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1.	Research Laboratory Hazardous Agents Control Program

1.1. The [INSERT FACILITY NAME/INITIALS HERE] Research Laboratories Hazardous Agents Control Program (HACP) should have a comprehensive approach to ensure that:
a. Research laboratories maintain an appropriate level of security.
b. All research laboratory staff must receive the appropriate training related to:
1. The acquisition, use, transfer, or destruction of hazardous agents, including, if used, select agents, toxins and associated sensitive materials.
2. The safety and security requirements for working with hazardous agents, including select agents and toxins.
c. The R&D Committee monitors and evaluates the program at least annually, which includes evaluating access status of personnel to the research laboratories to preclude restricted persons from gaining access to areas.  The status of personnel granted access to research laboratories is reviewed and documented at least semi-annually in SRS meeting minutes.
d. All appropriate officials, committees and individuals coordinate efforts to ensure the successful implementation of the program.

1.2. The [INSERT FACILITY NAME/INITIALS HERE] MCD may appoint one or more Alternate Responsible Official(s) (ARO) to assist in administering security plan for research laboratories. The ARO(s), acting in behalf or the absence of the RO, may conduct all activities required by the RO, and must meet all qualifications for a RO.  The Research Safety Officer (RESO) or designee at [INSERT FACILITY NAME/INITIALS HERE] are designated as ARO, and are responsible for security of the research labs, including but not limited to:
a. Scrutinizing violation(s) identified by himself/herself or the Industrial Hygienist and reporting this information to the ACOS/R&D, through Chief of Staff to the Director.
b. Ensuring that the facility’s research program is in compliance with current VA and Federal regulations.
c. Overseeing the development, implementation and evaluation of all components of the VA Research Laboratory Hazardous Agents Control Program (including emergency response plans, inventory controls, by performing and reporting inspections and assessments as well as program reviews), as required by this SOP and VHA Handbook 1200.06, and applicable VA and Federal regulations. 

1.3. The responsibilities of Associate Chief of Staff (ACOS) for R&D or designee regarding security plan for research laboratories include, but not limited to:
a. Completing the annual vulnerability assessment of research areas (done in conjunction with the RO or ARO(s).
b. Appointing, or serving as, the designated research point of contact for interacting with facility security personnel, health and safety staff, Medical Center Director-RO, ARO, and oversight committees (e.g., R&D Committee, Subcommittee on Research Safety, Radiation Safety Committee).
c. Communicating all activities, changes or issues involving hazardous agents, select agents, toxins and other sensitive materials in the research laboratories and/or the security thereof, ensuring they are reported to the appropriate personnel as needed (including the Medical Center Director, Police and Security, ORD, ORO or Research staff).
d. Conducting a review of records of access to the VA research laboratories  as required in this SOP and VHA Handbook 1200.06, and recording the results of this review. The ACOS/R&D may delegate this responsibility to another appropriate administrator such as the Research Safety Officer (RESO).  In conjunction with the R&D Committee, the ACOS/R&D must ensure that all non-VA persons (i.e., those who are not appointed as VA employees or VA contractors) working in the research laboratories conform to all VA standards for security described in this SOP and VHA Handbook 1200.06.

1.4 While the [INSERT FACILITY NAME/INITIALS HERE] currently does not house any select agents or regulated toxins, the Research Service is committed to maintaining a secure environment for its laboratories. The [INSERT FACILITY NAME/INITIALS HERE] MCD is responsible for granting requests for authorization for access to research areas in which select agents or toxins are used or stored after reviewing the recommendation of the R&D Committee in compliance with the USA Patriot Act and other applicable criteria, regulations and policies.  

1.5  The [INSERT FACILITY NAME/INITIALS HERE] Police Service is responsible for assisting with security of research laboratories, evaluating emergency response measures, performing annual vulnerability assessments and assisting the Research Office with the development and implementation of [INSERT FACILITY NAME/INITIALS HERE] Research Laboratories HACP.

1.6  Laboratory Security and Emergency Response: 
This section provides [INSERT FACILITY NAME/INITIALS HERE] guidelines for laboratories using biological agents or toxins capable of causing serious or fatal illness to humans or animals and for the use of radioactive materials. Research, clinical, and production laboratories working with newly identified human pathogens, high-level animal pathogens, and/or toxins not covered by Biosafety Level (BSL) 3 or 4 recommendations, also need to follow these guidelines to minimize opportunities for accidental or intentional removal of these agents from the laboratory.  
a. 	Recognize that laboratory security is related to but different than laboratory safety.
1. 	Review safety policies and procedures regularly.
a. 	Management needs to: review policies to ensure that they are adequate for current conditions and consistent with other facility-wide policies and procedures.
b. 	Laboratory supervisors need to ensure that all laboratory workers and visitors understand security requirements and are trained and equipped to follow established procedures.
2. 	Review safety policies and procedures whenever an incident occurs or a new threat is identified.
b. 	Control access to areas where biological agents or toxins are used and stored.
1. 	Laboratory and animal care areas are to be locked at all times.
2. 	Card-keys or similar devices are to be used to permit entry to laboratory and animal care areas.
3. 	Only workers required to perform a job are to be allowed in laboratory areas, and workers need to be allowed only in areas and at hours required to perform their particular job.
a. 	Access for students, visiting scientists, etc., is to be limited to hours when regular employees are present.
b. 	Access for routine cleaning, maintenance, and repairs is to be limited to hours when regular employees are present.
4. 	Freezers, refrigerators, cabinets, and other containers where stocks of biological agents, hazardous chemical, or radioactive materials are stored are to be locked when they are not in direct view of workers (e.g., when located in unattended storage areas).
c. 	Know who is in the laboratory area.
1. 	All workers are to be known to facility administrators and laboratory directors.
2. 	All workers (including students, visiting scientists, and other short-term workers) are to wear visible identification badges.
3.	Guests are to be issued identification badges, and escorted or cleared for entry using the same procedures as for regular workers.
4. 	All workers are to challenge or question unknown, unfamiliar or unidentified persons in the laboratory area.
d. 	Know what materials are being brought into the laboratory area. 
Packages containing specimens, bacterial or virus isolates, or toxins are to be opened in a safety cabinet or other appropriate containment device.
e. Know what materials are being removed from the laboratory area.
1. Biological materials and/or toxins for shipment to other laboratories are to be packaged and labeled in conformance with all applicable local, federal, and international shipping regulations.
2. Required permits (e.g., Public Health Service, Department of Transportation, Department of Commerce, Department of Agriculture) are to be in hand before materials are prepared for shipment.
3. The recipient (preferably) or receiving facility is to be known to the sender, and the sender should make an effort to ensure that materials are shipped to a facility equipped to handle those materials safely.
4. Hand carrying of microbiological materials and toxins to other facilities is rarely appropriate. If biological materials or toxins are to be hand carried on common carriers, all applicable regulations must be followed.
5. Contamination or possibly contaminated materials are to be decontaminated before they leave the laboratory area. Chemicals and radioactive materials must be disposed of in accordance with local, state, and Federal regulations.
f. 	Emergency plan.
1. 	Control of access to laboratory areas can make an emergency response more difficult. This must be considered when emergency plans are developed.
2. 	An evaluation of the laboratory area by appropriate facility personnel, with outside experts if necessary, to identify both safety and security concerns needs to be conducted before an emergency plan is developed.
3. 	Facility administrators, laboratory directors, principal investigators, laboratory workers, the facility safety office, and facility security officials need to be involved in emergency planning.
4. 	Police, fire, and other emergency responders need to be informed as to the types of biological radioactive and chemical materials in use in the laboratory areas, and they need to be assisted in planning their responses to emergencies in the laboratory areas.
5. 	Plans are to include provision for immediate notification of (and response by) laboratory directors, laboratory workers, safety office personnel, or other knowledgeable individuals when an emergency occurs, so that biosafety issues can be dealt with, if they occur.
6. 	In accordance with standards established by the Occupational Safety and Health Administration (OSHA), the emergency plan must include, at a minimum, the following elements (see Title 29 Code of Federal regulations (CFR) 1910.38):
a. 	Emergency escape procedures and emergency escape route assignments;
b. 	Procedures to be followed by employees who remain to operate critical plan operations before they evacuate;
c. 	Procedures to account for all employees after emergency evaluation has been completed;
d. 	Rescue and medical duties for those employees who are to perform them;
e. 	The preferred means of reporting fires and other emergencies; and
f. 	Names or regular job titles of persons or departments who can be contacted for further information or explanation of duties under the plan.
1.7. 	Laboratory emergency planning is to be coordinated with facility-wide plans. Such factors as bomb threats, severe weather (hurricanes, floods), earthquakes, power outages, and other natural (or unnatural) disasters need to be considered when developing laboratory emergency plans.

2. Biological Hazards Precautions in the Research Laboratories

  2.1 It is the policy of the Phoenix VA Health Care System ([INSERT FACILITY NAME/INITIALS HERE]) Research Service to provide a safe environment for VA Research employees working with tissues and body fluids that pose potential biological hazard risk.  This section describes the policy, regulations and procedural guidelines relating to receipt, transportation, processing and disposition of hazardous biological samples. 

2.2  Supervisors will obtain and require the proper use of protective equipment appropriate for each job in their section. Employees will use this protective equipment according to prescribed guidelines and the necessity dictated by their particular duties.

2.3  Employees will observe the guidelines of safe procedures and will use appropriate protective equipment according to instructions from their supervisors. It is the responsibility of each employee to become familiar with the potential hazards relating to his own job and work station and advise the supervisor when any potential breach of precautions become evident.  See Medical Center Emergency Management Plan (FS/138-18).

2.4  Biological Hazards
a. 	Mode of Transmission of HBV, HCV and HIV:
1. HBV, HCV and HIV can be transmitted in a variety of epidemiological settings including laboratories. Laboratory modes of transmission are listed below in the probable order of efficiency of disease transmission.
2. HBV can be present in extraordinary concentrations in blood tissue culture (infectious doses); in contrast, HIV is usually found to be much lower.  HBV, therefore, is the worse‑case condition in terms of ease of transmission.  Precautions based on the HBV model are considered to be effective, in fact conservative, with respect to HCV & HIV transmission.
3. HCV is primarily isolated in blood, blood products and tissue.  HIV has been isolated from blood, semen, vaginal secretions, saliva, tears, breast milk, cerebrospinal fluid, amniotic fluid and urine.  It is likely that HIV is present in other body fluids, secretions and excretions. However, only blood, semen, vaginal secretions, and possibly breast milk have been implicated in transmission of HIV to date.
4. HBV, HCV and HIV may be transmitted in the laboratory directly by:
a. 	Percutaneous (parenteral) inoculation of blood, plasma, or serum as occurs by transfusion of infectious blood or blood products and by accidental needle sticks, scalpel cuts, etc. Experience indicates that the risk of seroconversion after accidental skin puncture with a needle contaminated with HCV-infectious blood is less than 1 in 30, seroconversion approximately 3%.  The HIV‑infectious blood is less than 1 in 100: various reports have placed the seroconversion rate after skin puncture between 0.4% and 0.9%.  The comparable risk of developing HBV infection after an accidental needle stick has been reported to be between 6% and 30%.
b. 	Transfer of infectious blood, plasma, or serum in the absence of overt puncture of the skin, through the contamination of preexisting minute scratches, abrasions, burns, weeping or exudative skin lesions, etc. theoretically, transmission could occur by similar exposure to secretions, excretions and other body fluids.
c.	Direct contact with urine, cerebrospinal fluid, and broncho-pulmonary secretions has not been demonstrated to transmit HIV
a. Principles of Protection
1. Hand Washing ‑ Frequent hand washing is an important safety precaution which should be practiced after contact with laboratory specimens.  Hands should be washed when:
a. There is exposure to blood or body fluids.
b. After the completion of work and before leaving the laboratory.
c. After removing gloves. Hands need not be washed after aseptically removing non‑soiled gloves.
d. Before eating, drinking, smoking, applying makeup, changing contact lenses, and using lavatory facilities.
e. Before all other personal activities which entail hand contact with mucous membranes and breaks in the skin.
2. 	A "Biohazard Spill Kit" should be prepared and made available in all areas where spills are likely to occur.  The concentration of disinfectant used depends on the nature of the contaminated surface. If the surface is porous and cannot adequately be cleaned before disinfection, 0.5% sodium hypochlorite (5,000 mg/L of free available chloride) may be used. If the surface is hard and smooth and has been cleaned, 0.5% sodium hypochlorite (500 mg/L of free available chloride) is sufficient. Some metals are corroded by sodium hypochlorite, and other disinfectants may therefore be preferred.
2. Standard Precautions:  Because the potential for infectivity of any blood and 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 submitted to the laboratory. These precautions, called "universal precautions," should be followed regardless of any lack of evidence of infectious status. The following procedures have been recommended by the CDC if their universal precaution policy is ordered. The following guidelines are to be followed by all laboratory personnel having potential contact with body fluids.
a. 	Routinely use barrier protection to prevent skin and mucous membrane contamination with blood or body fluids and all specimens.
b. 	Wear gloves when:
1. Contacting blood and body fluids, including during routine laboratory work.
2. Touching all laboratory specimens and tissues.
3. Handling items contaminated with blood or body fluids, including specimen containers, laboratory instruments, counter tops, etc.
NOTE: All skin defects (cuts, abrasions, ulcers, areas of dermatitis, etc.) should be covered with an occlusive bandage.

2.5  Special Precautions for Research Laboratories
a. Laboratory surfaces, counters, and floors should be made of impervious materials to facilitate disinfection. All laboratory work area floors are to be wet mopped daily by Building Management personnel. Each lab is responsible for using an appropriate  detergent and or germicidical agent.
b. Eating, drinking and smoking are not permitted in the laboratory work areas.
c. Adequate and conveniently located biohazard containers for disposal of contaminated materials should be provided. Receptacles must be leak-proof, have a solid tight-fitting lid/cover and marked with a biohazard label.  Needles, scalpel blades and syringes used in the laboratory are to be discarded into appropriately labeled special (Sharps) containers for collection/disposal.
d. Facilities for hand washing are to be provided in each laboratory section. These should be separate from those used for washing equipment or for waste disposal.
e. Each supervisor will instruct the employees on proper operation of centrifuges in the particular sections. Each employee is responsible for the cleanliness of the instrument at the end of a centrifugation procedure. Centrifuges will be cleaned with 1: 10 bleach or an appropriate medical center approved disinfectant.
f. Extreme care will be taken to avoid splashing or spilling of biological fluids on walls, counter tops, floors and equipment, and production of aerosols through improper handling of tubes and needles.
g. Laboratory personnel who routinely come in contact with blood and body fluid specimens will be encouraged to receive the Hepatitis B vaccine series.

2.6  Specimen Handling
a. Upon being obtained a specimen should be placed into a leak proof primary container with a secure closure. Snap‑top closures may produce a spray when opened and their use should be avoided. Care should be taken not to contaminate the outside of the primary container.
b. Before being transported to the laboratory the primary container should be placed into a suitable container, which will contain the specimen if the primary container breaks in transit to the laboratory. A plastic bag with a zip‑lock closure may be used as the secondary container for specimens containing blood. A plastic basin may be used for other specimens.  Laboratory requisition slips should be protected from contamination, and if necessary, separated from the primary container.
c. In the laboratory, specimens should be stored in a secure, well organized, and separate area with restricted access. Specimens should not be stored with reagents. No food or drinks are to be stored in the same area. The container, refrigerator, or freezer should be marked as containing a biohazard.
d. Tubes to be centrifuged are to be individually capped.
e. Urine specimens should be placed into a securely sealed primary container (screw‑cap containers are preferred), which is placed into a secondary container for transport. All transfers of urine should be made with mechanical pipettes.
f. Cerebrospinal fluid and other body fluids should be placed into screw‑cap containers, which are placed into a secondary container for transport.
g. Transportation of Specimens: Transporting specimens assumes new importance under universal precautions. All specimens should be placed into a sealed leak proof primary container. This in turn should be placed into a sealed secondary container such as a plastic bag or large screw‑top plastic centrifuge tube or cup. The requisition slip should be attached to the outside of the secondary container.
h. Personnel who transport specimens should be trained in safe handling practices and in decontamination procedures in case of a spill.
i. Personnel receiving specimens should examine all specimens for visible contamination or breakage before opening the secondary container. Contaminated containers should be decontaminated in the work areas before testing, if possible. Visibly contaminated laboratory requisitions should be discarded and replaced.
j. For shipping specimens out of the laboratory, follow the recommendations in the National Committee for Clinical Laboratory Standards (NCCLS) Approved Standard H5‑A, Procedures for the Domestic Handling and Transport of Diagnostic Specimens and Etiologic Agents ‑ Second Edition (American National Standard).
k. Specimens should be disposed of by incineration, autoclaving or flushing into sewer system after deactivatation by approved protocols. 

2.7  Specific Special Precautions
a. Blood:
1. Disposable equipment should be used whenever possible.
2. All empty blood product bags are to be placed in approved biohazard disposal containers.
3. All partially used blood products are to be placed in approved biohazard disposal containers.
4. All clot tubes and patient samples are to be placed in approved biohazard disposal containers.
5. All refrigerators storing blood components are cleaned and disinfected semi‑annually. Temperature will be maintained at 1‑6"C.
6. All centrifuges, serofuges and cell washers are cleaned on a weekly preventive maintenance program with 1: 10 hypochlorite solution, or a reagent preapproved by the medical center infection control division.
7. Bench top areas are cleaned daily with a 1: 10 hypochlorite solution, or a reagent preapproved by the medical center infection control division.
8. Hands or other skin areas should be thoroughly washed immediately after accidental skin contact with blood, body fluids, or tissues.  If the contact occurs through breaks in gloves, the gloves should immediately be removed and the hands should be thoroughly washed.
NOTE: Washing with soap and water is recommended; however, any standard detergent product acceptable to personnel may be used. Products that may disrupt skin integrity should be avoided.  Using a moisturizing hand cream may reduce skin irritation caused by frequent hand washing.
b. Barrier Protection:
Gloves should be disposable and changed frequently. Gloves should be changed if they become visibly contaminated with blood or body fluids, or if physical damage occurs.  All latex, vinyl, or polyethylene gloves provide adequate barrier protection. Disposable non‑sterile latex and vinyl gloves are readily available. Gloves should be worn by all laboratory personnel who come in contact with blood, serum, plasma, urine, cerebrospinal fluid, vaginal secretions, bronchopulmonary washings, blood fluids, feces, or any material contaminated with any such substance. Wearing closed toes shoes is always recomended in the laboratory.
c. Facial Protection: 
Facial barrier protection, including eye protection and nose and eye covering, should be used if there is a potential for splashing or spraying of blood or body fluids. Splashing is usually accidental, but it may be unavoidable under some circumstances.
1. Removing rubber stoppers from specimen tubes frequently causes minor splattering of blood or serum. This may be minimized by covering the tube with an impermeable bio-wipe while removing the stopper with a twisting motion. Rubber stoppers will splatter blood when they are "popped" (levered) off the specimen tubes. 
2. The wipe should not be used when grossly contaminated with blood and should be discarded into the biohazard waste after use. The gloves worn by the laboratory worker should be discarded if they become grossly contaminated with blood after handling the blood‑contaminated wipe, and after processing the specimen. It may be desirable to use a splash shield under which tubes are opened.
3. Masks and eye protection should be worn in situations where facial mucous membrane contact with blood or body fluid is anticipated.
4. Full face shields made of light‑weight plastic are the preferred means of facial protection. They offer excellent protection of the entire face and neck region. 
5. A surgical mask offers protection of the nose and mouth. Either soft or preformed masks are effective.
6. Ordinary prescription glasses are not adequate eye protection. Better protection is afforded by plastic, wrap‑around safety glasses that fit over regular glasses. If there is a substantial hazard of splattering, goggles with a plastic cushion seal are preferred.
d. Occlusive Bandages:
Skin defects (e.g., exudative lesions, dermatitis, cuts, abrasions, etc.) should be covered with a water‑impermeable occlusive bandage. This includes defects on the arms, face and neck. Gloves are mandatory when the above lesions are present on hands.
e. Gowns and Laboratory Coats:
1. While in the laboratory, all laboratory workers should wear a long‑sleeved gown with a closed front or long‑sleeved laboratory coat which is buttoned closed. Workers whose duties take them out of the laboratory should wear laboratory coats or gowns while working. Otherwise, gowns and laboratory coats should be removed when the worker leaves the laboratory. Outer protective wear should preferably be made of or lined by fluid impervious materials.
2. Gowns and laboratory coats should be changed immediately if grossly contaminated with blood and body fluids to prevent blood seeping through and contaminating street clothes or skin.  To insure cleanliness, they should be changed at appropriate intervals. Contaminated gowns and laboratory coats should be placed into a laundry bag for cleaning.
3. Disposable plastic aprons are recommended if there is a significant probability that blood or body fluids may be splashed on the worker. At the completion of the task being performed, the apron should be discarded into a biohazard container.
f. Sharps Injury Prevention:
Contaminated sharps injuries (e.g., needle sticks, scalpel cuts, glass punctures) may pose the most significant risk for exposure to blood borne pathogens.   Elimination of use of sharps should be made whenever possible.  Safety devices such as plastic test tubes, self-retracting or blunting needles, etc., should be used whenever available.
g. Decontamination of Spills: 
The following procedures are recommended for decontaminating blood and body fluid spills: 
1. Wear gloves and a gown. (Heavyweight glove such as those used for housecleaning and dishwashing are recommended.)
2. Immerse the spill with bleach (1: 10 solution) or phenolic disinfectant and soak for at least 5 minutes.
3. Absorb the spill with disposable towels.
4. Using a detergent solution, clean the spill site of all visible blood or body fluids.
5. Wipe down the spill site with disposable towels soaked in an appropriate intermediate‑ or high‑level disinfectant such as a dilution of household bleach.
6. Place all disposable materials used to decontaminate the spill into a biohazard container. Handle the material in the same manner as other infectious waste.
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