookmark: _Toc74578328][bookmark: _Toc133162469]
Appendix IV.  Biolabs Core Exposure Control Plan
1. Policy
1.1. BioLabs is committed to providing a safe and healthy work environment.  In pursuit of this goal, the following Exposure Control Plan (ECP) is provided to eliminate or minimize occupational exposure to blood-borne pathogens in accordance with OSHA standard 29 CFR 1910.1030, “Occupational Exposure to Blood-borne Pathogens.” 
1.2. Biolabs sites must develop a site-specific BBP Exposure Control Plan as a supplement to the core BBP Exposure Control Plan. The site-specific plan identifies who is covered by the plan, personal protective equipment (PPE) for each task, decontamination procedures and first aid/exposure response procedures. A template is provided in Appendix V. 
1.3. The ECP is a key document to assist the organization in implementing and ensuring compliance with the standard, thereby protecting the workers. This ECP includes:
· Determination of employee exposure.
· Implementation of various methods of exposure control, including:
· Universal precautions.
· Engineering and work practice controls.
· Personal protective equipment.
· Housekeeping.
· Hepatitis B vaccination.
· Post-exposure evaluation and follow-up.
· Communication of hazards to workers and training.
· Recordkeeping.
· Procedures for evaluating circumstances surrounding exposure incidents.
[bookmark: _Toc133162470]Implementation methods for these elements of the standard are discussed in the subsequent pages of this ECP.
2.0 Program Administration
2.1 The Safety Officer is responsible for implementation of the ECP and will maintain, review, and update the ECP at least annually, or whenever necessary to include new or modified tasks and procedures. 
2.2 Those workers who are determined to have occupational exposure to blood or other potentially infectious materials (OPIM) must comply with the procedures and work practices outlined in this ECP.  This includes all workers who will be working in the laboratory spaces.
2.3 BioLabs will provide and maintain all necessary personal protective equipment (PPE), engineering controls (e.g., sharps containers), labels, and biohazard bags as required by the standard. 
2.4 The Safety Officer will ensure that all medical actions required by the standard are performed and that appropriate OSHA records are maintained. 
2.5 [bookmark: _Toc133162471][bookmark: _Toc210465429][bookmark: _Toc74578330]The Safety Officer will be responsible for training, documentation of training, and making the written ECP available to workers, OSHA, and NIOSH representatives. 
3.0 Definitions
· [bookmark: _Toc133162472][bookmark: _Hlk140519297][bookmark: _Toc133162473]Blood – human or animal blood, human or animal blood components, and products made from human or animal blood.
· [bookmark: _Toc133162474]Bloodborne pathogens – pathogenic microorganisms that are present in human blood and that can cause diseases in humans such as hepatitis B virus (HBV), hepatitis C virus (HCV), and human immunodeficiency virus (HIV).
· [bookmark: _Toc133162475]Contaminated – the presence or the reasonably anticipated presence of blood or other potentially infectious materials on an item or surface.
· [bookmark: _Toc133162476]Decontamination – the use of physical or chemical means to remove, inactivate, or destroy bloodborne pathogens on a surface or item to the point where they are no longer capable of transmitting infectious particles, and the surface or item is rendered safe for handling, use, or disposal.
· [bookmark: _Toc133162477]Exposure Incident – a specific eye, mouth, other mucous membrane, non-intact skin, or parenteral contact with blood or other potentially infectious materials that result from the performance of an employee's duties.
· [bookmark: _Toc133162478]Occupational Exposure – a reasonably anticipated skin, eye, mucous membrane, or parenteral contact with blood or other potentially infectious materials that may result from the performance of an employee's duties.
· [bookmark: _Toc133162479]Other potentially infectious material (OPIM) includes the following:
· [bookmark: _Toc133162480]Human body fluids: semen, vaginal secretions, cerebrospinal fluid, synovial fluid, pleural fluid, pericardial fluid, peritoneal fluid, amniotic fluid, saliva in dental procedures, body fluid visibly contaminated with blood, and all body fluids in situations where it is difficult or impossible to differentiate between body fluids and blood.
· [bookmark: _Toc133162481]Any unfixed tissue or organ (other than intact skin) from a human, living or dead.
· HIV-containing cell or tissue cultures, organ cultures, and HIV- or HBV-containing culture medium or other solutions; and blood, organs, or other tissues from experimental animals infected with HIV or HBV.
· [bookmark: _Toc133162482]Parenteral contact – piercing mucous membranes or the skin barrier through such events as needlesticks, human bites, cuts, and abrasions.
· [bookmark: _Toc133162483]Personal protective equipment – specialized clothing or equipment worn by an employee for protection against a hazard.
· [bookmark: _Toc133162484]Regulated waste – liquid or semi-liquid blood or other potentially infectious materials; contaminated items that would release blood or other potentially infectious materials in a liquid or semi-liquid state if compressed; items that are caked with dried blood or other potentially infectious materials and are capable of releasing these materials during handling; contaminated sharps; and pathological and microbiological wastes containing blood or other potentially infectious materials.
· [bookmark: _Toc133162485]Sharps - any object that can penetrate the skin including, but not limited to, needles, scalpels, broken glass, broken capillary tubes, and exposed ends of dental wires. 
· [bookmark: _Toc133162486][bookmark: _Toc133162487]Universal Precautions – an approach to infections control whereby all human blood and certain human body fluids are treated as if known to be infectious for HIV, HBV, and other bloodborne pathogens.
4.0 [bookmark: _Toc210465430][bookmark: _Toc74578331][bookmark: _Toc133162488]Methods of Implementation and Control
4.1 Universal Precautions
4.1.1 [bookmark: OLE_LINK6][bookmark: _Toc210465431][bookmark: _Toc74578332][bookmark: _Toc133162489]All workers will utilize universal precautions as stated by the CDC.  
4.2 Exposure Control Plan
4.2.1 [bookmark: _Toc210465432][bookmark: _Toc74578333][bookmark: _Toc133162490]Workers covered by the bloodborne pathogens’ standard receive an explanation of this ECP during their initial training session. All workers can review this plan at any time as the plan is available in hard copy in the lab and electronically in the member portal. 
4.3 Engineering Controls and Work Practices
4.3.1 Engineering controls and work practices listed below will be used to prevent or minimize exposure to bloodborne pathogens.  
· Biological Safety Cabinets (Class II A2).
· Sharps disposal containers.
· Appropriate PPE including laboratory coats, gloves, and safety glasses.
4.3.2 Workers are responsible for informing the Safety Officer if sharps containers or biohazard disposal bins are full and are in need of disposal. 
4.3.3 [bookmark: _Toc210465433][bookmark: _Toc74578334][bookmark: _Toc133162491]This facility identifies the need for changes in engineering controls and work practices through review of OSHA records, discussions with workers, and general observations of workplace practices.  Both front-line workers and management officials are involved in this process and all workers are encouraged to discuss any biosafety issue with the Site Safety Officer directly.
4.4 Personal Protective Equipment (PPE)
4.4.1 PPE is provided to BioLabs employees and residents at no cost.  Training in the use of the appropriate PPE for specific tasks or procedures is provided to all workers during onboarding.
4.4.2 The types of PPE available to workers are as follows:
· Laboratory coats.
· Gloves.
· Safety glasses.
4.4.3 PPE is located in the laboratory spaces and may be obtained through the Safety Officer. Additional PPE may be needed and 
4.4.4 All workers must use the proper PPE and observe the following precautions:
4.4.4.1 Wash hands immediately or as soon as feasible after removing gloves or other PPE.
4.4.4.2 Remove PPE after it becomes contaminated and before leaving the work area.
4.4.4.3 Used PPE may be disposed of in waste containers, biohazard bags, or laundry bin as appropriate.
4.4.4.4 Utility gloves may be decontaminated for reuse if their integrity is not compromised; discard utility gloves if they show signs of cracking, peeling, tearing, puncturing, or deterioration.
4.4.4.5 [bookmark: _Toc210465434][bookmark: _Toc74578335][bookmark: _Toc133162492]Never wash or decontaminate disposable gloves for reuse.
4.5 Housekeeping
4.5.1 Laboratories should be kept free of clutter.  
4.5.2 Small spills of chemicals should be cleaned up immediately. Spills requiring clean up measures beyond general housekeeping by laboratory personnel should be reported to the Chemical Hygiene Officer (CHO).  
4.5.3 Safety showers, eyewashes, AED units and fire extinguishers should be free from any obstruction that would prevent access and use. 
4.5.4 Access to emergency exits shall always be kept clear. 
4.5.5 [bookmark: _Toc210465435][bookmark: _Toc74578336][bookmark: _Toc133162493]Contaminated sharps are discarded immediately in sharps containers.
4.6 Laundry
4.6.1 [bookmark: _D.7._Labels][bookmark: _Toc133162494]BioLabs will provide for laboratory coats to be laundered. 
4.7 Hepatitis B Vaccination
4.7.1 The hepatitis B vaccination series is available to all workers at no cost.  Vaccination is encouraged unless: 1) documentation exists that the employee has previously received the series; 2) antibody testing reveals that the employee is immune; or 3) medical evaluation shows that vaccination is contraindicated.
4.7.2 [bookmark: _Toc133162495]However, if an employee declines the vaccination, the employee must sign a declination form.  See Appendix III for the Waiver of Hepatitis B Vaccination form.  Workers who decline may request and obtain the vaccination at a later date at no cost.  BioLabs Human Resources will maintain documentation of refusal of the vaccination for BioLabs employees. Residents are responsible for offering and maintaining declination forms for their employees. 
4.8 Post-Exposure Evaluation and Follow-up
4.8.1 Should an exposure incident occur, initial first aid (clean the wound, flush eyes, or other mucous membrane, etc.), should occur onsite. Following initial first aid, the person should be brought to an urgent care facility to have a health care professional conduct a confidential medical evaluation and follow-up if necessary. 
4.8.2 Following an incident, the person involved in the incident, or their supervisor should submit an incident report within 24 hours. Following the incident report, the BioLabs site safety officer will review the circumstances of all exposure incidents to determine:
· Engineering controls in use at the time.
· Work practice followed.
· A description of the device being used (including type and brand).
· PPE or clothing that was used at the time of the exposure incident (gloves, safety glasses, etc.).
· Location of the incident.
· Procedure being performed when the incident occurred.
· Worker’s training.
4.8.3 It is the responsibility of all workers to report any injuries from contaminated sharps to the Site Safety Officer within 24 hours.
4.8.4 [bookmark: _Toc133162497]If revisions to this ECP are necessary, the Safety Officer will ensure that appropriate changes are made. 
4.9 Worker Training
4.9.1 All workers who have the potential for occupational exposure to bloodborne pathogens must receive initial and annual training.
4.9.2 All workers who have occupational exposure to bloodborne pathogens receive training on the epidemiology, symptoms, and transmission of bloodborne pathogen diseases. This training is managed in accordance with the EHS Training Plan.  In addition, the training program covers, at a minimum, the following elements:
· A copy and explanation of the OSHA bloodborne pathogen standard.
· An explanation of the BioLabs ECP and how to obtain a copy.
· An explanation of methods to recognize tasks and other activities that may involve exposure to blood and OPIM, including what constitutes an exposure incident.
· An explanation of the use and limitations of engineering controls, work practices, and PPE.
· An explanation of the types, uses, location, removal, handling, decontamination, and disposal of PPE.
· An explanation of the basis for PPE selection.
· Information on the hepatitis B vaccine, including information on its efficacy, safety, method of administration, the benefits of being vaccinated, and that the vaccine will be offered free of charge.
· Information on the appropriate actions to take and persons to contact in an emergency involving blood or OPIM.
· An explanation of the procedure to follow if an exposure incident occurs, including the method of reporting the incident and the medical follow-up available to the employee.
· Information on the post-exposure evaluation and follow-up that the employer is required to provide for the employee following an exposure incident.
· An explanation of the signs and labels and/or color coding required by the standard and used at this facility.
· [bookmark: _Toc210465442][bookmark: _Toc74578342][bookmark: _Toc133162499]An opportunity for interactive questions and answers with the person conducting the training session.
5.0 Record Keeping
5.1 Training Records
5.1.1 Training records are completed for each employee upon completion of training and will be kept for at least three (3) years by the Safety Officer. 
5.1.2 [bookmark: _Toc210465443][bookmark: _Toc74578343][bookmark: _Toc133162500]Employee training records are provided upon request to the employee or the employee’s authorized representative within fifteen (15) working days.  Such requests should be addressed to the Safety Officer.
5.2 Medical Records
5.2.1 Medical records are maintained for each employee with occupational exposure in accordance with 29 CFR 1910.1020, “Access to Employee Exposure and Medical Records.”  The health care provider is responsible for maintenance of the required medical records. All medical records requests should be made to the health care professional. 
5.2.2 [bookmark: _Toc210465444][bookmark: _Toc74578344][bookmark: _Toc133162501]BioLabs Human Resources will maintain any pertinent medical records for BioLabs employees. Resident companies are responsible for maintaining their own employees’ medical records. 
5.3 OSHA Recordkeeping
5.3.1 [bookmark: _Toc210465445][bookmark: _Toc74578345][bookmark: _Toc133162502]An exposure incident is evaluated to determine if the case meets OSHA’s Recordkeeping Requirements (29 CFR 1904).  The Site Safety Officer will make this determination and is responsible for recordkeeping.
5.4 Sharps Injury Log
5.4.1 In addition to the 29 CFR 1904 Recordkeeping Requirements, all percutaneous injuries from contaminated sharps are also recorded in an Incident Summary form, provided by OSHA.
5.4.2 These summaries are reviewed as part of the annual program evaluation and maintained for at least five (5) years following the end of the calendar year covered.  If a copy is requested by anyone, it must have any personal identifiers redacted from the report
Appendix V: Site Specific Bloodborne Pathogens Exposure Control Plan
Use with the core Biolabs Biosafety Manual and Bloodborne Pathogens Exposure Control Plan.
	Site Name: BioLabs NTX

	Prepared By: Alyssa Dubrow and Sydni Holmes

	Phone Number: 972-816-5234

	Email: sholmes@biolabs.io

	Person Responsible for site ECP (implementing, annually reviewing/updating, and making available to employees): Sydni Holmes

	Personnel and/or job titles with potential occupational exposure:
Principal Scientist, Research Associate, Laboratory Operations, Laboratory Maintenance, Janitorial staff




	Procedures/tasks with potential exposure
	Personal Protective Equipment (PPE) 
required for each task 

	Cell culture in a BSC, sash height of 10 inches or less.
Viral work in BSC, sash height of 8 inches.
Bacterial work in BSC, sash height of 10 inches.
	☒ Safety Glasses
☐ Safety Goggles
☐ Face shield
☒ Gloves (specify):  
☒ Lab Coat
☐ Sleeves
☐ Apron
☐Other (specify):  or tap here to enter text. 


	Handling potentially biohazardous materials such as (human and/or animal blood, human and/or animal tissues, infectious bacteria, viruses, eukaryotic organisms) in procedures such as (unpacking, packing, storing, preparing and discarding). 
	☒ Safety Glasses
☐ Safety Goggles
☐ Face shield
☒ Gloves (specify):  
☒ Lab Coat
☐ Sleeves
☐ Apron
☐Other (specify):  


	Biohazardous waste handling of liquids and solids.
	☒ Safety Glasses
☐ Safety Goggles
☐ Face shield
☒ Gloves (specify):  
☒ Lab Coat
☐ Sleeves
☐ Apron
☐Other (specify):  


	Biohazardous spill cleanup. 
	☒ Safety Glasses
☐ Safety Goggles
☐ Face shield
☒ Gloves (specify):  
☒ Lab Coat
☐ Sleeves
☐ Apron
☐Other (specify):  


	Engineering controls (specify when each is used)
☒ Biological safety cabinet: work on potentially infectious and/or biologically toxic materials. 
☒ Centrifuge with safety features (specify type of safety feature & when centrifuge is used): biocontainment (aerosol tight) lids used for processing any potentially infectious materials.  
☒ Sharps container: used to discard all sharps including those contaminated with potentially infectious material. Do not recap needles. 
☐ Needles with safety features (i.e., retractable needles. specify type & when each is used):  
☒ Tongs or forceps to handle broken glass: available within spill kits for handling any broken glass or sharp material. 
☐ Other (specify type of control & when used):  

	Sharps containers are inspected, maintained, replaced:
By: Sydni Holmes or Alyssa Dubrow
When: 
☒ Whenever necessary to not exceed more than 2/3 full to prevent overfill

	Work practice controls used to minimize exposure (in addition to universal precautions and what is specified in the core Biolabs BBP Plan):
☒ No eating/drinking/applying cosmetics in areas with blood and/or OPIM.
☒ No capping/bending/shearing needles Contaminated sharps are immediately disposed in sharps container.
☐ No mouth pipetting.
☒ Gloves changed whenever soiled/torn/punctured and removed prior to exiting work area.
☒ Follow procedures to properly remove/dispose of PPE.
☒ Training in the use of engineering controls required prior to work.
☒ Specimens of blood and OPIM transported in secondary, non-breakable, leakproof, sealed, labeled containers outside of lab.
☒ Hand washing when gloves are removed/changed, before leaving work area, whenever soiled/contaminated
☒ Others (specify): Mouth pipetting on a case-by-case scenario. Always used with a filter. 


	How employees are involved in identifying changes in engineering controls and work practices and evaluating new products/process improvements:
☒ Employee feedback (specify how): notify Sydni Holmes or Ayssa Dubrow
☐ Safety committee activities 
☐ Exposure incident investigation
☐ Laboratory meetings: 
☒ Other (specify): emails from BioLabs staff

Person responsible for implementing engineering and work practice recommendations: Alyssa Dubrow or Sydni Holmes


	Location of PPE: cabinets or hangers at each entry
Person/people responsible for providing PPE: Alyssa Dubrow and Sydni Holmes
Which PPE is single use and where does it get disposed: Gloves- biohazard. Labcoats- if doing any hands-on research, dispose after each use in laundry bin at front of lab.
Which PPE is laundered: Labcoats
Person responsible for laundry: Sydni Holmes. Laundered through Sunshine Dry Cleaners
How often do items get laundered: Tuesday and Friday


	Procedures for routine cleaning and decontamination (specify surfaces (e.g., Lab bench), equipment (BSC), disinfectant (bleach, ethanol), and contact time): 
Lab benches, lab equipment and other potentially contaminated lab materials are to be disinfected after use by residents as instructed in section 5.11.4 of this document.  Biosafety cabinet disinfection instructions are found in Appendix I of this document.  Lab management will conduct additional routine cleaning decontamination and logged by biolabs staff. 



	Spill and decontamination procedures (specify disinfectant and contact time):
Saturate affected area with 10% bleach with absorbent material (found in universal spill kit) to keep in place.  Allow the 10% bleach to sit for 30 minutes.  Remove bleached material and put into trash.  Wipe until the area is dry.  Spray area with 70% ethanol, wipe area again till clean and dry.  Discard wipes into biohazard waste container. 

	Bloodborne Pathogens waste procedures (specify how waste is packaged and disposed): 
· For liquids: add bleach to create a 10% solution. Allow to sit for 30 minutes, then dump down sink and flush with water.
· For solids or congealed liquids: Dispose of in small biohazard bag. Tape or tie bag shut, spray outside with 70% ethanol, and dispose of small bag in regular biohazardous waste bin. 


	Bloodborne Pathogens training is provided annually via the following platform: 
JJ Keller. Module labeled ‘Bloodborne Pathogens: Safety in workplace’ with 80% minimum score requirement. 

	Hepatitis B Vaccine Form has been provided to BioLabs Site Employees ☒ Yes   ☐ No

Residents have been informed that it is the resident company’s responsibility to provide Hep B vaccination forms to their employees: ☒ Yes    ☐ No
If no, explain: Click or tap here to enter text.


	Other site-specific items not captured in the Biolabs core Biosafety Manual or Bloodborne Pathogens Exposure control plan? If none, select, N/A. ☒ N/A


	Emergency Procedures:
Site Safety Officer Name: Sydni Holmes
Site Safety Officer Phone Number: 972-816-5234
Site Safety Officer Email: sholmes@biolabs.io

Backup Site Safety Officer Name: Alyssa Dubrow
Backup Safety Officer Phone Number: 832-298-9241
Backup Site Safety Officer Email: adubrow@biolabs.io

1. Wash Area Immediately
· Wounds and needlesticks: Washed exposed area thoroughly for 15 minutes with warm water and antibacterial soap.
· Eye and mucous membrane exposure: Flush immediately at nearest eyewash station for 15 minutes while holding eyes open.
2. Seek Medical Care IMMEDIATELY
· Nearest Emergency Room is located: William P. Clements Jr. University Hospital Emergency Room. 6201 Harry Hines Blvd, Dallas, Tx 75235
· Nearest Urgent Care is located: Concentra Urgent Care. 2920 N Stemmons Fwy, Dallas, Tx 75247
Be prepared to provide the following information: Agent description, route of exposure, dose or concentration, any unusual characteristics of the agent, animal infection, and PI contact information.

3. Notify Your Supervisor and BioLabs Site Safety Officer. 

4. Complete a Biolabs incident report within 24 hours of the event.
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