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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: August 16, 2023

Policy Title: MEDICAL RESEARCH SERVICE SAFETY PROGRAM

Policy Number: SRS--001

Policy Version: .16

1. PURPOSE: To establish a safety program within the Medical Research Service that provides for the
protection of research personnel and compliance with relevant safety requirements.

2. POLICY: Medical Research Service will strive to provide a safe environment for employees, patients, and
visitors by requiring and supporting the establishment and maintenance of an effective service safety policy.

3.  DEFINITIONS:

a.  Employees - This includes all VA employees (full-time, part-time, and without compensation [ WOC]),
regardless of work site and non-VA employees who work on VA premises.

b. SDS - Safety Data Sheet. Informational sheet prepared by the manufacturer of a chemical that states
the physical and chemical properties of the chemical as well as handling, storage, and disposal procedures.

c. NRC — Nuclear Regulatory Commission
d. RSC/CHO - Research Safety Coordinator/Chemical Hygiene Officer
e. RSO — Radiation Safety Officer

f.  WOC (Without Compensation) employee — An employee who is paid by any other source other than
the VA, i.e., Case Western Reserve University, University Hospitals, etc or has a volunteer status.

g.  TJC — The Joint Commission: The Joint Commission is a United States-based nonprofit tax-exempt 501
organization that accredits more than 20,000 health care organizations and programs in the United States.

h. OSHA — Occupational Safety and Health Administration

i.  IRBNet — An online submission platform used by Research Integrity to review, make determinations,
communicate, and manage project documents to ensure regulatory compliance.

j- Service Impact Forms — A document that indicates work to be performed by another service, which must
be approved by the Chief of that service, i.e., blood draws to be performed by Pathology and Laboratory
Medicine Services (PALMS), x-rays to be performed by Radiology.
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4. RESPONSIBILITIES:
a. ASSOCIATE CHIEF OF STAFF/RESEARCH (ACOS/RESEARCH):

(1) The approving official for all policies and procedures relative to safety within Medical Research
Service.

(2) Appoints the RSC/CHO.

(3) Establishes and maintains an active Medical Research Service Subcommittee on Research
Safety. See Medical Center Policy 151-007 “Subcommittee on Research Safety” for information related to the
SRS.

(4) Ensures that employees receive orientation and required safety-related training presented by the
Facility Safety Office, RSC/CHO, RSO, their immediate supervisor, and other appropriate individuals.

(5) Reviews performance of safety responsibilities by supervisors.

(6) Provides appropriate disciplinary action when it is evident that safety and health standards are
violated.

(7) Reports accidents, safety activities, and fire prevention activities that occur within the service at
staff meetings.

b. INVESTIGATOR/SUPERVISOR:

(1) Informs the RSC/CHO and RSO (if appropriate) prior to a new employee working in the
laboratory.

(2) Provides new employees with training on safe working practices, policies, and procedures
appropriate for their laboratory and maintains documentation of this training on the Employee Confirmation of
Laboratory Safety Training by Supervisor form (SRS Policy 010 - Employee Hazards Training by Supervisor)
and the Office of Research & Development’s Laboratory Biological Risk Assessment form (see SRS Policy 013 -
Risk Assessment Policy.

(3) Ensures that new VA employees attend VA employee Orientation; and all new employees
complete a Research Safety Orientation (in-person or on-line) and a Radiation Safety Orientation (if
appropriate).

(4) Ensures that all employees complete required Talent Management System (VA web-based
training, which includes safety-related coursework), Research Service Safety and Radiation Safety (if
applicable) refresher training.

(5) Actively promotes and supports safety and fire prevention programs conducted at the facility.

(6) Ensures that employee work areas are free of unnecessary clutter.

(7) Ensures that any employee injured on the job receives first aid and/or emergency care.

(8) Ensures that any accident occurring within his/her laboratory or work area is investigated and a

Report of Accident is submitted through the Employee Health Services ASISTS (Automated Safety Incident
Software Tracking System).
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(9) Provides light or alternative duty for injured employees, when possible.

(10) Follows up on the status of an injured employee and provides notification to Facility Safety Office.

(11) After an accident, takes corrective action to prevent a recurrence.

(12) Provides appropriate disciplinary action when it is evident that safety/health standards are violated.

(13) Identifies/corrects physical hazards/unsafe practices in his/her work area through periodic inspections.

(14) Reports unsafe conditions and practices to the RSC/CHO and initiates corrective action.

(15) Performs a Risk Assessment (see SRS Policy 013 - Risk Assessment Policy of all areas and
procedures in his/her laboratory, trains their employees in the hazards they will face, the personal protective

equipment that must be employed to prevent injury, and maintains documentation of this training (see Section 4
Responsibilities, part b Investigator/Supervisor, subpart 2, above).

(16) Provides personal protective equipment as needed, ensures that employees are trained in its
use/maintenance, and ensures that employees use personal protective equipment when required.

c. EMPLOYEE:

(1) Knows and complies with regulations and procedures set forth by the hospital, TIC, NRC,
Medical Research Service, and their laboratory supervisor.

(2) Attends/completes initial orientation provided by Personnel Service (VA employees only), the
RSC/CHO, the RSO (if applicable), and the PI or laboratory-appointed supervisor.

(3) Completes annual safety training required by the Facility Safety Office, the RSC/CHO (Medical
Research Service), the RSO (Office of the Director), and the PI or laboratory-appointed supervisor.

(4) Uses and maintains personal protective equipment when required.
(5) Keeps work areas free of unnecessary clutter.

(6) Promptly reports unsafe or unhealthy conditions to their supervisor.
(7) Promptly reports accidents to their supervisor.

(8) Participates in safety promotions presented by the Facility Safety Office and the RSC/CHO as
directed by their supervisor.

(9) Knows the emergency procedures for his/her immediate work area. This includes knowing the
location of safety devices such as fire extinguishers, fire alarm pull-stations, fire doors, emergency eyewash sta-
tions and emergency showers. Knows and follows proper evacuation procedures.

d. RESEARCH SAFETY COORDINATOR/CHEMICAL HYGIENE OFFICER:

(1) Participates in training for Safety Coordinators.

(2) Tracks research safety training and maintains all training documentation.
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(3) Documents new employee attendance/completion of New Employee Safety Orientation
coordinated by the RSC/CHO. Topics to be covered include the following: eating, drinking and hand washing
requirements, hazard communication laws, the Chemical Hygiene Plan, Safety Data Sheets, personal protective
equipment requirements, lockout/tagout, spill cleanup, hazardous waste disposal, infectious waste handling,
sharps hazards, fire safety, and Emergency Disaster Procedures.

(4) Develops and revises training materials covering all areas of in-service training, especially those.
covering Safety Management, Fire Safety Management, Utility Management, Equipment Management, and
Emergency Disaster Procedures.

(5) Follows the regulations of TIC, OSHA, and the NRC. The RSC acts on recommendations from
the Environment of Care (EOC) Committee, Radiation Safety Committee, the Radiation Safety Officer, and the
Facility Safety Office.

(6) Actively promotes and supports safety and fire prevention and security programs conducted at
the facility.

(7) Ensures that any accident occurring within Medical Research Service is investigated immediately
by the appropriate supervisory personnel, and that the necessary forms are completed and forwarded correctly.

(8) Reports operational problems and/or violations noted by a Principal Investigator to the SRS for
review.

(9) Recommends appropriate disciplinary action to the ACOS/Research when it is evident that safety
and health standards are violated.

(10) Evaluates and revises the Medical Research Service Safety Program on an annual basis.

(11) Writes and submits an annual review to the Research and Development Committee regarding the
Safety and Security of Medical Research Service.

(12) Coordinates semi-annual Medical Research Service chemical inventory updates, which is
reviewed by the RSC/CHO, submitted to the SRS, and forwarded to the Facility Safety Office.

(13) Submits Safety Data Sheets (SDS) and New Chemical Request Forms for Medical Research
Service to the Facility Safety Office. When approved, new chemicals and the associated SDS are downloaded
into a web-based workplace chemical safety program (MAXCOM), which fully complies with the
Occupational Safety and Health Administration (OSHA) Hazard Communication Standard [29CFR
1910.1200].

(14) Ensures that the safe use guides and Safety Data Sheets (SDS) for all hazardous and extremely
hazardous chemicals are maintained in MaxCom and available to personnel.

(15) Coordinates weekly inspections of emergency eyewash and shower stations.

(16) Conducts Research Safety Subcommittee meetings. This includes preparing the agendas and
minutes, maintaining documentation, and forwarding copies of the SRS-approved minutes to the Research and
Development Committee for review.

(17) Coordinates a semi-annual inspection of the Medical Research Service and submits work orders
for deficiencies noted. Reports individual laboratory deficiencies to the investigator within ten working days of
the date the violation was first reported.
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e. RESEARCH SERVICE SUBCOMMITTEE ON RESEARCH SAFETY & SECURITY (SRSS):

(1) Annually reviews/updates/approves the Medical Research Service Safety Training Manual,
which includes the Chemical Hygiene Plan and Hazardous Agents Control Program. After being approved by
the SRS, it is submitted to the Research and Development Committee.

(2) Ensures proper health surveillance and exposure monitoring of personnel.

(3) Reviews the transfer of all hazardous chemicals and reports approved transfers to the Associate
Chief of Staff/Research.

(4) Reviews and approves SRS Policies.

(5) Reviews accident reports and employee complaints and suggestions. Makes recommendations to
the Environment of Care Committee through the Facility Safety Office.

(6) Reviews semi-annual Medical Research Service laboratory inspections.
(7) Ensures that all deficiencies cited during safety inspections are properly abated.
(8) Operational problems and or violations are reported to/handled by the RSC within thirty days.

(9) See Medical Center Policy 151-007 “Subcommittee on Research Safety” for information related
to the SRS.

(10) Reviews Research Protocol Safety Surveys (RPSS), any associated documents (i.e., Radiation
Safety Committee Approvals, Service Impact Forms, Institutional Biosafety Committee documents [applications,
submissions, and approvals], etc.) for each protocol submitted. VHA Handbook 1200.08, Safety of Personnel
and Security of Laboratories Involved in VA Research, states the following:

a.  Every research protocol that involves biological, chemical, physical, or radiation hazards
conducted in a VA research laboratory must be reviewed by the SRS before the work begins
and as needed thereafter.

b.  The SRS must receive sufficient information from the PI prior to reviewing the research
including, but not limited to, the protocol and the RPSS or an alternative form that contains,
at minimum, the same information as VA Form 10-0398. See:

http://vaww.va.gov/vatorms/medical/pdf/10-0398.pdf.
NOTE: This is an internal VA Web site that is not accessible to the public.)
f. CHAIRPERSON, SUBCOMMITTEE ON RESEARCH SAFETY:
(1) Oversees all Subcommittee on Research Safety activities.
(2) Works closely with the Research Safety Coordinator.
REFERENCES: VHA Handbook 1200.08.
5. RESCISSION: The rescission date of this Subcommittee on Research Safety Policy is August 15, 2024.

7. FOLLOW-UP: RSC/CHO
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SPILL/INCIDENT REPORT

1. Date Time

[\

. Location: Building Room # Service

3. If outside, explain:

I

. Type Response:  Emergency Non-Emergency

N

. Injuries Involved: Yes No
If yes, time called for medical assistance:

If a spill/release of a hazardous material was involved, complete sections 6 — 8.

6. Spill Response Team Called: Yes No
7. Type/Name of Hazardous Material(s) Involved:

a.

b.

C.

d.

8. Amount released (if known):

9. Area Evacuated: Yes No

10. Fire/Explosion Hazard: Yes No
If yes, time when fire alarm activated:
11. Immediately Dangerous to Life or Health (IDLH) or Other Type Hazard:

12. Personal Protective Equipment Worn at time of incident:

Personnel Information:
Employee(s) to Employee Health:  Yes No

(Attach description of how incident occurred to this form)

Report Completed by (print name):

Employee Signature Date
Investigator:
Investigator Signature Date
Received by - Research Safety Coordinator:
Research Safety Coordinator Signature Date
Office of Research Oversight (ORO) Reportable Event? YES [ NO [] SRSS Determination Date:
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LOUIS STOKES CLEVELAND VA MEDICAL CENTER
Medical Research Service
Subcommittee on Research Safety Policy
Effective Date;: DECEMBER 8, 2021
SOP Title: BIOSAFETY POLICY
SOP Number: SRS--002

SOP Version: .10

1. PURPOSE: To establish guidelines and practices to prevent transmission of infectious diseases to Medical
Research employees.

2. POLICY: To protect employees from, and prevent the transmission of, infectious diseases in Medical
Research Service.

3. PROCEDURE:
a. Employee Health Issues

(1) Refer to Medical Center Policy COPS-002, Personnel Health Infection Prevention and Control
Policy.

(2) Based on risk assessment, laboratory personnel receive appropriate immunizations and/or clinical
testing for agents of concern, i.e., Human Immunodeficiency Virus (HIV), if applicable, Hepatitis B Virus
(HBV), Hepatitis C Virus (HCV), Hepatitis A Virus (HAV), and Purified Protein Derivative (PPD) tuberculin
testing. This may involve base-line serum samples for all at-risk personnel.

(3) The influenza vaccine is required annually for all employees, is free of charge to VA
employees, and is available through Personnel Health.

(4) The SARS-CoV-2 vaccine is required for all employees; the SARS-CoV-2 booster is
recommended for all employees; is free of charge to VA employees; and is available through Personnel Health.

(5) Incidents involving infectious materials must be reported to the Principal Investigator or
laboratory director. Personnel at risk must immediately report to Personnel Health Services for medical
monitoring and appropriate care. Incidents are documented in the Automated Safety Incident Surveillance
and Tracking System (ASISTS) as per Medical Center Policy O0S-002, Electronic Reporting of
Accidents, Injuries, and Occupational IlInesses.

(6) For work involving SARS-CoV-2, refer to SRS Policy 27, Infection Control Procedures
for Work Involving SARS-CoV-2.
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b. Isolation and Infection Control Precautions

(1) Refer to Medical Center Policy 011-056, Isolation and Infection Control Precautions.

(2) The Principal Investigator and/or laboratory director incorporate biosafety procedures into
laboratory standard operating procedures.

(3) Laboratories that house biological material(s) and/or animal rooms that house infected animals
(Animal Biosafety Level-2) must have entry signage that includes the following information:

Agent(s) being used and/or being stored.

Biosafety level(s) for each agent.

Required PPE.

Immunization requirements, when applicable.

Principal Investigator’s and laboratory supervisor’s name and emergency contact information.
Entry and exit procedures.

mmoow>

(4) Laboratories are constructed and equipped to facilitate the cleaning and decontamination of work
surfaces. Bench tops are impervious to water and resistant to being damaged by moderate heat and/or
chemicals. Laboratory chairs are covered with a non-fabric material that can be wiped-down and easily
decontaminated. Carpeting and/or rugs are prohibited.

(5) Do not consume or store food, beverages, or personal medications in laboratories and animal
housing and use areas; storage, application of cosmetics (lip balm), and the handling of contact lenses are also
forbidden. Refer to Medical Research Standard Operating Procedure SRS-07, Eating And Drinking Policy.

(6) Animals and plants not involved in research are not allowed in the laboratory.

(7) When working in the Animal Biosafety Level-2 (ABSL-2) Room, refer to the Institutional
Animal Care and Use Committee’s ABSL-2 SOP. Also, refer to SRS-024, Infection Control Procedures for the
Animal Research Facility.

c. Sharps Safety

(1) Refer to Medical Center Policy 011-093, Bloodborne Pathogen Exposure Control Plan.

d. Specimen Handling (biological fluids, cells, tissues, organs, etc.)

(1) Standard (Universal) Precautions will be taken. Appropriate personal protective equipment (PPE),
as determined by risk assessment, includes barriers such as gloves, lab coat, and protective eyewear. Open-toed
shoes and sandals are prohibited. Laboratory coats and appropriate disposable gloves will be worn when work-
ing with potentially infectious material. If aerosol formation or splashing of the material is anticipated, use
additional personal protective equipment, such as eye and respiratory protection. Disposable PPE, e.g. plastic
gown, latex/nitrile gloves, etc. must be disposed of after use/completion of procedure, and hands
decontaminated. PPE used in the laboratory must remain in the laboratory upon exiting.

(2) Biological samples, i.e. bodily fluids, cells, potentially and /or known contaminated materials, etc.,
must be collected into compatible leak-proof containers, e.g. capped/secured centrifuge tubes, and are properly
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labeled during collection, handling, processing, storage, and shipping. This will help reinforce awareness of the
contents throughout a laboratory procedure.

(3) An employee may not ship infectious or biological samples without first completing relevant
Department of Transportation (DOT) training. DOT training instructions are available from the RSC.

(4) The transfer of any biological agent from one lab to another must be approved by the
Subcommittee on Research Safety and reported to the Associate Chief of Staff/Research.

(5) For Sharps safety/injury, refer to Medical Center Policy 011-039, Bloodborne Pathogen Exposure
Control Plan.

(6) Perform all manipulations of potentially infectious material carefully to minimize the creation of
droplets and aerosols:

(a) Uncap tubes away from the body. Cap all specimens prior to centrifugation* and
transportation. *All centrifugations must be performed within a closed system.

(b) Mix, shake, or vortex with extreme caution. Use a biological safety cabinet or primary
containment device for these procedures. See Appendix A for additional information
concerning Biological Safety Cabinets.

(c) Prior to use, inspect centrifuge tubes and bottles for their integrity, i.e. hair-line cracks,
striations, and/or discoloration due to repeated use.

(d) Dispense infectious materials close to the bottom of all vessels to minimize splatter.

(7) Cover work areas with absorbent paper whenever working with potentially infectious material.
Dispose of contaminated paper in a red infectious waste barrel after each use.

(8) Decontaminate equipment and work surfaces that come into contact with potentially infectious
materials. This must be done at the end of each workday with an approved hospital cleanser or a 10% bleach
solution, as required by local, state, and/or federal regulations.

(9) Wash hands frequently, especially after removing gloves, at the completion of every procedure,
and before leaving the laboratory or biohazardous animal housing or use space. All laboratories must have an
operational sink for hand washing.

e. Infectious Material Spills

(1) Refer to Medical Center Policy 137-010, Cleanup of Infectious Waste Spills and Accidents.

(2) Use disposable towels to cover the spilled material.

(3) Always blot (do not wipe) a spill. Decontaminate/soak the spill area for 10 minutes with a
hospital-approved cleanser or a 10% bleach solution. Pick up the soaked towels using a blotting motion,
working from the spill perimeter inward, and dispose of the contaminants in an infectious waste barrel.

f.  Infectious Waste Disposal

(1) Refer to Medical Center Policy 137-011, Refuse And Infectious Waste Management Program.
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(2) Be prudent when discarding waste since processing infectious waste is expensive. Place
contaminated sharp waste in an impervious red sharps container, i.e., needles, syringes, scalpel blades. Place
non-sharp infectious articles and/or waste in designated red biohazard barrels located in designated Cold Rooms.
Place infectious animal carcasses in red biohazard bags and dispose in red biohazard barrels in the ARF
Necropsy Room B-F463 Cold Room. Environmental Management Service (EMS) removes, autoclaves, and
disposes contaminated articles and/or waste as required by local, state, and/or federal regulations.

(3) Close sharps boxes when not in use or when 75% full. When 75% full, sharps boxes are removed
weekly from each lab by an outside contractor or Environmental Management Service on an as needed basis.

g. Environmental Precautions

(1) Refer to the SRS Standard Operating Procedure SRS-024, Infection Control Procedures for
Infectious Diseases Research.

g. Equipment Repair
(1) Decontaminate and thoroughly clean all equipment with a hospital-approved cleanser or a 10%
bleach solution before releasing the unit to an engineer, service representative, or before transporting equipment
for repair.

(2) Provide appropriate protective barriers to engineers or service representatives when equipment is
repaired on site.

h. Laboratory Security

(1) Close and lock doors to all laboratories which contain potentially infectious material every
time the room is unattended.

(2) Place warning labels on laboratory doors to alert individuals entering of the hazards that are present. The
Research Safety Coordinator/Chemical Hygiene Officer in room K-117 (WP) will provide the labels.
4. REFERENCE: “Biosafety in Microbiological and Biomedical Laboratories” by the U. S. Department of

Health and Human Services, May 1999, 5 Edition.

5. RESCISSION: Medical Research Service Policy 151-H dated February 14, 1993. The rescission date of
this policy is December 9, 2026.

6. FOLLOW UP: Research Safety Coordinator/ Chemical Hygiene Officer
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APPENDIX A. Biological Safety Cabinets

Biological Safety Cabinets (BSCs) are the most common containment devices used in laboratories
working with infectious agents. BSCs are used for laboratory procedures that involve aerosols, potential
splashes, and manipulations involving high concentrations and/or large volumes of infectious agents.

Each BSC is equipped with an adjustable windowed-sash that offers additional protection for personnel. Adequate
illumination must be provided to minimize reflection and glare, which may impede vision.

BSCs are available in Class I, Class Il and Class 11 designs.

Class I and 1l BSCs must be tested and certified in situ at the time they are installed in the laboratory. Cabinets
must be re-certified if they are moved, and at least annually thereafter*. Certification at locations other than the
final site may attest to the performance capability of the individual cabinet or model but it does not supersede
the critical certification prior to use in the laboratory.

*The Baker Company BIOPROtect Il Containment Hood, FACSAria Core Facility — Room K-203/Wade Park,
requires semi-annual re-certification due to work with airborne pathogens.

NOTE: The use of natural gas in BSCs and Laminar Flow Hoods is prohibited at the Louis Stokes Cleveland
Department of Veterans Affairs Medical Center.

(1) Class I Biological Safety Cabinets are negative pressured and ventilated. They are usually operated
with an open front and have a minimum face velocity of at least 75 linear feet per minute. All of the air from
the cabinet is exhausted through a HEPA filter, either into the laboratory, or to the outside.

The Class | cabinet is designed for general microbiological research with low to moderate risk agents. This
cabinet is also useful for housing mixers, blenders, vortexers and other equipment that may produce a splash.

This cabinet is not appropriate for the handling of research materials that are vulnerable to airborne
contamination. The inward flow of air from the laboratory can carry microbial contaminants into the cabinet.

The Class | BSC can also be used with an installed front closure panel. This panel may be used with or without
attachable arm-length rubber gloves on the front panel entry holes. Without the attachable gloves, the inward
flow velocity increases to approximately 150 linear feet per minute. An inlet air pressure release is necessary
when attaching the arm-length rubber gloves to the front of the panel.

(2) The Class Il BSC is designed with inward air flow at a velocity of 75-100 linear feet per minute to
protect personnel. The unit has a HEPA-filtered vertical laminar airflow for product protection, and HEPA-
filtered exhaust air for environmental protection. Design, construction and performance standards for Class Il
BSCs, as well as a list of products that meet these standards are available from the National Sanitation
Foundation International, Ann Arbor, Michigan. Utilization of this standard and list should be the first step in
the selection and purchase of a Class 11 BSCs.

Class Il BSCs are of two types (A and B) based on construction, airflow velocities/patterns, and exhaust
systems. Basically, Type A cabinets are suitable for work with microbiological research in the absence of
volatile or toxic chemicals and radionuclides, since air is re-circulated within the work area. Type A cabinets
may be exhausted through HEPA filters into the laboratory, or to the outside via a "thimble™ connection to the
exhaust ductwork.
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Type B cabinets are hard-ducted to the exhaust system and are negative pressured. This provides an enclosure
in which the air is at a pressure greater than that outside the cabinet. These features, plus an increased face
velocity of 100 linear feet per minute, allow work to be done with toxic chemicals or radionuclides.
Personnel must be trained in the proper use of the BSCs. Of particular concern are those activities that may
disrupt the inward directional airflow through the work opening of Class | and 1l BSCs. The following can result
in the escape of aerosolized particles from within the cabinet:

(a) Repeated insertion and withdrawal of the workers' arms into and out of the work chamber.

(b) Opening and closing doors to the laboratory or isolation cubicle.

(c) Improper placement or operation of materials or equipment within the work chamber.

(d) Brisk walking past the cabinet while it is in use.
Class I and 11 BSCs should be located away from traffic patterns and doors. Fans, heating and air conditioning
registers, and other air handling devices can also disrupt airflow patterns if located adjacent to the cabinet. Strict

adherence to recommended practices for the use of BSCs and their proper placement in the laboratory are
important in attaining the maximum containment capability of the equipment.
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APPENDIX B. Select Agent Control Plan

Select Agents are the disease-causing agents and toxins that might be used for terrorism and which have been identified
as such by the Centers for Disease Control and Prevention (CDC). The identified select agents and select agent toxins
listed below are forty-two potential weapons whose transfer in the scientific and medical communities is regulated to
keep them out of unfriendly hands. Select agents and select agent toxins are comprised of viruses, bacteria, rickettsiae
(micro-organisms that have traits common to both bacteria and viruses), fungi and biological toxins. The USA Patriot
Act of 2001, Public Law 107-56, places restrictions on the possession, shipment, and transporting of certain biological
agents, toxins, and chemicals. Below is a list of agents and toxins that are covered by this law:

Viruses

©CoOoNSOR~WNE

11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.

29.

30.

31.
32.
33.
34.

African horse sickness virus

African swine fever virus

Akabane virus

Avian influenza virus (highly pathogenic)
Blue tongue virus (exotic)

Camel pox virus

Cercopithecine herpes virus (Herpes B virus)
Classical swine fever virus
Crimean-Congo haemorrhagic fever virus
Eastern equine encephalitis virus

Ebola viruses

Foot and mouth disease virus

Goat pox virus

Japanese encephalitis virus

Lassa fever virus

Lumpy skin disease virus

Malignant catarrhal fever

Marburg virus

Menangle virus

Monkeypox virus

Newcastle disease virus (exotic)

Nipah and Hendra complex viruses

Peste des petits ruminants

Plum pox potyvirus

Rift Valley fever virus

Rinderpest virus

Sheep pox

South American haemorrhagic fever viruses:

Junin, Machupo, Sabia, Flexal, and Guanarito.

Swine vesicular disease virus

Tick-borne encephalitis complex (flavi) viruses:
Central European Tick-borne encephalitis

Far Eastern Tick-borne encephalitis

(Russian Spring and Summer encephalitis)
Kyasanur Forest disease

Omsk Hemorrhagic Fever

Variola major virus (Smallpox virus)
Variola minor (Alastrim)
Venezuelan equine encephalitis virus
Vesicular stomatitis virus (exotic)

Toxins

CWo~NR~wWNE

10.
11.
Bacteria

CoNoO LN R

Abrin

Botulinum neurotoxins

Clostridium perfringens epsilon toxin
Conotoxins

Diacetoxyscirpenol

Ricin

Saxitoxin

Shigatoxin and Shiga-like ribosome inactivating proteins
Staphylococcal enterotoxins
Tetrodotoxin

T- 2 toxin

Bacillus anthracis

Botulinum neurotoxin producing strains of Clostridium
Brucella abortus

Brucella melitensis

Brucella suis

Burkholderia mallei

Burkholderia pseudomallei

Cowdria ruminantium (Heartwater)

Coxiella burnetii

Francisella tularensis

Liberobacter africanus

Liberobacter asiaticus

Mycoplasma capricolum / M. F38/ M. mycoides capri (contagious
caprine pleuropneumonia agent)

Mycoplasma mycoides mycoides (contagious bovine
pleuropneumonia agent)

Ralstonia solanacearum Race 3

Rickettsia prowazekii

Rickettsia rickettsii

. Xanthomonas oryzae pv. oryzicola
. Xylella fastidiosa (citrus variegated chlorosis strain)
. Yersinia pestis

Coccidioides immitis
Coccidioides posadasii
Peronosclerospora philippinensis
Phakopsora pachyrhizi
Sclerophthora rayssiae var zeae
Synchytrium endobioticum

Bovine spongiform encephalopathy agent.
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(1) Control and Security of Select Agents:

(@) Only authorized investigators may purchase select agents. Approval from the Research and
Development Committee must be obtained prior to the ordering/use of select agents. Investigators and
laboratory personnel must complete the following documents:

1) Ordering of Select Agents.

2) Requests for Articles and Manuscripts.

3) Statement of Eligibility to Handle Biological Agents or Toxins (form 3000).

4) When the quantity of any select agent or toxin exceeds the Animal and Plant Health
Inspection Service (APHIS) and/or the CDC exemption amount, a Certificate(s) of Registration from
APHIS or CDC for use or storage of select agents or toxins is required. When non-exempt quantities of
toxins are used or stored for research purposes, the Medical Center Director (Responsible Official) and
Alternate Responsible Official(s) must have an approved Security Risk Assessment as required in 42 CFR
73.7, or if regulated by APHIS, in compliance with 7 CFR 331.7, or 9 CFR 121.7, as applicable.

(b) See Medical Research Service Standard Operating Procedure (SOP) SRS-021 “Ordering of
Select Agents or Hazardous Chemicals™ for more information on ordering select agents.

(c) A select agent inventory log is kept within each laboratory. This inventory log documents
amount used, date used, current amount on hand and is initialed by the user. When a select agent has a “0”
balance, the inventory log is submitted to the Research Safety Coordinator (RSC). Alteration or
compromise of inventories or records for select agents or toxins is forbidden and is reportable to VA Police
Service and the facility safety office.

Personnel who have access to select agents must register with the APHIS and the CDC when inventories
exceed limits set by APHIS and CDC (see attachments). Access to laboratories that house select agents is
based upon obtaining a VA paid or Without Compensation (WOC) appointment, completing all required
training, and the completing of all forms noted in part (a). The RSC conducts a semi-annual review of
persons authorized to enter areas where select agents or toxins are used or stored.

(d) An Environmental Protection Agency (EPA) approved waste facility contracted by the
LSCDVAMC handles the collection and destruction of select agents and toxins (including exempt
guantities). Copies of the manifests which document the removal of select agents and toxins are submitted
upon request to the RSC from the EPA-approved waste facility.

(e) In the event of loss, release, or theft of select agents or toxins, the investigator or laboratory

personnel must notify the RSC immediately. Upon receipt of notice the RSC will contact Police Service
and the facility safety office.
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APPENDIX C. Recombinant or Synthetic Nucleic Acid Molecules

(1) When the use of Recombinant or Synthetic Nucleic Acid Molecules (rDNA) is cited on a Research
Protocol Safety Survey, the Principal Investigator must complete the following form:

CASE
CASE WESTERN RESEVE UNIVERSITY

Institutional Biosafety Committee

As a condition of National Institutes of Health (NIH) funding, institutions conducting or sponsoring
Recombinant or Synthetic Nucleic Acid Molecules research that is covered by the NIH Guidelines for Research
Involving Recombinant or Synthetic Nucleic Acid Molecules are responsible for ensuring that the research is
conducted in compliance with the provisions of the NIH Guidelines. For this purpose the Institutional Biosafety
Committee (IBC) was formed. Consisting of Case Western Reserve University (CWRU) faculty and community
representatives, the committee is charged with the responsibility for the oversight and approval of research
activities involving Recombinant or Synthetic Nucleic Acid Molecules conducted at or sponsored by CWRU, or
research conducted by CWRU faculty (this includes investigators whose laboratories are located at the Louis
Stokes Cleveland DVA Medical Center - LSCDVAMC), staff or students.

Research Projects Requiring IBC Registration

Recombinant or Synthetic Nucleic Acid Molecules research conducted at the LSCDVAMC must be conducted
with appropriate safeguards against environmental release and for protection of research personnel.
Accordingly, VA funded and non-VA funded projects and proposals performed on-site or in leased space and
which involve Recombinant or Synthetic Nucleic Acid Molecules must be registered with the Case Institutional
Biosafety Committee (IBC), prior to the initiation of research. The committee shall review for approval all work
requiring containment at Biosafety Level-2, Biosafety Level-3, and Biosafety Level-4. See Appendix G, NIH
Guidelines and the CDC's Biosafety in Microbiological and Biomedical Laboratories, 4th Edition.

Please indicate if you are performing any of the procedures listed below.
Experiments that Must be Registered & Approved PRIOR to Initiation:
YES [] NO [] Cloning of DNA encoding molecules toxic to vertebrates within LD50<100ng/kg body weight.

YES [ ] NO [] Cloning of total DNA from all Class 2, 3, or 4 human or animal pathogens (including HIV and
related viruses, and human tumor viruses).

YES [ ] NO [] Experiments using as vectors more than two-thirds of the genome of infectious animal or plant
viruses or defective recombinant viruses grown in the presence of a helper virus.

YES [] NO [] Cloning using human or animal pathogens as host-vector systems.

YES [] NO [] All experiments that may generate transgenic animals, including rodents constructed or purchased,
or plants which may extend the host-range of human, or animal pathogen or that require BL-2 or greater containment.

YES [] NO [] All human gene transfer experiments.
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Experiments that Require Registration Simultaneous with Initiation:

YES [] NO [] Experiments using as vectors less than two-thirds of the genome of defective animal or plant
viruses, free of helper virus.

YES [ ] NO [] Cloning of DNA for more than one-half of the genome of Class 1 or Class 2 human or animal
pathogens, or cloning of known oncogenes.

YES [] NO [] Generation of transgenic animals requiring ABL-1 containment.
YES [] NO [] Experiments involving whole plants.
Exempt Experiments that Do Not Require Registration:

Refer to the Guidelines, Section I11-F for a detailed explanation of exempt experiments not requiring registration with
the IBC.

Typical exempt experiments are:

YES [ ] NO [] Expression of proteins in prokaryotic hosts as long as culture volume is less than 10 liters, the
protein is nontoxic and the source DNA is not from a classified pathogen.

YES [] NO [] Expression of genes from either prokaryotic or eukaryotic sources when introduced in vertebrate
cells in culture as long as the vector contains less than 2/3 of a viral genome, cannot be packaged into a viral particle,
and cannot replicate autonomously.

YES [ ] NO [] Expression of genes in yeasts unless the source of DNA is from a classified pathogen.

YES [] NO [] Generation of transgenic flies or fish unless the source of DNA is from a classified pathogen.

YES [ ] NO [] Cloning of all other DNA in E. coli K12, S. cervisiae, and B. subtilis host-vector systems (with the
exception of DNA from Class 2, 3, or 4 pathogens).

YES [ ] NO [] Introduction into cultured cells of any Recombinant or Synthetic Nucleic Acid Molecules
containing less than half of a eukaryotic viral genome (with the exception of Class 2, 3, or 4 pathogens).

YES [ ] NO [] Purchase or transfer of transgenic rodents except those requiring BL-2 or higher containment.

Acknowledgement of Responsibility and Knowledge of Work Involving Recombinant or Synthetic Nucleic
Acid Molecules

I certify that my research studies will be conducted in compliance with and full knowledge of Federal, State and
local policies, regulations and CDC-NIH Guidelines governing the use of Recombinant or Synthetic Nucleic
Acid Molecules. | further certify that all technical and incidental workers involved with my research studies
will be aware of potential hazards, the degree of personal risk (if any), and will receive instructions and training
on the proper handling and use of rDNA.

Principal Investigator's Signature: Date:
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(2) When research involves non-exempt rDNA, the Research Protocol Safety Survey and research
protocol will be submitted to the IBC at CWRU for review. A Memorandum of Understating (MOU) between
the LSCDVAMC and CWRU is in place.

(3) The Principal Investigator and/or Laboratory Director are responsible for assessing laboratory-risks
and establishing entry/exit requirements (procedures) for personnel when non-exempt rDNA is in use or is being
stored.

APPENDIX D. Biological Spill Procedures (BSL-2):

(1) Laboratories working with biohazards must have access to a basic Biological Spill Kit. A
Biological Spill Kit is housed on the first floor/Research in the autoclave bay near rooms K-102 and
104, which is easily accessible.

Biological Spill Kit Includes:

Disposable coveralls (bunny suit)

Scrubs (for use only if clothes are contaminated)
De-con boots

Gloves

Goggles

Chlorhexidine Gluconate wipes (skin use only)
Bleach wipes (environmental surfaces only)
Absorbent

Disposable spatulas

©COoNoTRWDE

(2) The following procedures are provided as a guideline to the clean-up of a biohazardous spill:
A. All Spills

1. If the spill involves Clostridium difficile spores or another biological agent that
is able to survive on surfaces for a long period of time, please follow the guidelines for wipe-
tests found in the Research Safety SOP, SRS-024, for Infection Control Monitoring to ensure
complete clean-up of the agent and contact the Research Safety Coordinator (RSC) for further
assessment.

2. Take appropriate measures to prevent the spread of the contamination (e.g.,
drips, tracking on shoes, etc.) to additional surfaces (e.g., floors, outside the lab, etc.).

3. Use a two-step cleaning/disinfection process of first removing contents of the

spill or contaminated area with an initial bleach wipe/solution, then clean/disinfect with a
new wipe to prevent cross contamination.
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B.  Spill Inside a Centrifuge

1. Remove all personnel from the room. Wait 30 minutes for any potential
biological aerosol to settle before attempting to clean-up the spill.

2. Personal Protective Equipment (PPE):

a. For large spills (>100 mL), wear disposable coveralls, de-con boots,
goggles, and gloves during clean-up.

b. For smaller spills (<100 mL), lab coat, goggles and gloves are sufficient for
clean-up.

3. Remove rotors and buckets to the nearest biological safety cabinet using a
secondary container to prevent drips.

4. Thoroughly disinfect inside of centrifuge, rotors, and buckets using disposable
towels and 10% bleach, or bleach wipes using the two-step cleaning process. Place all
contaminated wipes and paper towels into solid biohazardous waste containers for further
processing by Environmental Management Service.

5. Remove contaminated debris, including PPE (disposable coveralls, de-con
boots, and gloves) after disinfection, place into solid biohazardous waste containers for
further processing by Environmental Management Service, and wash hands. Autoclave any
reusable items (i.e., centrifuge tubes) after they are initially cleaned with bleach.

6. Remove and discard PPE at point of use and wash hands.
C.  Spill Inside the Laboratory

1. Remove all personnel from the room. Wait 30 minutes for any potential
biological aerosol to settle before entering the spill area.

2. Remove any contaminated clothing and footwear and place into a biohazard bag
and sequester, then contact the RSC for further assessment on measures to take. Change into
scrubs and/or de-con boots.

3. If the spill made any contact with the person’s skin, even thru clothing, first
wipe the affected area thoroughly with a disposable towel, soap and water to remove any
excess contamination, dry, then wipe with Chlorhexidine Gluconate wipes and allow to air
dry to ensure germicidal action of disinfectant. Dispose all towels/wipes into solid
biohazardous waste containers for further processing by Environmental Management Service.
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4. PPE:

a. For large spills (>100 mL), wear disposable coveralls, de-con boots, goggles,
and gloves during clean-up.

b. For smaller spills (<100 mL), lab coat, goggles and gloves are sufficient for
clean-up.

5. Clean-up:

a. For large spills (>100 mL), cover and encircle the spill with absorbent and
use a disposable spatula to scoop up waste into a biohazard bag, being careful to
minimize aerosolization, and dispose into solid biohazardous waste containers
for further processing by Environmental Management Service.

b. For smaller spills (<100 mL), cover and encircle the spill with paper towels
being careful to minimize aerosolization, and dispose into solid biohazardous
waste containers for further processing by Environmental Management Service.

6. All items that were contaminated must be removed from the spill area;
wiping each item thoroughly with bleach wipes using the two-step cleaning process.
Autoclave any reusable items (i.e., centrifuge tubes, porous materials) after they initially
cleaned with bleach. Broken glassware must be picked-up with forceps and disposed into a
red hard-sided sharps box.

Note: Do not pick up any contaminated sharp object with your hands.

7. Wipe equipment with bleach wipes for designated contact time and rinse
with water, if necessary, using two-step cleaning process. Dispose of all wipes into solid
biohazardous waste containers for further processing by Environmental Management Service.

8. Wipe off any residual spilled material, and clean/disinfect with the area,
including the floor, with a new bleach wipe, using two-step cleaning process. Dispose of all
wipes into solid biohazardous waste containers for further processing by Environmental
Management Service.

9. Remove and discard PPE at point of use and wash hands.

10. Re-open lab when decontamination is complete.
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D. Spill Outside the Laboratory

1. Always transport biohazardous materials in an unbreakable well-sealed primary
container placed inside a leak-proof, closed and unbreakable secondary container, labeled
with the biohazard symbol (plastic cooler, bio-specimen pack, etc.).

2. Should a spill occur outside the laboratory, secure the area to ensure that the
spill remains contained.

3. Contact the RSC at ext. 4263.

4. Do not attempt to clean up the spill without the proper PPE and spill clean-up
materials.

E. Aftera Spill

1. Inform lab personnel, laboratory supervisor, the Principal Investigator,
and the RSC about the spill and the decontamination process that took place.

2. Determine the root cause of the spill and propose a method to prevent
this from happening in the future. This information must also be shared with lab personnel,
laboratory supervisor, the Principal Investigator, and the RSC.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy
Effective Date: SEPTEMBER 14, 2022
SOP Title: STORAGE POLICY FOR COMMON AREAS
SOP Number: SRS--003
SOP Version: .09
1. PURPOSE: To establish responsibilities and procedures for the safe storage of supplies in a common

storage area.

2. POLICY: Allinvestigators utilizing a common storage area must follow these procedures. Otherwise,
some or all of the stored supplies may be removed.

3. DEFINITIONS:

a.  Excessed - When a piece of equipment is reported to Logistics so that it may be removed from the
hospital equipment inventory list.

b. RAM - Radioactive materials.
c. RSC/CHO - Research Safety Coordinator/Chemical Hygiene Officer.
4. RESPONSIBILITY:
a. RSC/CHO:
(1) Ensures that all investigators are aware of and comply with storage procedures.
(2) Conducts semi-annual checks of the common storage area.
b. INVESTIGATOR:
(1) Reads and follows these procedures.
(2) Reports any violations of these procedures to the RSC/CHO.
c. EMPLOYEE:
(1) Reads and follows these procedures.

(2) Assists the investigator in complying with these procedures.
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()

Reports any violations of these procedures to the RSC/CHO.

5. PROCEDURE:

a. DRY GOOD STORAGE

)
)
©)
(4)

(%)
(6)
(7)

(8)

Any room used for dry good storage must be attended or must have a sprinkler system.

NO RAM may be stored in a common storage location for any reason.

NO CHEMICALS may be stored in a common storage location for any reason.

NO EQUIPMENT may be stored in a common storage area unless it meets all the following:
(@) It must have been excessed through the Medical Research Office (extension 64263).

(b) The Research Office (extension 64263) must be notified before the piece of equipment can
be moved into a storage area. This is to ensure that the equipment inventory is updated.

All materials must be "dry" materials.

All materials must be packed in boxes that are in good condition.
All boxes must be labeled with:

(@) Investigator's Name.

(b) Laboratory room number.

(c) Name of a contact person.

(d) Phone extension for contact person.

(e) Exact contents of the box.

(f) Date placed into storage.

All materials must be stacked safely; pallets are to be used to keep items off the floor.

b. 4° CELSIUS COLD ROOMS

(1)

Cold Rooms are constant 4°C walk-in units that are available on each floor within Medical

Research Service.
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(2) The air in a Cold Room is re-circulated; flammable or hazardous chemicals must not be stored in
these rooms. When such fumes are concentrated, they pose explosion and health hazards. The use of/or storage
of Dry Ice and/or Liquid Nitrogen is forbidden. These agents decrease the oxygen level within a self-contained
room; placards are posted outside each cold room addressing this hazard.

(3) Due to the storage of equipment and hazardous materials, Cold Rooms must be locked when not in use.

(4) Cardboard boxes are not permitted in Cold Rooms; moisture within a Cold Room can promote the
growth of mold on cardboard materials.

(5) Cold Rooms may be used for storage as long as every item:
(@) s non-flammable.
(b) Requires refrigeration to maintain usefulness.
(c) Is off the floor.
(d) Is properly labeled with chemical name, hazard information, investigator's name, date opened,
and target-organs (when appropriate).

Cold Rooms are inspected semi-annually to ensure that all requirements are being followed. Each investigator
must correct or remove any item that is not in compliance.

5. REFERENCES: Medical Research Service Chemical Hygiene Plan, 2022.

6. RESCISSIONS: Medical Research Policy SRS-003. The rescission date of this policy is September 13, 2027.

7. FOLLOW UP: RSC/CHO
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: May 13,2020

SOP Title: INVENTORY CONTROL OF VA EQUIPMENT IN MEDICAL RESEARCH SERVICE
SOP Number: SRS--018 |

SOP Version: .07

1. PURPOSE: To establish responsibilities and procedures for the Inventory Control of VA-purchased
equipment in Medical Research Service.

2. POLICY: All employees utilizing VA-purchased equipment must take responsibility for and follow the .
procedures below pertaining to VA-purchased equipment.

3. DEFINITIONS:

a. Excessed - When a piece of equipment is deemed unusable/outdated, the RSC reports this to
Logistics so that it may be removed from the hospital equipment inventory list.

b. RSC/CHO - Research Safety Coordinator/Chemical Hygiene Officer.

4. RESPONSIBILITY:
a. RSC/CHO:
(1) Assures that all investigators are aware of and comply ’With procedures involving VA-equipment.
(2) Conducts an annual inventory of VA-equipment.
(3). Reports lost/potentially stolen equipment to Police Service and Logistics.
(4) Processes paperwork/prepares equipment for excessing through Logistics.

(5) Ensures that all outdated/damaged computer-related equipment is transferred over to Information
Resource Management (IRM) and is reflected on the Investigator’s inventory through Logistics.

(6) Will re-distribute functional equipment that is not being used to another laboratory, office, etc.

(7) Utilizes the Medical Research Equipment Database and the Logistics Equipment Database to
possibly locate missing equipment.

(8) . Updates the Medical Research Equipment Database to reflect current equipment inventories.
(9) Inventories all Research Office and Common equipment, i.e. shared by multiple investigators.

(10) Makes arrangements with Investigators/personnel and Grounds Crew, if applicable, to have
equipment moved. When excessed, the Warehouse picks-up such equipment.
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b. INVESTIGATOR:

(1) Reads and follows these procedures.

(2) Instructs personnel to comply with the procedures set forth in this SOP.

(3) Reports to the RSC/CHO when:

A.
B.
C.

Equipment is missing/potentially stolen.
Equipment is to be excessed.
There is the movement of equipment, i.e. room/building change or a piece of equipment is to

be removed from the facility for repair.

(4) Is accountable for all VA-purchased equipment listed on his/her inventory.

(5) Ensures that an annual inventory of VA-purchased equipment is conducted as requested.

c. EMPLOYEE:

(1) Reads and follows these procedures.

(2) Assists the investigator in complying with these procedures.

(3) Reports to the RSC/CHO when:

A.
B.
C.

Equipment is missing/potentially stolen.
Equipment is to be excessed.
There is the movement of equipment, i.e. room/building change or a piece of equipment is to

be removed from the facility for repair.

(4) Assists the Investigator with the completion of an annual equipment inventory.

5. PROCEDURE:

a. ANNUAL INVENTORY

(1) The RSC will distribute an Equipment Inventory annually to all Investigators who have VA
equipment in their possession.

(2) Investigators or designee will review their Equipment Inventory and identify:

A.
B.

C.
D.

Equipment listed is On;hand.
Verifies that equipment inventory bar-code #s and older forms of identification (metal tags,

Stickers, etc.) are recorded properly on the inventory.
Location of equipment.
Equipment not listed.

(3) Investigators or designee will update inventory with all changes, i.e. location, equipment not
listed, etc.

(4) Equipment listed on the inventory, but not accounted for, must be noted with an explanation as to
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“what happened with the equipment, if known.

b. MISSING/POTENTIALLY STOLEN EQUIPMENT

(1) When a piece of equipment is first noticed as missing, the Investigator/ or designee must contact

all other employees/investigators who may be using/have possibly moved the equipment.

(2) When all users of the missing/potentially stolen equipment have been contacted, and the item has

not been located, the Investigator/personnel must contact both Police Service and the RSC/CHO.
The RSC/CHO will inform Logistics.

(3) The RSC/CHO will update the Medical Research Equipment Inventory Database with this

information and forward the same to Logistics.

(4) Equipment listed on the inventory, but not accounted for, must be noted with an explanation as to

what may have happened with the equipment. The RSC will follow-up by utilizing the Logistics
Equipment Database and working with the Investigator and/or personnel.

c. EXCESSING EQUIPMENT

(1) Atno time is VA or non-VA purchased equipment disposed of as regular garbage. All computer-

)

3)

related equipment must be transferred over to IRM through the RSC/CHO and Logistics. All
other equipment is processed through the RSC/CHO and LOGISTICS. ' "

Investigator or designee must contact the RSC/CHO when equipment is to be discarded. The
make/model of the equipment must be provided as well as the VA Bar-code information or other
VA equipment identifiers, i.e. metal tags, stickers, etc.

The RSC/CHO will make arrangements for the removal/dispoéal of all equipment. Investigators
and/or personnel are not permitted to dispose equipment.

RE-DISTRIBUTION OF EQUIPMENT

(1) When an Investigator closes down their laboratory/office space, associated service-line sections

are considered first for the re-distribution of equipment. For example, if an investigator is
associated with the Department of Medicine, investigators also associated with the Department of

- Medicine are given first choice in the re-distribution process. In the event that two or more

Q)

investigators request the same piece(s) of equipment, they must submit in writing a justification
to the Administrative Officer/Research detailing their need and proposed use of the equipment.

When an investigator leaves the VA and he/she is the only investigator associated with a
particular service-line section, Research Career Development Awardees are given first choice in
the re-distribution process of VA equipment. Through mentored research training, the Career
Development Program promotes the professional careers of outstanding clinician scientists
committed to conducting biomedical research. ’

Previously owned equipment available for service-wide re-distribution is either advertised by the
RSC/CHO or is part of a “garage sale”, i.e. a laboratory or office in the process of being
decommissioned where all equipment, supplies, etc. are available to the first Investigator or
employee who requests ownership.
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(3) When advertised, equipment will go to the first individual to place the request with the RSC/CHO.
The transfer of this equipment is also recorded with Logistics.

(4) When part of a “garage sale”, VA equipment cannot be removed until recorded by the RSC/CHO.
The transfer of this equipment is also recorded with Logistics.

6. RESCISSIONS: Medical Research Service SOP SRS-18, dated March 31, 2005. The rescission date of this
Subcommittee on Research Safety Policy is May 10, 2023.

7. FOLLOW UP: RSC/CHO
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LOUIS STOKES CLEVELAND VA MEDICAL CENTER
Medical Research Service Policy

Effective Date: APRIL 5, 2018
SOP Title: USE OF THE CONFOCAL MICROSCOPE (ZFISS PASCAL)
SOP Number: SRS--023

SOP Version: .04

1. PURPOSE: To establish protocol for the safe use and operation of the Confocal Scanning Microscope
located in Research, Room K205A.

2. POLICY: The Confocal Scanning Microscope operates with the use of class 3 B laser. This instrument
must be operated only by trained users.

3. DEFINITIONS:

a. Confocal Microscopy — Confocal microscopy offers several advantages over conventional optical
microscopy, including controllable depth of field, the elimination of image degrading out-of-focus
information, and the ability to collect serial optical sections from thick specimens. The key to the
confocal approach is the use of spatial filtering to eliminate out-of-focus light or flare in specimens that
are thicker than the plane of focus.

b. HeNel and HeNe2 — Helium-neon lasers, usually called HeNe lasers, are a type of small gas laser.

c. Argon Laser — A laser with ionized argon as the active medium.

4. RESPONSIBILITIES:

a. INVESTIGATOR/SUPERVISOR
i. Provides new employees with training on safe working practices, policies and procedures appropriate
for the safe use and operation of the Confocal Scanning microscope and maintains documentation of this training.
ii. Performs all other duties of Investigator/Supervisor as outlined in SOP Number SRS-001 Medical

Research Safety Program.

b. EMPLOYEE
i. Performs all other duties of EMPLOYEE as outlined in SOP Number SRS-001 Medical Research

Safety Program.

ii. Adheres to the Confocal Scanning Microscope usage protocol as outlined below in Section 5,
Procedures.






5. PROCEDURES: The Confocal Scanning Microscope is operated with a class 3 B laser. This moderate-risk
class includes medium-power lasers. You must take care not to expose yourself to the radiation of such lasers.
Never look into the beam of a laser!

If used properly, the Confocal Scanning Microscope will not pose any laser radiation risks for operating staff.
The dangerous laser radiation area is limited to the beam path, which is approximately 10 cm from the
specimen. Warning and information labels must be observed Operators must observe the following:

Do not place any reflecting objects into the beam path.

Do not open any covers or paneling.

Do not look at the laser beam to view specimens. Damage to the eye may occur.
Do not leave any screw positions of the nosepiece uncovered.

aH oe

Suitable protective measures must be taken if gases, dust or vapors hazardous to health, secondary radiation or
explosive objects should arise on the specimen resulting from laser radiation.

Note: Prior to use, certification and maintenance (per the manufacturer) must be followed. If the unit has been
dormant, refer to the manufacturer’s instructions before operating unit.

General protocol for use of the Confocal Scanning Microscope:

a. Turn on room fan to cool off instruments.
b. Turn on Arc Lamp (Mercury lamp for fluorescent microscopy):
-Green switch under microscope.
c. Turn on power strip located on table leg.
d. Turn on HeNe lasers by turning (2) keys from vertical to horizontal position.
e. Turn on Argon laser power source (black box next to HeNe lasers):
-Press button 1%, then turn key.
-Light inside laser box will turn from orange to purple when is has warmed up. After the light turns
purple, flip the silver toggle switch UP*.

*When the confocal microscope is not in use for a prolonged period, turn off (down) foggle switch

f.  Turn on computer (when asked for password, leave line blank and press “OK”)
g. Use of Confocal Software:

i. Double-click PASCAL for confocal.

it. Click ONLINE mode.

iti. Click START.

iv. Make sure the AQUIRE button is pressed on top row of toolbar.
v. Open 3 windows: 1. MICRO 2. CONFIG 3.SCAN

MICRO box lets you control things on the microscope such as the objective lens, the reflectors you need to use
for fluorescence and the shutter---In order to see the specimen through the microscope, the VIS button must be
selected on the upper toolbar—

CONFIG lets you configure the settings (e.g. laser power, dichroic mirrors, emission filters, etc.) for confocal
image acquisition.

SCAN is used to control the laser scanning microscope. Here is where you choose pixel depth, scan time, z
stacks, etc. The LSM button must be selected in the upper toolbar.






h. To turn microscope OFF:

i. Clean objective lens and move to open position.
ii. Turn toggle switch off (down).
iii. Turn off key next to toggle switch.
iv. AFTER THE FAN GOES OFF, turn off power on black box.
v. Turn off 2 keys on HeNe laser box.
vi. Turn off/shut down computer
vii. Turn off power strip
viii. Turn off Arc lamp under microscope

6. REFERENCES: VHA Handbook 1200.08; Manufacturer Instructions of Use

7. RECISSION: Medical Research Service Policy SRS--23 dated May 7, 2009. The rescission date of this
Policy is April 1, 2021.

8. FOLLOW-UP RSC/CHO
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Medical Research Service Safety Policies:
Policies can be found at: https://www.clevelandvaresearch.org/srs-policies

SRS-001 — Safety Program

SRS-002 — Biosafety Policy

SRS-003 — Storage Procedures for Common Storage Areas

SRS-004 — Laboratory Moving

SRS-005 — Laboratory Decommissioning

SRS-006 — Utility Failure Procedures

SRS-007 — Eating and Drinking

SRS-008 — Office Safety

SRS-009 — Infection Control Procedures for the Animal Research Facility
SRS-010 — Employee Training by Supervisor

SRS-011 — New Employee Training

SRS-012 — Fire and Fire Drill Procedure

SRS-013 — Risk Assessment Policy

SRS-014 — Emergency Protocol for the Animal Research Facility
SRS-015 — Research Protocol Safety Survey (VA Form 10-0398)
SRS-016 — Controlled Substance Program: Medical Research

SRS-018 — Inventory Control of VA Equipment

SRS-019 — Emergency Preparedness

SRS-020 — Access to Medical Research Space

SRS-021 — Ordering of Select Agents or Hazardous Chemicals

SRS-024 — Infection Control Procedures for Infectious Diseases Research
SRS-025 — Institutional Review Entity

SRS-027 — Infection Control Procedures for Work Involving SARS-CoV-2

INTRODUCTION:

The Medical Research Service Safety Training Manual complies with the Occupational Safety and Health
Administration (OSHA) standards entitled "Occupational Exposures to Hazardous Chemicals in Laboratories"
(29 CFR 1910.1450) and "Hazardous Communication" (29 CFR 1910.1200). Other OSHA standards are cited
under Occupational Health and Safety Regulations (page 7). Employees must use this manual as a reference for
policies and practices at this work site. It contains research safety policies/procedures to follow when handling
hazardous materials and information derived from the Right-to-Know law (page 9). The Research Safety
Coordinator/Chemical Hygiene Officer (RSC/CHO) works with the Medical Research Service Subcommittee
on Research Safety to institute new policies, revise existing policies, and train employees in safe work practices.
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RESEARCH SAFETY COORDINATOR/CHEMICAL HYGIENE OFFICER

John Schaffer is the RSC/CHO for Medical Research Service. He can be reached at (216) 791-3800 extension
64263, in the Research Office (K-117) or by e-mail at john.schaffer@va.gov

The RSC/CHO is responsible for:

1. Developing, administering, and updating safety program policies for Medical Research Service.
Ensuring the security of Medical Research Service laboratories.

3. Conducting, documenting, and updating in-service training for laboratory personnel annually,
including auditing every laboratory investigator’s research program.

4. Processing new chemical requests for Medical Research.

5. Preparing agendas/minutes for the Subcommittee on Research Safety and Security (SRSS).

6. Reporting minutes from the Institutional Biosafety Committee (IBC) of record when a VA-related
study is discussed.

7. Ensuring weekly inspections of the emergency eyewash/shower stations are conducted.

8. Maintaining documentation and reporting of semi-annual laboratory (health and safety)
inspections from onsite and offsite locations, where VA-approved research is conducted.

9. Coordinating and reporting semi-annual chemical inventory updates for Medical Research Service
with the Facility Safety Office.

10. Coordinating and reporting semi-annual reviews of laboratories working with select agents.

11. Coordinating and reporting semi-annual research security system activity.

12. Presenting annual Physical Security Assessments at a convened SRSS meeting.

13. Conducting and reporting safety and security drills (e.g., fire, chemical or biological spill,
biothreat, active shooter, or emergency preparedness) on an annual basis.

14. Reporting and maintaining documentation of Annual Workplace Evaluations (AWE),
Environment of Care (EOC) rounds, Police Security Vulnerability Reports, and Semiannual
Reviews of the Animal Research Facility (ARF).

15. Preparing an Annual Research Safety Summary report for the Research and Development
Committee and the Medical Center Director. The following must be reported: Drills conducted,
reports of spills, accidents, and injuries; AWE findings; EOC findings; Police Security
Vulnerability Reports; all semi-annual reviews (hazardous chemicals, physical security, select
agents, and laboratory inspections (onsite and offsite).

16. Coordinating the semi-annual reporting of all hazards in Medical Research to Personnel Health.

HAZARDOUS MATERIALS: LABORATORY SECURITY

All laboratories must have doors. Laboratories that house hazardous materials (radioactive, biological,
chemical, and select agents) must always be secured, i.e., occupied and/or laboratory door closed (all
laboratory doors lock upon closure and have non-defeating lock mechanisms). All points of entry into
laboratory space where hazardous materials are in use and/or stored shall have automatic-closing devices, as
mandated by the National Fire Protection Association, NFPA 101, 19.3.2.1.3. This standard of security is
mandated by Medical Research Service, VHA Handbook 1200.06: Control of Hazardous Agents in VA
Research Laboratories, the Nuclear Regulatory Commission, the Department of Veterans Affairs National
Health Physics Program, and Congress.

Security Awareness: Employees will utilize the Emergency Paging Code System (page 22) when a
suspicious person, package (LSCDVAMC Biological and Chemical Terrorism Response), or violent behavior
is noticed. Strangers/personnel without Identification Badges are to be challenged.
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Laboratory Security — Corridors accessing laboratories in Medical Research Service are always secured. The
following security mechanisms are in place:

1. Key Access: New employees receive keys to the laboratory that they will be working in. Keys are
not issued to an employee until all safety training and personnel paperwork have been initially
completed and updated annually thereafter. Until the necessary paperwork has been completed,
access to laboratory space will be denied. Employees must sign a key logbook when issued a key.

Medical Center Policy 138-001 Space Key Control is provided to all new employees.

2. Proximity Readers/Cards: Proximity Cards are issued with the same requirements as noted in
Key Access. Proximity Readers are located at points of entry to laboratory space and the elevator
in Medical Research. Access can be removed from a Proximity Card if training and/or Without
Compensation (WOC) appointment paperwork is not up to date.

Employees obtain Proximity Cards in the PIV (Personal Identification Verification) Office, which
is part of Police Service. Contact the PIV Office at extension 4609 or 4610 if you have any
questions. Proximity Readers are linked to software that record the date and time an employee
enters a secured area. The software records denied entries and exits made without utilizing the
Proximity Reader. For employee safety, at each point of egress, a green “exit’ button will
disengage the magnetic locking device that secures the door; this prevents an employee from being
trapped in the facility in the event of an emergency.

3. Cameras: Cameras are positioned throughout Medical Research to monitor/record 24/7 activity at
eleven points of access into laboratory space. Camera activity is displayed on remote surveillance
screens located in Police Service.

4. Select Agents and Radioactive Materials: Select agents and radioactive materials must be stored
in a locked cupboard, refrigerator, or freezer. Exempt quantities of toxins and hazardous
agents/chemicals must be controlled when not in use or not in direct view of an unapproved
individual. Laboratories that house select agents are keyed-off the grand master key system, which
indicates that only one key opens such laboratories. Keys to these laboratories are issued to specific
laboratory personnel and Police Service only.

5. Visitor Log-Book: Visitors to Medical Research Service must sign a Visitor Log-Book located in
the Research Office, room K-115. An employee must accompany all visitors from the laboratory
that they are visiting. Visitors are not permitted to enter a secured area without an escort.
Employees are directed to instruct all visitors to report to the Research Office and sign the Visitor
Log-Book.

TRAINING

All annual training records are documented and maintained.

1. Formaldehyde Training — OSHA regulation 29 CFR 1910.1048 requires annual training in the
hazards of formaldehyde for persons working with formaldehyde gas, all mixtures or solutions
composed of greater than 0.1% formaldehyde, and/or materials capable of releasing formaldehyde
into the air. The Facility Safety Office assigns formaldehyde training in the Talent Management
System (TMS), which covers the Medical Center’s Formaldehyde policy, OOS-027.
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Medical Research Services also requires annual Formaldehyde Safety Training for those working
with a formaldehyde-based solution, i.e., 1%, 10%, 37%, or 100% formaldehyde, formamide,
formalin, etc.

2. Environment of Care Safety Training — General Medical Center safety rules are presented in the
VA Talent Management System (TMS), which comprises the Joint Commission on Accreditation
of Healthcare Organization (JCAHO) Safety Training. All new VA and non-VA employees who
work at the VA Medical Center (on-site or leased facility) must complete this training when hired
and annually thereafter. Subjects include:

a. Emergency Management Planning Training — All employees will be familiar with how to
identify an emergency, assess the level of risk, the phases of emergency management, and
the emergency plans that are in place through a module in TMS.

b. VAMC Fire Protection and Prevention Training — All employees will be familiar with
how to prevent a fire and what to do if there is a fire through a module in TMS.

c. Infection Prevention Training — All employees will be familiar with the chain of infection,
Occupational Safety and Health Administration (OSHA) — bloodborne pathogens,
infectious waste management, tuberculosis, isolation precautions review, environmental
cleaning and reusable medical equipment, influenza and other vaccine preventable diseases,
Joint Commission National Safety Goals, resistant organisms, Legionella disease,
construction, emerging pathogens, and emergency management/bioterrorism through a
module in TMS.

d. MAXCOM Global Harmonization Training — All employees will be familiar with the
MAXCOM system, including signal words, hazard classifications, pictograms, hazard
statements, and precautionary statements through a module in TMS.

e. Practicing Safety at Work Training — All employees will be familiar with the Medical
Center’s smoking restrictions, personal protective equipment and what is used and when,
electricity safety, preventing back injuries, ergonomics awareness, slips, trips, and falls,
MRI safety, reporting injuries at work, and employee rights through a module in TMS.

f. Active Shooter Training - All employees will learn of their options and how to respond to
an Active Threat Event in progress through a module in TMS.

3. Laboratory-Specific Safety — The laboratory supervisor/investigator must present and document
laboratory-specific safety training to an employee upon the latter’s initial assignment to the
laboratory and annually thereafter. Additional training is required every time a new chemical,
piece of equipment, protocol or protocol modification is introduced into the employee's duties.
Laboratory-specific training covers the chemicals, equipment, and procedures that the employee
will utilize. Emphasis must be placed on relevant hazards, ways to detect a chemical release,
storage and handling protocols, personal protective equipment, and emergency procedures.

More specific information concerning the content of this training can be found in SRSS Policy -10,
Employee Training by Supervisor Policy.

Additionally, a Risk Assessment and Certification form is completed for each lab, updated as
needed, and reviewed on an annual basis. This assessment covers chemical, biological, and
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physical (equipment) hazards. The initial risk assessment as well as the addition of risks must also
be reviewed by an Industrial Hygienist from the Facility Safety Office.

The laboratory investigator’s research program (i.e., personnel on studies and their training records,
hazards (chemical, biological, physical, and radiation), risk assessments, and lab inspection reports
and findings) will be audited annually by the RSC/CHO.

Medical Research In-Service — Service-specific rules on safety are presented by the RSC/CHO at
the Medical Research In-Service. Training covers the Chemical Hygiene Plan, the Right-to-Know
Law, the Hazard Communication Program, and safety policies and procedures that affect research
employees. No employee may handle or work in the vicinity of any hazardous material until
he/she completes all safety training. This in-service training is required at start of hire and
annually thereafter.

Radiation Safety Training — Any employee who works with or around radioactive material or x-
ray equipment must attend an orientation from the Radiation Safety Officer (RSO) and complete
annual radiation safety training, which is provided by the RSO/Chief of Staff, (216) 791-3800
extension 63096. Instructions to workers regarding radiation safety are posted in all laboratories
that house radioactive material(s).

Laser Safety Training — Employees who operate or work within the same room where equipment
that function with the use of a laser (specifically class 3b or 4) must complete Laser Safety
Training provided by the Laser Safety Officer, (216) 791-3800 extension 63096.

Department of Transportation Training — Current U.S. Department of Transportation (DOT)
regulations require initial and recurrent training of all employees who perform work functions
covered by the Hazardous Materials Regulations (HMR; 49 CFR Parts 171-180). Any employee
whose work directly affects hazardous materials transportation safety is required to have training.

Enhanced BSL-2+ Safety Training — Employees who work with samples that are confirmed or
potentially contain SARS-CoV-2 are required to annually take this training.

Powered Air-Purifying Respirator (PAPR) Training — Employees who work with samples that
are confirmed or potentially contain SARS-CoV-2 are required to take this training.

MAXCOM

MAXCOM is a web-based workplace chemical safety program that fully complies with the Occupational Safety and
Health Administration (OSHA) Hazard Communication Standard [29CFR 1910-1200]. OSHA requires that employers
identify hazardous chemicals in the workplace and effectively communicate these hazards to employees.

MAXCOM SAFETY NOTEBOOK

Every laboratory must have a MAXCOM SAFETY notebook. This notebook contains:

b=

Medical Center Policy OOS-006 Hazard Communication Plan.

A Chemical Inventory specific for the laboratory (by room number).
Safe Use Guides.

The most recent Medical Research Service Safety Training Manual.
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5. Laboratory-specific Standard Operations Procedures (SOPs).

The RSC/CHO will provide updated information to each laboratory to add to or replace existing documents in
the MAXCOM Safety Notebook.

MAXCOM CHEMICAL INVENTORY

Laboratory chemical inventories includes all OSHA and EPA deemed hazardous chemicals. Lab-specific
chemical inventories are located in each laboratory’s MAXCOM Safety Notebook and in MAXCOM.

Chemical inventories are updated in real-time, i.e., purchases of new chemicals are uploaded into MAXCOM
upon approval from the Facility Safety Office and when chemicals are removed from a laboratory’s inventory
(upon completion of a chemical or when disposed of through a Hazardous Chemical Pick-up as noted on page
9). This information is provided to the RSC and is then forwarded to the Facility Safety Office, which
maintains all chemical inventories in the MAXCOM program. Inventories of chemicals on hand are reviewed
semi-annually by the RSC. Since every chemical must be inventoried, maintaining the minimum number of
chemicals on hand is advisable.

Authorized Users of radioactive material (RAM) are required to complete semi-annual inventories per the
Radiation Safety Officer. Radioactive materials must not be included with the chemical inventory.

CHEMICAL LABELING (ORIGINAL & SECONDARY)

** YOU HAVE THE RIGHT-TO-KNOW ABOUT ANY HAZARDOUS MATERIAL YOU USE **

Never underestimate the risks involved with chemical work

The Hazard Communication Law requires that all chemicals in the laboratory have a complete label, even
those chemicals manufactured before the law went into effect. This labeling requirement applies to all
chemicals, in original or secondary/other containers. A MAXCOM label must be affixed to all secondary
containers. This label includes the chemical’s common name, a National Fire Protection Association safety
diamond (as described below), the hazards associated with the chemical, and the personal protective
equipment required for safe handling and to eliminate exposure.

Red - FLAMMABLE
Blue - HEALTH

i.e., Corrosive, Oxidizer, etc.

Numeric NFPA Values:
0—-NO HAZARD

1 — CAUTION

2 — WARNING

3 - DANGER

4 - EXTREAMLY DANGEROUS
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Employees must inspect chemical labels to determine if all required information is sufficient and legible.
Labels on new/existing chemicals must never be removed or defaced. Illegible or insufficient labeling must be
replaced or updated. The labeling law applies to all containers (including waste receptacles) and laboratory
doors, i.e., Carcinogens, Biohazardous Material, and Radioactive Materials. Warning labels must also be
posted at areas within the lab where special or unusual hazards exist.

The Globally Harmonized System (GHS) Pictograms — GHS Pictograms are a visual system that conveys

information about dangerous chemicals. Pictograms are also referred to as hazmat symbols. This is helpful in
facilities where employees speak different languages.

GHS HAZARD PICTOGRAMS

& O

GH501: Explosive GHS02: Flammable GHS03: Oxidizing

OO

GHS504: Compressed Gas GHS05: Corrosive GHS06: Toxic

O

GHS07: Harmful GHS08: Health Hazard GHS09: Environmental
Hazard

Precautionary information may appear on the original chemical label, such as:

Recommended Personal Protective Equipment (PPE).
Proper handling techniques.

Proper storage.

First aid procedures.

Older chemicals may have inadequate labels because they were manufactured prior to this law. To properly
label a chemical, print a label from the MaxCom database.

If the chemical is no longer needed, see HAZARDOUS WASTE & CHEMICAL DISPOSAL. Do not remove
or deface labels on chemical containers until completely empty and free of residual chemicals (rinsed with
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water three times).

LABORATORY ENTRANCES: Chemical Use

The following chemical safety labels are affixed at laboratory entrances:
1. Danger: Flammable Gas — When natural gas is used on a regular basis, e.g., Bunsen Burners.
2. Formaldehyde in Use — When Formaldehyde and/or a formaldehyde-based chemical is stored or
used on a regular basis. This includes any percentage of formaldehyde (1% to 100% concentration),

formalin, formamide, etc.

3. Sensitizers in Use — When a chemical causes an allergic reaction in normal tissue after repeated
exposure, which is also called “chemical hypersensitivity”.

4. National Fire Protection Agency Safety Diamond — When any chemical rated by the National
Fire Protection Agency (as noted above) is stored within a laboratory.

SAFETY DATA SHEET (SDS)

The Hazard Communication Law requires that every hazardous chemical have an SDS that identifies vital
information. The SDS is provided by the manufacturer and must be submitted to the RSC with each initial
chemical order, which must be approved by the Facility Safety Office. When approved, the SDS will be
downloaded into MAXCOM, which is located on the Louis Stokes Cleveland DVAMC Home Page.

ALWAYS READ THE SDS BEFORE USING ANY CHEMICAL FOR THE FIRST TIME.

REVIEW CHEMICAL SAFETY HAZARDS AND PRECAUTIONS OFTEN.

Each SDS contains the following information:
Section I. - GENERAL INFORMATION: States the identity of the material and the manufacturer.

Section II. - HAZARDOUS INGREDIENTS: Lists all hazardous chemicals that comprise 1% or
greater of the chemical's composition. (Carcinogens are listed if their concentrations are 0.1% or
greater.)

Section II1 - PHYSICAL AND CHEMICAL CHARACTERISTICS: Describes appearance, odor,
boiling and melting points, specific gravity, etc.

Section IV — PHYSICAL HAZARDS: Describes fire and explosion hazard data, including toxic
gases produced when burning. This includes:

FLASHPOINT - the lowest temperature at which a flammable liquid will form a vapor that
can be ignited and burn.

FLAMMABLE (EXPLOSIVE) LIMITS — These are the lowest and highest levels of
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flammable vapors that will ignite and burn.

Section V — REACTIVITY DATA: Describes stability. If unstable, it will list the conditions to be
avoided. Incompatible chemicals and decomposition products are also listed.

Section VI - HEALTH HAZARD DATA: Lists information about health consequences, including
routes of entry and target organs.

This section also lists symptoms and effects indicative of overexposure. FIRST-AID
recommendations are listed. Exposure limits are defined as:

OSHA PEL — Permissible Exposure Limit: The maximum concentration of a chemical to
which a worker may be exposed at any given time without known health consequences.

ACGIH TLV — Threshold Limit Value: The maximum concentration of contaminants to which
workers may be exposed for an eight-hour workday without known health consequences.

Section VII - STORAGE, SPILL AND DISPOSAL PROCEDURES: Lists storage precautions and
instructions for proper cleanup and disposal.

Section VIII - PROTECTIVE EQUIPMENT: Provides the manufacturer's recommendations for
respirators, eye protection, gloves, and other personal protective equipment and ventilation.

HAZARDOUS MATERIAL SPILL PROCEDURE

Medical Research employees are trained to be familiar with the proper procedure to follow in the event of a
hazardous material spill, outlined in Medical Center Policy OOS-012 Control of Small Hazardous Material
Spills. Carpeting/rugs/cloth seating are not permitted in laboratories/clinical areas where chemical or
biological materials are handled. All surfaces must be easy to decontaminate after a hazardous material spill,
i.e., linoleum, tiled flooring, etc. The following list indicates various hazardous materials and the service that
should be contacted in the event of a spill or release:

1. Mercury:

a. Environmental Management Service (E.M.S.), extension 4270. Only E.M.S. personnel are
service-trained to safely clean a mercury spill; this is performed with a Mercury Vacuum that collects the
mercury in a sealed container and is turned over to the Facility Safety Office for hazardous material pick-up.

b. The RSC/CHO, extension 64263, provides a Spill/Release Incident Report form to be filled
out by the employee(s) involved, is filed with the RSC/CHO, and submitted to the Facility Safety Office.

2. Radioactive Material:

Medical Research employees who cause or are otherwise affected by a radioactive material spill
must respond in accordance with Medical Center Policy 000-028, Radioactive Material Acquisition and
Control. In the event of a radioactive material spill, you must immediately contact the Radiation Safety
Officer at extension 63096 or via cell phone 216-217-6506. You may also contact the Medical Health
Physicist/Radiation Safety at 65428. A Radiation Emergency Response guidance sheet is posted in all
laboratories that house radioactive material(s).
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3. Hazardous Chemicals:

Medical Center Policy OOS-012 Control of Small Hazardous Material Spills outlines emergency
and non-emergency spill procedures.

a. Emergency Spills: Non-incidental hazardous chemical spills require an Operations Level
response.

1) Evacuate all personnel from the area.

2) Close doors to contain airborne contaminants and prevent entry to the area. If
possible, fume hoods should be utilized to remove hazardous fumes as quickly as
possible.

3) Notify the Local Emergency Response Unit: VA Police Services, extension 2222, and
the Facility Safety Office, extension 821-6158. State the building, room number, the
hazardous material, if a fire is involved, and if people are injured. The Emergency
Response Unit will contain the hazardous material from a safe distance, keep it from
spreading, and prevent exposures.

4) Obtain an SDS sheet. Wait outside the room, out of danger, until help arrives.

b. Non-emergency Spills: Incidental hazardous chemical spills, minor in size, do not require
an Operations Level response.

1) Contain the spill by applying the proper absorbent for the hazardous material. A
Universal Absorbent is the absorbent to be used with most spills and is required to be
in each laboratory. Spill Kits are wall-mounted throughout the Research Building.
They are to be used, instead of Universal Absorbents, for the following hazardous
spills: acid, caustic, solvent, and formaldehyde/ formaldehyde solution spills. Each
kit contains neoprene gloves, goggles, plastic bags, twist ties, spatula, and canisters
specific to the type of spill. The absorbent used should be applied around the edge of
any liquid chemical spill to prevent it from spreading. The spilled chemical must be
completely absorbed. Both absorbents are inert and will not react with the chemical.
Remember - absorbents will not neutralize the chemical! Dispose of the absorbed
chemical following these steps:

>

Wearing appropriate Personal Protective Equipment, scoop the absorbed
chemical into a plastic bag with a spatula.

Tie bag with twist tie.

Place bag into a box and seal with tape.

Label box with name of chemical and the absorbing agent/material used.
Safely store box in lab until the next hazardous material pick-up,
organized through the Facility Safety Office.

moQw

2) Close doors to contain airborne contaminants and use fume hoods and fans to remove
hazardous fumes as quickly as possible. (Fans should blow fumes toward a fume
hood for expulsion.)

3) Identify material and use the MaxCom safe use guide.

4) Notify the RSC/CHO. At that time, the steps taken will be reviewed and a Spill/
Release Incident Report will be submitted to the RSC and the Facility Safety Office.

5) Contact E.M.S. to have the area thoroughly cleaned.
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4. Biohazardous Agents:

Laboratories working with biohazards must have access to a basic Biological Spill Kit. A
Biological Spill Kit is housed near laboratories that work with biohazardous agents.

The following procedures are provided as a guideline to the clean-up of a biohazardous spill:
a. All Spills

1) If the spill involves Clostridium difficile spores or another biological agent that is able
to survive on surfaces for a long period of time, please follow the guidelines for wipe-tests
found in the Research Safety SOP, SRS-024, for Infection Control Monitoring to ensure
complete clean-up of the agent and contact the Research Safety Coordinator (RSC) for
further assessment.

2) Take appropriate measures to prevent the spread of the contamination (e.g., drips,
tracking on shoes, etc.) to additional surfaces (e.g., floors, outside the lab, etc.).

3) Use a two-step cleaning/disinfection process of first removing contents of the spill or
contaminated area with an initial bleach wipe/solution, then clean/disinfect with a new wipe
to prevent cross contamination.

b. Spill Inside a Centrifuge

1) Remove all personnel from the room. Wait 30 minutes for any potential biological
aerosol to settle before attempting to clean-up the spill.

2) Personal Protective Equipment (PPE):

a. For large spills (=100 mL), wear disposable coveralls, de-con boots, goggles, and
gloves during clean-up.

b. For smaller spills (<100 mL), lab coat, goggles and gloves are sufficient for clean-up.

3) Remove rotors and buckets to the nearest biological safety cabinet using a secondary
container to prevent drips.

4) Thoroughly disinfect inside of centrifuge, rotors, and buckets using disposable towels
and 10% bleach, or bleach wipes using the two-step cleaning process. Place all
contaminated wipes and paper towels into solid biohazardous waste containers for further
processing by Environmental Management Service.

5) Remove contaminated debris, including PPE (disposable coveralls, de-con boots, and
gloves) after disinfection, place into solid biohazardous waste containers for further
processing by Environmental Management Service, and wash hands. Autoclave any
reusable items (i.e., centrifuge tubes) after they are initially cleaned with bleach.

6) Remove and discard PPE at point of use and wash hands.
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c. Spill Inside the Laboratory

1) Remove all personnel from the room. Wait 30 minutes for any potential biological
aerosol to settle before entering the spill area.

2) Remove any contaminated clothing and footwear and place into a biohazard bag and
sequester, then contact the RSC for further assessment on measures to take. Change into
scrubs and/or de-con boots.

3) If the spill made any contact with the person’s skin, even thru clothing, first wipe the
affected area thoroughly with a disposable towel, soap and water to remove any excess
contamination, dry, then wipe with Chlorhexidine Gluconate wipes and allow to air dry to
ensure germicidal action of disinfectant. Dispose all towels/wipes into solid biohazardous
waste containers for further processing by Environmental Management Service.

4) PPE:

a. For large spills (>100 mL), wear disposable coveralls, de-con boots, goggles, and
gloves during clean-up.

b. For smaller spills (<100 mL), lab coat, goggles and gloves are sufficient for clean-up.
5) Clean-up:

a. For large spills (>100 mL), cover and encircle the spill with absorbent and use a
disposable spatula to scoop up waste into a biohazard bag, being careful to minimize
aerosolization, and dispose into solid biohazardous waste containers for further
processing by Environmental Management Service.

b. For smaller spills (<100 mL), cover and encircle the spill with paper towels being
careful to minimize aerosolization, and dispose into solid biohazardous waste containers
for further processing by Environmental Management Service.

6) All items that were contaminated must be removed from the spill area, wiping each item
thoroughly with bleach wipes using the two-step cleaning process. Autoclave any reusable
items (i.e., centrifuge tubes, porous materials) after they initially cleaned with bleach.
Broken glassware must be picked-up with forceps and disposed into a red hard-sided sharps
box.

Note: Do not pick up any contaminated sharp objects with your hands.

7) Wipe equipment with bleach wipes for designated contact time and rinse with water, if
necessary, using two-step cleaning process. Dispose of all wipes into solid biohazardous
waste containers for further processing by Environmental Management Service.

8) Wipe off any residual spilled material, and clean/disinfect with the area, including the

floor, with a new bleach wipe, using two-step cleaning process. Dispose of all wipes into
solid biohazardous waste containers for further processing by Environmental Management
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Service.
9) Remove and discard PPE at point of use and wash hands.

10) Re-open lab when decontamination is complete.
d) Spill Outside the Laboratory

1) Always transport biohazardous materials in an unbreakable well-sealed primary
container placed inside a leak-proof, closed and unbreakable secondary container, labeled
with the biohazard symbol (plastic cooler, bio-specimen pack, etc.).

2) Should a spill occur outside the laboratory, secure the area to ensure that the spill
remains contained.

3) Contact the RSC at ext. 64263.
4) Do not attempt to clean up the spill without the proper PPE and spill clean-up materials.
e) After a Spill

1) Inform lab personnel, laboratory supervisor, the Principal Investigator, and the RSC
about the spill and the decontamination process that took place.

2) Determine the root cause of the spill and propose a method to prevent this from
happening in the future. This information must also be shared with lab personnel,
laboratory supervisor, the Principal Investigator, and the RSC.

CHEMICAL STORAGE

Some suggestions for storage of all types of chemicals appear on the following page. Consult the SDS for
specific instructions.

Chemicals must be properly labeled (see Chemical Labeling on pages 7 — 8)

Chemicals must be stored on lipped shelves or in closed cupboards (below eye-level).

Check the physical condition of chemicals. Look for a change in color.

Store chemicals by compatibility, not alphabetically.

Some compounds, notably trichloroacetic acid, trifluoroacetic acid and acid chlorides slowly attack

plastic caps.

Avoid exposing chemicals to heat or sunlight.

Store the smallest volume of hazardous chemicals on a countertop.

Store highly toxic chemicals on low shelves in unbreakable secondary containers.

. Never house chemicals/glassware on the edge of a counter, hood, or shelf.

0 Quantities of a flammable or corrosive liquid (greater than four liters, but less than ten liters) must be
stored in a flammable can. Quantities greater than ten liters must be stored within a flammable
cabinet.

11. Keep flammable chemical and acid/base storage cabinet doors closed.

12. When cold-storage is required for flammable liquids, an explosion-proof refrigerator is required.

Nk W=
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13. Flammable Cabinets are inspected annually. If found to be deteriorating (rust) or the integrity of the
cabinet has been compromised, the storage unit must be replaced.

14. Chemicals are examined at least annually for replacement, deterioration, and container integrity.

15. Chemicals must not be stored on the floor.

16. Accept no chemicals with insufficient information on the labels.

17. Know the color-codes that some companies use on their labels:

Red Flammable
Blue Health hazard
White Corrosive
Orange General storage

White Stripe Separate storage (i.e., Water Reactive, Oxidizer)

Strong acids such as hydrochloric, nitric, sulfuric, or perchloric must NOT be stored with or near strong bases
such as sodium hydroxide or potassium hydroxide.

NOTE: Acids and bases must not be stored in proximity.

—

. Acids must be stored away from flammable organic chemicals.

. Large quantities of acids must be stored in an acid storage cabinet.

. Bottles of perchloric acid must be stored inside of a glass beaker, in a fume hood. It must be kept

away from easily oxidizable materials such as paper.

4. Strong bases must be stored away from acid, formaldehyde, and alcohol.

5. Vigorous OXIDIZING AGENTS such as dichromate salts, permanganate salts, molecular iodine,
organic peroxides or peroxyacids, perchlorate salts, hydrogen peroxide (in concentrations greater than
3%) must be stored separately from readily oxidizable organic chemicals and materials such as paper.
Concentrated nitric, perchloric and sulfuric acids also are strong oxidizing agents. Most solid
oxidizing agents can be stored with each other.

6. FLAMMABLE ORGANIC SOLVENTS (e.g., ethers, alcohols, scintillation cocktail, xylene, pentane,
etc.) must be stored in a flammable cabinet.

7. Compounds classified as flammable must never be stored in ordinary refrigerators or cold rooms.

8. Certain volatile TOXIC ORGANIC COMPOUNDS represent little or no fire hazard also should be

stored and used in a fume hood. Some common examples of these compounds are methylene chloride,

chloroform, 1,2-dichloroethane, and iodomethane.

W N

PEROXIDIZING CHEMICALS

Chemicals need to be monitored for disposal prior to expiration date, especially peroxide-forming reagents
that may form explosive levels of peroxides with or without concentration. Peroxide-forming chemicals need
to be tested semi-annually. Peroxidizing chemicals currently used in Medical Research include: Chloroform,
2-Propanol, and Chloroform-Isoamyl Alcohol.

Whenever you find or suspect that you have found a potentially explosive material:

1. DO NOT MOVE OR ATTEMPT TO OPEN THE CONTAINER. If a peroxidized compound forms
within a screw-cap bottle, some of the potentially explosive material may rest within the threads
inside the cap. Unscrewing the cap may initiate an explosion.

2. Post signage and alert personnel in your area of your discovery.
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3. Contact the RSC/CHO at extension 64263 or the Facility Safety Office at 821-6159.

4.  When a material is identified as explosive, the Facility Safety Office will contact the Cleveland Bomb
Squad or a hazardous material hauler to arrange for proper handling and disposal.

Additional state and federal requirements come into play when dealing with explosive materials.

COMPRESSED GAS HANDLING

Compressed gas cylinders have tremendous explosive potential. Caution must be employed in handling them.
Some rules to follow are:

Strap/chain cylinder onto cylinder cart before transporting.

Clearly label the contents (e.g., oxygen, nitrogen).

Store all cylinders in cool, dry, well-ventilated areas.

Maintain as few cylinders as possible in the laboratory.

Use a chain or strap, with no slack, mounted 2/3 of the way up the cylinder's height. Secure every

cylinder in an upright position. Each cylinder must be secured individually via a wall-mounted

bracket. Note: Cylinders are not permitted to be mounted to bench tops.

Use the correct regulator for each gas type.

Open the main valve slowly with the regulator valve closed.

Close the regulator and main valves when not in use.

When a cylinder is empty or not in use, replace the protective cap and mark it "EMPTY." The

empty cylinder must¢ remain secured by a strap or chain until it is removed.

10. You must return all cylinders ordered through the VA to the warehouse. Call CWRU for pickup of
cylinders ordered from PraxAir, which charges a monthly rental (demurrage) fee.

11. Do not use compressed air to clean work areas.

MRS
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HAZARDOUS CHEMICAL HANDLING

General precautions must be followed whenever any chemicals are handled. Additional precautions must be
included when handling hazardous or extremely hazardous chemicals. Select carcinogens, reproductive
toxins, and substances with a high degree of acute toxicity are handled in designated areas. Additional
information can be found in the facility Chemical Hygiene Plan, which is located on the Occupational Health
& Safety SharePoint site.

Hazardous chemicals may exert two general effects on the body:
1. ACUTE: Occurs immediately because of a single chemical exposure, e.g., a burn resulting from a
strong acid coming in contact with the skin.

2. CHRONIC: Occurs because of repeated chemical exposures over a period of time, e.g., lung
disease caused by breathing asbestos over a long period of time.

GENERAL PRECAUTIONS:
1.  Know as much as possible about a chemical before you start to use it.
2. Treat chemicals with unknown hazards with caution.
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14.

15.
16.
17.
18.
19.
20.
21.

A mixture of chemicals should be handled using precautions required of its most hazardous
component.

Avoid unnecessary exposure, €.g., do not mouth pipette. Mechanical devices must be used.
Always wear closed-toe shoes (open-toed shoes and sandals are not permitted).

Do not smell or taste any chemical.

Inspect all personal protective equipment before each use.

Use chemicals in ventilated areas.

Use the minimum amount of a chemical to accomplish the work successfully.

Handle equipment and glassware carefully.

Follow the Research Service Eating Policy.

Confine long hair and loose clothing.

Keep the work area clean and uncluttered. Clean up at the completion of a procedure or at the
end of each day.

Lights should be left on and a sign should be posted on the door of any room with an unattended
operation.

Provide containment of toxic substances in the event of a utility failure.

Never leave water-utilizing operations running overnight (cooling, deionizing, distilling, etc.).
Use a hood for procedures that release toxic vapors or generate dust.

Be alert to unsafe conditions and see that they are corrected when detected.

Never discharge concentrated acids or bases.

Never add water to acid . . . add acid slowly to water.

Maintain a clean laboratory to prevent air-borne contaminants and possible spills. Return unused
chemicals to their proper storage areas. Clean equipment and bench-tops frequently; work on
disposable laboratory bench paper and change it when soiled.

ALLERGENS AND EMBRYOTOXINS

1.

[98)

Handle allergens and embryotoxins in a fume hood that has a face velocity of 60 — 100 linear
feet/minute.

Use appropriate personal protective equipment to prevent skin contact.

Review the use of these substances annually or whenever a procedural change is made.

Store these substances, properly labeled, in a ventilated area in unbreakable secondary
containers.

Notify your supervisor of all incidents of exposure or spills; consult a qualified physician when
appropriate (see Medical Consultation).

MODERATE, CHRONIC, OR ACUTE TOXICITY CHEMICALS

1.

2.

Lab coats and gloves must be worn when handling these chemicals. Wash immediately after
exposure to these materials.

Always use a hood or other containment device when performing manipulations that involve or
generate aerosols, vapors, or dust.

Maintain records of the amounts of these materials on hand, amounts used, and the workers
involved.

Always work on absorbent, plastic backed paper or within chemically resistant trays large
enough to contain a spill.

If a major spill occurs, evacuate the area. Ensure that personnel wear appropriate protective
apparel during cleanup.

Thoroughly decontaminate (by chemical conversion) or incinerate contaminated clothing or
shoes.
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HIGH CHRONIC TOXICITY CHEMICALS

All work with these substances must be conducted in a controlled area.

A plan for use/disposal of these materials must be prepared/approved by the lab supervisor.
Decontaminate the controlled area before normal work is resumed there.

Decontaminate equipment before removing it from the controlled area.

When leaving the controlled area, remove all PPE and thoroughly, wash hands, arms, neck, and
face.

Nk W=

6.  Ifusing toxicologically significant quantities of such a substance on a regular basis (e.g., > 3

times a week) consult the personnel health physician concerning regular medical surveillance.

7. Records must indicate amount stored, used, the dates of use, and the names of the users.

8. Ensure that the controlled area and the laboratory door are conspicuously marked with warning
and restricted access signs. All containers with these substances must be appropriately labeled
with identity and warning labels.

9.  Chemically decontaminate waste whenever possible. All waste transferred from the controlled
area must be contained in secondary, unbreakable containers and must be under the supervision
of authorized personnel.

CANCER CAUSING AGENTS

Carcinogens, mutagens, and teratogens are collectively referred to as "cancer causing agents".

Every laboratory must have a listing of their known and suspected cancer-causing agents in the laboratory
safety notebook. Increased awareness and extra precautions must be practiced when handling these chemicals.

The defensive action taken must be commensurate with the degree of toxicity and quantity of material to be
handled.

1.  Always wear all recommended PPE, e.g., a fully fastened lab coat, eye protection, gloves, and a
face shield or respirator.

2. Store all suspected cancer-causing agents below eye level in a designated area in the laboratory.

3. Perform procedures involving the use of cancer-causing agents in a fume hood or other suitable
containment device.

4.  Clearly label a suspected cancer-causing agent, and any waste product containing it, "CANCER

SUSPECT AGENT."

5. Clearly label all storage areas, storage containers and containment devices (i.e., refrigerators,
shelves, carboys, hoods, glove boxes) "DANGER - CHEMICAL CARCINOGEN."

6.  Any waste containing a cancer-causing agent is hazardous and must be disposed of following the

‘Hazardous Chemical Disposal’ and/or ‘Infectious Material Disposal’ procedures.

FORMALDEHYDE

OSHA requires training on the proper use of formaldehyde at the initial assignment of duties, when a new
formaldehyde procedure is introduced, when a procedure is changed, and annually. This training is conducted
by the RSC/CHO and in the Talent Management System (TMS). See Medical Research Service
Formaldehyde Training Module and Medical Center Policy OOS-027, Formaldehyde. These documents
establish policies, procedures, and practices in the safe use of formaldehyde in Medical Research Service and
at this medical center.
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SUBCOMMITTEE on RESEARCH SAFETY and SECURITY

The Subcommittee on Research Safety and Security (SRSS) meets monthly to ensure:

Research projects involving hazardous materials are reviewed to ensure the safety of personnel.
Semi-annual safety inspections of laboratories are conducted.

Safety training is provided annually for all laboratory personnel.

An Occupational Health/Industrial Hygiene program is established.

Accidents are reported and investigated.

6. Safety issues are discussed with technicians and investigators.

MRS

The SRSS consists of at least five voting members that have been nominated by the SRSS and acknowledged
by the R&D Committee and appointed by the Medical Center Director. Membership consists of:

Chairperson, SRSS

Research Safety Coordinator

Clinical Study Coordinator

Infection Control, Prevention & Control Representative
Rehabilitation Research and Development Representative
Radiation Safety Officer

Biological Laboratory Technician

Research and Development Committee Representative, Ex-officio
Facility Safety Specialist, Ex-officio

AFGE Local #31 Union Designee, Ex-officio

Membership may also include an Ex-officio representative from Personnel Health Service.

OCCUPATIONAL SAFETY AND HEALTH ADMINISTRATION REGULATIONS

The following is a list of relevant OSHA regulations; all are published in the Code of Federal Regulations 29,
chapter 1910 (29 = Labor/1910 = OSHA). Copies are available from the RSC/CHO:

Subpart I - Personal Protective Equipment:
1910.132 General Requirements
1910.133 Eye and Face Protection
1910.134 Respiratory Protection

Subpart J - General Environmental Controls:
1910.145 Specifications for Accident Prevention Signs and Tags
1910.147 The Control of Hazardous Energy (Lockout-Tag out)

Subpart Z - Toxic and Hazardous Substances:
1910.1000 Air contaminants
1910.1028 Benzene
1910.1045 Acrylonitrile
1910.1048 Formaldehyde
1910.1200 Hazard Communication
1910.1450 Occupational Exposure to Hazardous Chemicals in Laboratories
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CHEMICAL HYGIENE RESPONSIBILITY

Responsibility for Chemical Hygiene rests at all levels, including the:

1. Associate Chief of Staff/Research. This individual has the ultimate responsibility for chemical
hygiene within Medical Research Service. ACOS/Research must provide continuing support for
chemical hygiene with the assistance of other administrative officials.

2. Administrative Officer. This individual is responsible for chemical hygiene in Medical Research
Service.

3. RSC/CHO. This individual must:
a) Work with administrators and others to develop and implement appropriate chemical
hygiene policies and practices.
b) Monitor procurement, use and disposal of chemicals used in laboratories.
c) See that appropriate audits are conducted.
d) Help investigators/lab directors develop precautions and provide adequate facilities.
e) Be familiar with current relevant regulations.
f) Strive to improve the Chemical Hygiene Program.
g) Annually audit every PI’s Research Program

4. Laboratory Director/Investigator. This individual must:
a) Ensure that workers are trained to know and follow chemical hygiene rules.
b) Provide and document formal chemical hygiene and housekeeping inspections.
¢) Be familiar with current relevant regulations.
d) Determine the required levels of personal protective apparel and equipment.
e) Ensure that procedures, equipment, and facilities are adequate for the materials being used.
f) Maintain a record of laboratory specific training and annual retrains employees.

5. Laboratory Worker. Each laboratory worker must:
a) Plan and conduct their work in accordance with the Chemical Hygiene Plan.
b) Develop good personal chemical hygiene habits

HAZARDOUS WASTE & CHEMICAL DISPOSAL

Hazardous Chemicals

Hazardous chemicals must not be released into the environment. All chemical waste must be collected, stored
in compatible containers, and remain in the laboratory until removed by the RSC/CHO. The Medical Center
hires a Resource and Conservation and Recovery Act (R.C.R.A.) approved outside waste facility to
dispose/destroy unwanted, non-infectious, hazardous chemicals. This includes exempt quantities of toxins
that are not currently in use and for which there are no plans of immediate use.

The R.C.R.A. hazardous waste program regulates federal, state, and local government facilities that generate,
transport, treat, store, or dispose of hazardous waste. This ensures proper management of hazardous waste
from the moment it is generated until its ultimate disposal or destruction.

Removal of hazardous waste is expensive; chemicals should be recycled and/or volumes minimized whenever
possible. The Facility Safety Office coordinates quarterly hazardous waste pick-ups. For each chemical to be
disposed of, the container must have a HAZARDOUS WASTE label.
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HAZARDOUS WASTE labels are located throughout the research corridors near green wall-mounted spill
kits. Waste bottles must have this label affixed to it and clearly note the contents. Note: Do not fill in the
date on this label; the Facility Safety Office fills in the date when it is picked-up for disposal.

Note: Each laboratory must keep a record of hazardous waste. This record must include the common name of
the material(s), the volume or weight of waste, the container type (glass bottle/plastic container/metal
drum/plastic pail/etc.), and the date of removal.

Pharmaceutical Waste

Pharmaceutical waste (e.g., antibiotics) must not be released into the environment. Pharmaceutical waste must
be collected and remain in the laboratory until removed by the RSC/CHO. The waste is then removed from
the Medical Center via a Resource and Conservation and Recovery Act (R.C.R.A.) approved outside waste
facility.

Liquid Pharmaceutical Waste (in broth or similar substance) — autoclaved liquid cultures must be
collected in pails with 10% bleach; 10% bleach will stop the growth of biological agents within the
pharmaceutical waste.

Each pail must have a hazardous waste label that reads, “Pharmaceutical Waste”. This labeling represents any
antibiotic that may be used in Medical Research Service.

Liquid Pharmaceutical Waste (in a hazardous chemical or a combination of hazardous chemicals) —e.g.,
Acetonitrile/Formic Acid/Methanol, must be collected in glass bottles. Each bottle must have a hazardous
waste label that reads, “Pharmaceutical Waste” with a listing of the specific chemicals within the container.
This labeling represents any antibiotic that may be used in Medical Research Service.

Solid Pharmaceutical Waste — must be collected in 19 gallon red hard-sided Biological Sharps Boxes. Solid
pharmaceutical waste includes petri dishes, 96-well plates, glass vials, microfuges tubes, conical tubes, etc.
with or without liquid or agar.

PERSONAL PROTECTIVE EQUIPMENT (PPE)

Personal Protective Equipment (PPE) provides a barrier to prevent contact with hazardous agents. PPE
includes protective clothing, respiration protection, eye protection, shields, and gloves. PPE should be
changed or cleaned regularly. Disposable equipment must not be reused. Remove any contaminated PPE
immediately and decontaminate it or dispose of it as infectious material (see Infectious Material Disposal).

Restrict PPE use to contaminated areas to prevent contamination in unrestricted areas. DO NOT wear PPE
outside of the laboratory. Before using any chemical, consult the SDS and review your Hazard Assessment
Statement (located in the red labeled SAFETY notebook) to identify the correct PPE to use.

PROTECTIVE CLOTHING

Coveralls, aprons, lab coats, gloves, and boots help reduce skin contact with chemicals. These items must be
changed immediately if they become contaminated with a hazardous chemical. Used lab coats and aprons
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should be washed at least weekly. All personnel must wear a lab coat when working with chemicals.
GLOVES

Hands and forearms are most likely to come into contact with hazardous chemicals. Gloves and lab coats
provide the best protection against skin exposure. When transporting materials outside of the lab, wear clean
gloves, use a cart (or bottle carrier), and carry an extra pair of clean gloves in the event the first pair becomes
contaminated. When in doubt (regarding the proper gloves to wear) review section 8 (personal protective
equipment) in the SDS.

1. Disposable (single-use only) examination gloves provide protection against biological fluids and
minimally hazardous chemicals. Non-latex disposable gloves are available for personnel with latex
allergies and sensitivities. Disposable examination gloves do not provide adequate protection
against corrosive materials or halogenated hydrocarbon solvents.

2. NEOPRENE or NITRILE rubber gloves are necessary when working with halogenated solvents,
corrosives (such as strong acids and bases) or solutions of oxidizing agents. After each use, rubber
gloves must be washed with soap/water and examined for pinholes, tears, or cracks.

3. Re-usable gloves (neoprene/nitrile, utility, autoclave, cryogenic, etc.) must be kept in an
uncompromised (no holes, cuts, etc.), clean, and sanitary condition.

** WASH HANDS AFTER USING ANY CHEMICAL IN THE LABORATORY
(REGARDLESS OF WHICH GLOVES ARE USED) **

All laboratories (where chemicals, biological agents, etc. are handled) must have working sinks for immediate hand washing.

EYE PROTECTION

Eye protection is provided and used for work that may involve splashes of hazardous materials. Utilize the
following types of eye protection as appropriate to your work:

1. Anti-UV Glasses/Face Shields are designed to block ultraviolet rays. Wear them whenever using UV
light. Most ordinary eyeglasses do not block UV rays.

2. Side Shielded Safety Glasses primarily offer protection from potential splashes.

3. Face Shields protect eyes and face from direct contact with chemicals.

4. Goggles, along with a face shield, offer the best eye protection from chemical contact.

HEARING (NOISE) PROTECTION

Medical Center Policy OOS-024, Hearing Conservation Program, is designed to protect those employees at
risk from hazardous noise. If there is a concern about hazardous noise levels, the Facility Safety Office
should be contacted for monitoring.

1. Safety “earmuffs” seal around the ears to block harmful noise (compliant with ANSI* S3.19-1974).
These are available upon request from the RSC. Note: “Earmuffs” are re-usable but must be cleaned with
an alcohol wipe between uses.

2. Earplugs, made of thermal-reactive foam, conforms to the ear canal to provide a low-pressure seal for
hearing protection (compliant with American National Standards Institute (ANSI) S3.19-1974). These

are single-use earplugs and are available upon request from the RSC.
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RESPIRATORY PROTECTION

Before using any respiratory protective equipment, Medical Center Policy (MCP) OOS-029 Respiratory
Protection must be followed*. Contact the Facility Safety Office for questions regarding respiratory
protection.

*Prior to obtaining a respirator, personnel must complete/submit Attachment A, Medical Determination of
Ability to Use Respirator (MCP O0OS-029 Respiratory Protection) to Personnel Health. Once clearance to
wear a respirator is granted by Personnel Health, personnel must complete initial respiratory training (provided
by the Facility Safety Office — in person or virtually) and annually thereafter.

MONITORING VAPOR-FORMING CHEMICALS

Laboratory personnel that may be at risk of exposure to air contaminants must be monitored. A monitoring
device (dosimeter) is provided by the Facility Safety Office and is worn for an entire 8-hour workday.
Monitoring should be conducted when working with/near hazardous vapor forming chemicals (as defined by
OSHA) in large quantities or when the same chemical is used greater than or equal to three times a week.

Concerns about air quality/safety must be directed to the RSC/CHO. NOTE: Any vapor-forming chemical
can be monitored.

CONTRACTORS

Contractors performing work in laboratories must be notified of all hazards they may come in contact with or
direct hazards they may be exposed to when servicing a piece of equipment. This policy applies to anyone
entering the laboratory, including painters, engineers, environmental management personnel, and visitors.
Personal protective equipment (PPE) should be supplied when necessary.

Before sending a piece of equipment out of the facility to be serviced, every attempt must be made by
laboratory personnel to decontaminate it. The contractor must be notified of the hazardous material used with
the equipment and the decontamination process used before shipping. Also, inform on-site repair technicians
that a piece of equipment may be contaminated before necessary repairs are made.

A contractor working with hazardous chemicals in your laboratory must inform you of the hazards you may
come in contact with. Also, you must be informed of the proper PPE for these hazards.

EMERGENCY PROCEDURES

DISASTER & DISASTER DRILL PROCEDURES

"The Disaster Plan and Reference Guide", available from the Facility Safety Office, defines a disaster as "a
sudden unplanned event that taxes a health care facility's ability to deliver necessary services." Disasters are
announced over the Public Address (PA) system, which states "The disaster plan is in effect.”

Medical Research Service employees have no alternate duties during a disaster. They must remain at their
duty stations and continue working unless directed to evacuate or lend assistance. In the event that Research
employees are asked to evacuate, they should report to the grassy area in front of the hospital (East Boulevard)
so they may be accounted for. No one should leave the premises without being accounted for.
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During a disaster/disaster drill, do not use the phone. Those in position to respond to a disaster/disaster drill
require access to the phone lines. The end of a disaster drill will be signaled by the PA announcement, "stand-
down."

FIRE & FIRE DRILL PROCEDURES

The Fire Alarm System involves the following:

1. A Fire Alarm Siren.
2. An audio indicator identifies the following areas in Medical Research Service:

a.“Second Floor Research” Rooms K-201 - K-220

b.“First Floor Research” Rooms K-101 — K-122

c. “Basement Research” Room B-F311 — B-F466

d.“Basement West” F.E.S. Center and Basement Laboratories
e. “Basement Rehab. Medicine” Room B-B322 (Motion Studies Lab).

3. A strobe light at each alarm station.

The above alarm system will continue to sound in the affected area of the hospital until the situation has been
resolved. Unaffected areas of the hospital will receive four rounds of the alarm system; strobe lights remain
flashing throughout the hospital until the situation has been cleared. If the alarm indicates another zone, check
local fire doors to be certain they have closed.

ACTIVATION of the FIRE ALARM SYSTEM:

Always call extension 2222 to confirm incident whether alarm system is active/inactive.

Call FIRE/EMERGENCY, extension 2222 (after removing yourself/others from lab/office). Tell the operator:
1. The type of emergency.
2. Room number.
3. Service.
4. Your name and extension.

If the Fire Alarm System is down, the operator will initiate the internal alert system. "Mr. RED”, followed by the room
number, will be announced via the Public Address (PA) System every two minutes until the fire has been contained.

Fire Alarm Pull Boxes are located near each stairway, exits from the building, and the Research elevator.

Sprinkler Devices and located throughout Medical Research Service to provide immediate attention when smoke and or a
fire is detected. There must be a minimum of 18 inches of vertical clearance from the sprinkler heads, heating pipes, and
lighting fixtures to provide a full and effective spray.

After four cycles, the fire alarm siren and audio location identification will be limited to the floor of origination. The
strobe lights will remain activated throughout the entire medical center until the Cleveland Fire Department renders the
situation “clear”.

When a fire cannot be contained, the R.A.C.E. Procedure must be implemented:

(R)emove yourself and others from danger.
(A)ctivate an Alarm Pull Box or call extension 2222.
(C)onfine the fire by closing doors.

(E)vacuate personnel from the building.

When a fire can be contained (i.c., within a paper basket) laboratory personnel are responsible for knowing the
location and proper operation (P.A.S.S.) of a fire extinguisher.
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(P)ull the pin.

(A)im at the base of the fire.

(S)queeze the trigger.

(S)weep back and forth until the fire is out.

Dry Chemical Fire Extinguishers: Every laboratory in Medical Research Service has an ABC type fire
extinguisher mounted in an easily accessible place in the room. Do not block sight of or access to the
extinguisher. Fire extinguishers must be accessible within 75 feet of your workspace (fire closets cover rooms
without an extinguisher).

Class ABC extinguishers extinguish three basic types of fires:

(1) Type A: Fires that consist of ordinary combustible materials (paper, wood, cloth, etc.)
(2) Type B: Fires that consist of flammable liquids, oil grease, and flammable gases.
(3) Type C: Fires that consist of energized Class A or Class B materials involving electrical equipment.

After the fire has been extinguished, the employee must call the VA Police and Security Office at extension 64207. The
site of the fire will be inspected by the VA Fire Marshall to ensure that the fire has been completely extinguished. Also,
the employee and RSC/CHO must complete a Fire Incident Report.

NOTE: Care must be used in operating this extinguisher because the horn becomes extremely cold and can
freeze flesh upon contact.

EVACUATION:

Employees must leave the building using the closest available exit or move to another zone within the hospital.
Employees will not be permitted to return to their work area until VA Police and Security issue further instructions.

Elevators are non-operational in the event of a fire.

NOTE: To smother flames on your clothing: STOP (do not run), DROP (to the floor), and ROLL (until
flames have been smothered).

EMERGENCY OVERHEAD PAGING CODES

The following is a list of Emergency Overhead Paging Codes to be used when emergency assistance is
needed. Dial extension 2222 for:

Code Blue — Medical help is needed.
Code Violet — Individual is exhibiting violent behavior.
— Individual is in the process of harming another person with a weapon.
Code Brown — A lost/confused patient roaming the hallways.
— Hazardous Spill

Code Red — Fire.
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ENGINEERING CONTROLS

The following safety devices are available to make the working environment safe for Medical Research
employees:

EMERGENCY EYEWASH/SHOWERS STATIONS

Emergency eyewash/shower stations are located throughout Medical Research Service where hazardous
agents are used. In the event of a hazardous material slash/spill, each employee must know the location of the
nearest emergency eyewash/shower station (vision is often compromised at the time of injury).

All eyewashes and showers must have an inspection tag that indicates inspections are performed on a weekly
basis. Eyewashes/showers must be run weekly to prevent contaminant build up.

BOTTLE CARRIERS

Bottle carriers are heavy, break-resistant, plastic containers that prevent breakage. They are available from the
RSC. Glass bottles must be placed in them every time they are transported outside of the laboratory. They are
available in 4-liter sizes. If many glass bottles are being transported together, a cart should be used, and the
bottles contained.

COLD ROOMS

Cold rooms are constant 4°C walk-in units located in Medical Research Service. The air in a cold room is re-
circulated; flammable or hazardous chemicals must not be stored in these rooms (dry ice and liquid nitrogen
are forbidden). When such fumes are concentrated, they pose explosion and health hazards. Due to the
storage of equipment and hazardous materials, cold rooms must be locked when not in use. Cold rooms may
be used for storage as long as every item:

1. Is non-flammable.

2. Requires refrigeration to maintain usefulness.

3. Is off the floor.

4. Is properly labeled with chemical name, hazard information, investigator's name, date opened, and
target-organs (when appropriate).

Note: Cold Rooms are never used to store food, beverages, or medications intended for human consumption
or use.

With a constant temperature of 4° Celsius, work within a Cold Room must be limited. Plan your work to
minimize the amount of time spent within a Cold Room.

Cold rooms are inspected semi-annually.

EMERGENCY POWER

Emergency power is available in Medical Research Service. In the event of a power failure, the emergency
generator will begin to supply power to the hospital. To reduce the demand on the generator, power is only
supplied to the red outlets. The hospital has many life supporting machines connected to this power source, so
it is important that the red outlets be used only for devices requiring uninterrupted power. Examples of such
devices are computers, -80° Celsius freezers, etc. Please be considerate in your use of these outlets.
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FUME HOODS

Fume hoods are available in most laboratories. They should be employed often because they are an easy way
to avoid hazardous dusts and fumes. Labels mark the upper and lower boundaries for proper sash placement.
Keeping the bottom edge of the sash at or between these labels will provide the maximum airflow rate into the
hood without back draft. Fume hood sashes also provide a physical barrier from hazards, i.e., corrosives and
dust-creating manipulations.

The RSC/CHO, under the direction of the OH&S, annually measures the face velocity for each hood in
Medical Research Service and performs a “visual” inspection quarterly to ensure each hood has pull (as
indicated by a long narrow piece of Kim Wipe® being drawn-into the fume hood). For work with chemicals
of Moderate Chronic or High Acute Toxicity, always use a hood with a face velocity of at least 60 linear feet
per minute (Code of Federal Regulations, Occupational Safety and Health Administration, Labor, 1910.1450,
E, 3, ¢). The sash of a fume hood is best kept at a mid-range between 60 and 100 linear feet per minute. This
will allow maximum protection from vapor forming chemicals.

The configuration and number of items within a hood must remain constant. If you believe that the air
patterns have changed due to materials being added/removed from the hood, please contact the RSC/CHO to
have the airflow monitored.

A long narrow piece of Kim Wipe® must be taped to the bottom edge of the sash for day-to-day monitoring.
This indicator will be drawn inside the hood when the hood is functioning properly. If a fume hood malfunc-
tions, contact the RSC/CHO to submit a work order. Do not use it until the problem has been corrected.

Vents and ductwork must not be obstructed. Do not use a hood for storage. Items within the hood may
interfere with airflow. All materials used in the hood must be placed at least six inches back from the edge to
prevent spillage and to maximize airflow. To minimize exposure risk, and avoid inhaling vapors, open all
containers inside the hood. Also, ensure that all chemical containers are closed tightly when finished with a
procedure. Note: Never use a fume hood for the evaporation of a chemical.

HOUSEKEEPING

Environmental Management Service (EMS) personnel are responsible for housekeeping duties (trash pick-up,
mopping floors, providing hand soap and paper towels, etc). In addition, they dispose of rinsed-clean
chemical bottles (glass recycling bins), boxes, and biohazardous waste. *See page 25 for Biological Waste
Disposal.

Sharp Material Disposal/Storage

All sharp materials must be disposed of with extra care. These materials must be separated into infectious and
non-infectious categories:

1. Non-Infectious Sharp Material Disposal: Non-infectious sharps (broken glass, pipettes, pipette tips,
and other rigid plastic materials) must be disposed of in a hard-sided sharps box or any heavy cardboard box.
If using a heavy cardboard box, it must be well marked "DANGER - SHARP MATERIALS". Sharps boxes
must be stored in low-traffic areas to prevent spillage.

NOTE: Sharps Boxes may be filled only 75% full. Never transfer the contents/reach into a Sharps Box!

2. Infectious Sharp Material Disposal: Needles, syringes, blades, pipettes, pipette tips, glass, etc. that
come into contact with infectious material (blood, media, etc) must be placed into a hard-sided, covered
sharps box. An outside contractor (managed by EMS) supplies sharps boxes and replaces them on a weekly
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basis. When not in use, Sharps Boxes must be closed.

3. Storage of Sharp Materials: Sharp materials must be stored in boxes or trays to limit possible injury.
Needles are never re-capped and must be disposed of after use. Razor/scalpel blades used for cutting filters,
nylon membranes, etc that are to be re-used must also be stored in boxes or trays.

Sharp material must be secured during transport, i.e., lab-to-lab / floor-to-floor, to prevent accidental loss of
needles, etc. while on route.

LAUNDRY SERVICE

The LSCDVAMC provides laundry service for protective clothing (lab coats, uniforms, scrubs, etc) worn
while performing work duties. A laundry identification number will be assigned at the Uniform Exchange
Room for VA-owned and personally owned uniforms/lab coats, which is located on the first floor, room E-
105. Use permanent ink to print this number inside the collar of the uniform/lab coat. To receive a
uniform/lab coat, obtain an authorization form (VA Form 10-1148, available in K-117) signed by the
ACOS/Research or your supervisor and take it to the Uniform Exchange Room. All uniforms/lab coats must
have known hazardous contaminants removed before they are submitted for laundering. Do not wash them at
home.

LIPPED SHELVES

To prevent breakage, chemicals and glassware must be stored on lipped shelves or in cabinets with closed
doors below eye level. Engineering Service will install lips on shelves when a work order is submitted.

WORK ORDERS

Electronic work orders, for physical plant maintenance or installation of equipment, are submitted to
Engineering Service for review and action. Safety related work orders are a priority and must be completed
within 30 days. Work orders should be submitted to the RSC/CHO. A work order must give the name and
phone extension of a contact person, the room number where the work is to be done, and description of work.

BIOLOGICAL WASTE DISPOSAL

All non-sharps (gloves, paper towels, plastic-ware, etc.) contaminated with an infectious agent must be placed
in an autoclavable biohazard bag; this is supplied by Environmental Management Service (EMS), extension
4270. Needles, syringes, pipettes, pipette tips, and anything that could potentially puncture a biohazard bag
must be disposed of via a Sharps Box; see page 22.

Biological laboratory waste, i.e., bodily fluids, cells, etc., must be collected into compatible containers
(capped/secured centrifuge tubes, etc.) and be disposed into red or orange labeled biohazard bags. This will
help to prevent any unnecessary leakage within the biohazard bags.

When a biohazard bag is 75% full:

e Dispose into a red labeled biohazard barrel within a Cold Room within Medical Research. EMS
removes, autoclaves, and disposes of waste as needed.
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LOCK-OUT/TAG-OUT

Lock-out/Tag-out is a method employed to prevent injury when a piece of equipment is damaged or when
routine maintenance/repair is necessary. If Lockout/Tagout is necessary, please contact Engineering Service.

PERSONNEL ACCIDENT PROCEDURE

Anyone who has had an accident, been injured (on medical center grounds), or has a work-related illness must
report to Personnel Health Services for treatment.

Accidents that occur while an employee is in official travel status also must be reported. The employee's
immediate supervisor, or the supervisor of the area where the accident occurred, must be informed as soon as
possible.

For accidental hazardous material contact, immediately follow first aid procedures listed on the SDS for the
chemical. In general, for skin and eye contact, flush the affected parts with water at an emergency eyewash
station/emergency shower for 15 minutes. Refer to the SDS if the chemical has been ingested. As soon as
possible, report to Personnel Health Services and provide an SDS for the chemical involved.

The supervisor is responsible for:

1.  Recommending medical treatment for the injured employee. Personnel Health Services is
located on the basement-level of the Medical Center, room B-AC250 (x63557) past the Out-
patient Pharmacy. After the regular work hour shift (8:00am to 4:30 pm, Monday through
Friday) employees need to report to the Emergency Department.

2. Investigating the accident to determine its cause and to determine a corrective action, this will
prevent the accident from reoccurring.

3. Initiating the corrective action within ten working days of the accident.

4.  Completing the supervisor’s report in the ASISTS accident reporting computer system.

The employee must:

1. Complete the employee report in the ASISTS accident reporting computer system.
2. Cooperate fully with the supervisor's investigation of the incident.

Case Western Reserve University (CWRU) employees should report any accident to their supervisor and
obtain non-emergency medical attention from the CWRU Health Services Center on Adelbert Road.
Emergency medical care will be provided through Personnel Health Services: Basement-level of the Medical
Center, room B-AC250 (x63557) past the Out-patient Pharmacy. After office hours, emergency medical
attention can be obtained from the Emergency Department. An ASISTS accident report must be filed with the
VA.

MEDICAL REQUESTS

The VA Medical Center will provide all employees who work with hazardous substances an opportunity to
receive medical attention, including any follow up examinations deemed necessary by the examining physi-
cian, free of charge, in any of the following cases:

1. When symptoms of overexposure are noted.
2. When exposure monitoring reveals that exposure routinely exceeds the action level (or PEL) for

Medical Research Service Safety Training Manual/Chemical Hygiene Plan page 30





an OSHA regulated substance.
3. When there is a spill, leak, or other event resulting in the likelihood of a hazardous exposure.

Only necessary information will be supplied to the physician so that appropriate tests and accurate
recommendations can be made. The supervisor will obtain a written opinion from the doctor including:
1. Results of the examination and any test results.
2. Identification of any medical condition revealed during the examination, which increases the
employee's risk when exposed to hazardous chemicals.
3. Recommendations for follow-up.
4. A statement indicating that the physician has notified the employee of the results.

Findings unrelated to occupational exposure will not be revealed. For a more detailed description of the
employee's rights, see 29 CFR 1910.1450 (g) available from the RSC/CHO in K-117.

IMMUNIZATIONS

Free immunizations are given to all VA and non-VA employees at the Medical Center. These immunizations
include Hepatitis B, Measles, Mumps, Rubella, Influenza, Tetanus/Pertussis, and COVID-19. The rabies
vaccine can also be made available.

Prospective new employees will be screened for Tuberculosis (TB) with an in-house Interferon Gamma
Release Assay (IGRA) blood test, regardless of any previous testing history. Due to the low incidence of TB
in our institution, current CDC guidance does not support routine mandatory serial screening of employees.
Refer to MCP 011-031 Tuberculosis Control Program for details.

Vaccines are administered in Personnel Health Services, basement-level of the Medical Center, room B-
AC250 (x63557) past the Out-patient Pharmacy. Call in advance for an appointment.

NOTE: Read all informational literature/treks prior to receiving any vaccination.

SMOKING

Smoking is prohibited on the Louis Stokes Cleveland VA campus.

ELECTRICAL SAFETY

Personal electrical equipment (answering machines, coffee pots, microwaves, radios, refrigerators, etc.) must
be inspected by the RSC/CHO who documents the inspection with a green safety sticker.

Electrical cords must:

1. Be in good condition; no frays or cuts in the protective wrapping.
2. Be bundled and secured to prevent clutter.
3. Be kept away from water sources and never be wrapped around metal fixtures.

Only Engineering Service-approved extension cords shall be used, but not as permanent wiring. Three prong
to two prong adapters are not allowed.
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Ground Fault Interrupter (GFI) electrical outlets must be used in wet/high risk areas.

Red outlet boxes are emergency outlets that continue to receive emergency power in the event of an electrical
outage. Life support systems place a large demand on emergency power; only those items that absolutely
require continuous power to maintain usefulness (freezers, computers) may be plugged into these outlets.

PHYSICAL HAZARDS

Physical hazards include the following:

(1) Ionizing and non-ionizing radiation,
(2) Noise,

(3) Vibration,

(4) Extremes of temperature and pressure,
(5) Explosive hazards,

(6) Electrical hazards,

(7) Mechanical hazards and

(8) Sharps.

The above-noted Physical Hazards must be addressed to minimize personnel risk and ensure regulatory
compliance. Routine laboratory inspections by facility safety personnel and research personnel must include a
review of all potential physical hazards. The Research Safety Coordinator schedules inspections with program
managers, service technicians, individuals with technical expertise, and receives inspection results from
various services throughout the facility, e.g., Radiation Safety, Engineering, etc.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland VAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: May 10, 2023
SOP Title: LABORATORY MOVING POLICY
SOP Number: SRS--004

SOP Version: .08

1.  PURPOSE: To establish guidelines that will facilitate the safe transfer of laboratory contents. It is
presented to guide investigators on the safe packaging and transportation of laboratory materials in the event of
a move, and to protect those individuals engaged to perform the move. It also outlines management's position
on the investigator’s rights to VA purchased materials.

2. POLICY: It is policy of the Louis Stokes Cleveland Veteran Affairs Medical Center (Louis Stokes Cleveland
VAMOCO) to safeguard all VA property located within the research laboratories and to safeguard the portability of
these items should the need arise.

3. DEFINITIONS:

ACOS — Associate Chief of Staff

CFR - Code of Federal Regulations

CWRU - Case Western Reserve University.

Departing investigator - The investigator moving out of a laboratory.

Incoming investigator - The investigator moving into a laboratory.

Mover - The person/people who will be performing the move (VA Engineering Service Grounds
Crew, or an outside mover).

PI — Principal Investigator

PPE - Personal Protective Equipment

i.  Pre-approved Materials - Materials that the incoming investigator has agreed to take possession of that
previously belonged to the departing investigator. The incoming investigator will assume ownership
and responsibility for all pre-approved materials.

RAM - Radioactive Materials.

RSO - Radiation Safety Officer.

Supplies — Consumable products that researchers and technicians use to help them do their jobs in the
lab. Generally, these include pipette tips, culture dishes, microscope slides, etc.
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4. RESPONSIBILITY:
a. DEPARTING INVESTIGATOR:

(1) VHA HANDBOOK 1058.01(May 21, 2010) states that:

A. A request for authorization to decommission laboratory space must be made in writing
(to the SRS and the ACOS/Research) at least 1 month prior to implementation.
B. The PI or Laboratory Director must obtain authorization from the SRS and the

ACOS/Research prior to reassigning, vacating, converting to non-laboratory use, or otherwise decommissioning
existing laboratory space that requires identification and disposal of hazardous materials, infectious agents, or
equipment between uses.

(2) Ensures that the laboratory has been decommissioned for RAM and other safety hazards as
outlined in Medical Research Service SRS Policy 005 (Laboratory Decommissioning Policy).

(3) Supervises the identification and distribution of VA purchased chemicals and supplies as
directed in sections 5.b. through 5.h. below.

(4) Ensures that VA equipment will not be removed, unless the Administrative Officer (extension
4657) has authorized transfer to the new VA or approved off-site location.

(5) Ensures that materials and equipment to be moved are free from chemical contaminants.
Equipment used for RAM must be cleared by Radiation Safety. Any hazards remaining (sharp edges, un-
removable contamination, etc.) are labeled with hazard identification and required PPE.

(6) Supervises the packing of the materials authorized to leave the laboratory. Ensures that
chemicals are protected from breakage and leakage, boxes are not too heavy, and that the contents of
refrigerators, ovens, freezers, etc. have been removed.

b. TECHNICIAN:
(1) Assists the investigator to comply with this policy.
c. ENGINEERING SERVICE GROUNDS CREW:
(1) Ensures packaging is secure.
(2) Identifies labeled hazardous materials and ensures that proper PPE is available and will be used.

(3) Identifies any leaking or hazardous situations to the departing investigator for immediate action.

(4) Refuses to transport any material marked "Radioactive Material". All material/equipment marked
“Radioactive Material” shall not be removed without clearance from Radiation Safety.

(5) Are trained personnel from the Engineering Service Grounds Crew who transport heavy

equipment, boxes, etc.
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d. ACOS/RESEARCH:

(I)  Upon receiving a request for authorization to decommission laboratory space, the ACOS for
Research must notify the VISN Safety Office to coordinate inventory and removal of hazardous materials,
infectious agents, or equipment.

5. PROCEDURE: Follow subparts a-f for a safe move. Always pack materials in strong cardboard
boxes, seal shut and label. Include the destination and the investigator's name on the label. Indicate the type of
hazards contained within and include special handling procedures (i.e., PPE, fragile). Do not overfill or
overload a box. Explain special hazards to movers when they arrive.

a. RAM:

DEPARTING INVESTIGATOR

(1) Perform a close-out survey to document the laboratory is free of radioactive contamination.

(2) Notify the Radiation Safety Officer of the laboratory status and request decommissioning.

(3) Collect all radioactive waste and submit a radioactive waste pick-up request to Radiation Safety.

RADIATION SAFETY

(1) Collect RAM waste, RAM material, and RAM user records.

(2) Perform a detailed radiological survey to document that the laboratory meets the requirements for
unrestricted use.

(3) Notify the Authorized User and ACOS/Research of the radiological status and/or release of the
laboratory for unrestricted use.

b. DISTRIBUTION OF CHEMICALS: The departing investigator must remove all chemicals from the
laboratory except those that await disposal.

(1) If the departing investigator is not leaving the Louis Stokes VAMC, then he/she will maintain
possession of all chemicals. They must be packed as indicated in 5.c. below. Unwanted chemicals must be
dispersed as in 5.b. (2) and 5.b. (3) below.

(2) If the departing investigator is closing the laboratory or is leaving the employ of the VA, he/she
must disperse VA purchased chemicals to other VA investigators. He/she must compile a list of these chemicals
(use the annual inventory) and distribute it to all laboratories. The chemicals will be distributed on a first come-
first serve basis. If the incoming investigator selects some of the chemicals, he/she must isolate them in the
laboratory and clearly label them with his/her name and post a "DO NOT MOVE" sign. The departing
investigator may retain chemicals remaining after the list has been circulated for a period of at least five working
days. Unwanted chemicals must be reinventoried for disposal (see chemical disposal - 5.b. (3) below).

(3) If the investigator has an approved off-site waiver (full or partial) and the move involves
the transfer of OSHA and/or EPA deemed hazardous chemicals, the Green Environmental Management System
(GEMS) Coordinator must be contacted. The GEMS Coordinator will ensure that all hazardous materials are
transferred according to Department of Transportation regulations.

(4) Unwanted chemicals must be disposed of as outlined in the Medical Research Service Safety
Training Manual — Hazardous Chemical Disposal.
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c. PACKING CHEMICALS: Compatible chemicals may be packed together. Glass bottles must be
packed in such a way as to absorb shock from outside the box and to keep the bottles from hitting each other.
Hazardous Chemicals must be transported in a container, which will absorb/contain the chemical in the event of
container breakage (i.e. — a heavy cardboard box or plastic tub filled with a Universal Absorbent). Each
container must be labeled for the hazards it contains (i.e., breakable, flammable, corrosive, toxic, etc.).
Appropriate PPE for each item to be moved must appear on the label (i.e. wear gloves). Items must be packed
so that any breakage that may occur in transit will not result in an injury to the mover. Care must be taken to
prevent incompatible chemicals from being packed together.

d. SHARPS: Used sharps must not be moved to a new laboratory. Leave the sharps container in the
current laboratory, sealed shut and labeled “SHARPS - FOR DISPOSAL". Obtain a new sharps container upon
arrival at the new facility.

e. GLASSWARE: When a move occurs within the Louis Stokes VAMC, to another VA facility, or to
Case, the investigator retains possession of VA purchased glassware and supplies. If the laboratory is closing or
the investigator is leaving the employ of the VAMC, all VA purchased glassware and supplies must be
distributed to other VA investigators. This is most often accomplished by advertising a ‘garage sale’. VA
purchased glassware and supplies are placed in boxes and placed inside the lab. A note is sent to all other
laboratories indicating the location and dates of the sale (not to be less than five working days). The boxes of
glassware/supplies informing Environmental Management employees must display a sign: ‘Do not dispose of
before MM/DD/YY'. Investigators are not charged for these materials. All items are distributed on a first come-
first serve basis. Glassware and supplies selected by the incoming investigator are to be placed into the
laboratory and marked with his/her name with a "DO NOT MOVE" sign. The departing investigator may
choose from any glassware or supplies remaining after the posted date. He/she must dispose of the remaining,
unwanted materials as outlined in Sharp Materials Disposal in the Medical Research Service Safety Training
Module. The distribution of glassware and supplies purchased from a source other than the Louis Stokes
VAMC must be cleared through the purchasing institution. Glassware and supplies that will be moved must be
transported in sealed, heavy cardboard boxes that will absorb the impact of handling and contain fragments
safely in the event of breakage. No glassware will be transported without exterior packaging.

g. EQUIPMENT: The location of all tagged Louis Stokes CDVAMC equipment must be reported to the
Administrative Officer (AO)/Research. If the move is within the Louis Stokes VAMC, the AO must be notified
of the equipment’s new location. For a move to another VA facility or off-site location used by a VA-funded
investigator, approval from the Research and Development Committee must be obtained and reported to the
Associate Chief of Staff/Research. All equipment transfers must also be documented and submitted to
Acquisition and Materiel Management. Ifthe departing investigator is closing the laboratory or leaving the
employ of the VA, an ad hoc committee formed by the Research and Development Committee will redistribute
all equipment.

(1) Instruction manuals will remain or be transferred with the equipment.

(2) Refrigerators, freezers, and incubators are to be emptied before they are moved. Contents must be
removed and packed separately.

h. SUPPLIES: If the departing investigator is closing the laboratory or is leaving the employ of the VA,
VA-purchased supplies are subject to the same means of disbursement as glassware (4.e. above). A departing
investigator, or another VA investigator, may take possession of any remaining supplies. The remaining,
unwanted supplies are placed in the hallway for Environmental Management personnel to dispose of.
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i. KEYS, ETCETERA:

(1) If the departing investigator is moving the laboratory away from VAMC property, all keys are to
be turned in to the RSC the day the laboratory is decommissioned.

(2) If the departing investigator and any of his/her employees are terminating their VA employment,
they must turn in all VA keys in their possession to the RSC and must clear stations.

(3) To clear stations, contact the Program Assistant/Research at extension 64660, who will instruct
the separating employee(s) on using the required electronic employee clearance system LEAF located at:

https://leaf.va.gov/VISN10/541/cleveland_vamc leaf/
(4) Reference Medical Center Policy MCP 004-010, “Employee Clearance”.
6. REFERENCES: VHA Handbook 1058.01, Research Compliance Reporting Requirements.
7.  RESCISSIONS: The rescission date of this Subcommittee on Research Safety Policy is May 9, 2028.

8. FOLLOW UP: Research Safety Coordinator/Chemical Hygiene Officer
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SOP Title: LABORATORY MOVING POLICY
SOP Number: SRS--004
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1.  PURPOSE: To establish guidelines that will facilitate the safe transfer of laboratory contents. It is
presented to guide investigators on the safe packaging and transportation of laboratory materials in the event of
a move, and to protect those individuals engaged to perform the move. It also outlines management's position
on the investigator’s rights to VA purchased materials.

2. POLICY: It is policy of the Louis Stokes Cleveland Veteran Affairs Medical Center (Louis Stokes Cleveland
VAMOCO) to safeguard all VA property located within the research laboratories and to safeguard the portability of
these items should the need arise.

3. DEFINITIONS:

ACOS — Associate Chief of Staff

CFR - Code of Federal Regulations

CWRU - Case Western Reserve University.

Departing investigator - The investigator moving out of a laboratory.

Incoming investigator - The investigator moving into a laboratory.

Mover - The person/people who will be performing the move (VA Engineering Service Grounds
Crew, or an outside mover).

PI — Principal Investigator

PPE - Personal Protective Equipment

i.  Pre-approved Materials - Materials that the incoming investigator has agreed to take possession of that
previously belonged to the departing investigator. The incoming investigator will assume ownership
and responsibility for all pre-approved materials.

RAM - Radioactive Materials.

RSO - Radiation Safety Officer.

Supplies — Consumable products that researchers and technicians use to help them do their jobs in the
lab. Generally, these include pipette tips, culture dishes, microscope slides, etc.

TR oo os

—
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4. RESPONSIBILITY:
a. DEPARTING INVESTIGATOR:

(1) VHA HANDBOOK 1058.01(May 21, 2010) states that:

A. A request for authorization to decommission laboratory space must be made in writing
(to the SRS and the ACOS/Research) at least 1 month prior to implementation.
B. The PI or Laboratory Director must obtain authorization from the SRS and the

ACOS/Research prior to reassigning, vacating, converting to non-laboratory use, or otherwise decommissioning
existing laboratory space that requires identification and disposal of hazardous materials, infectious agents, or
equipment between uses.

(2) Ensures that the laboratory has been decommissioned for RAM and other safety hazards as
outlined in Medical Research Service SRS Policy 005 (Laboratory Decommissioning Policy).

(3) Supervises the identification and distribution of VA purchased chemicals and supplies as
directed in sections 5.b. through 5.h. below.

(4) Ensures that VA equipment will not be removed, unless the Administrative Officer (extension
4657) has authorized transfer to the new VA or approved off-site location.

(5) Ensures that materials and equipment to be moved are free from chemical contaminants.
Equipment used for RAM must be cleared by Radiation Safety. Any hazards remaining (sharp edges, un-
removable contamination, etc.) are labeled with hazard identification and required PPE.

(6) Supervises the packing of the materials authorized to leave the laboratory. Ensures that
chemicals are protected from breakage and leakage, boxes are not too heavy, and that the contents of
refrigerators, ovens, freezers, etc. have been removed.

b. TECHNICIAN:
(1) Assists the investigator to comply with this policy.
c. ENGINEERING SERVICE GROUNDS CREW:
(1) Ensures packaging is secure.
(2) Identifies labeled hazardous materials and ensures that proper PPE is available and will be used.

(3) Identifies any leaking or hazardous situations to the departing investigator for immediate action.

(4) Refuses to transport any material marked "Radioactive Material". All material/equipment marked
“Radioactive Material” shall not be removed without clearance from Radiation Safety.

(5) Are trained personnel from the Engineering Service Grounds Crew who transport heavy

equipment, boxes, etc.

Page 2 of 5
SRS-004





d. ACOS/RESEARCH:

(I)  Upon receiving a request for authorization to decommission laboratory space, the ACOS for
Research must notify the VISN Safety Office to coordinate inventory and removal of hazardous materials,
infectious agents, or equipment.

5. PROCEDURE: Follow subparts a-f for a safe move. Always pack materials in strong cardboard
boxes, seal shut and label. Include the destination and the investigator's name on the label. Indicate the type of
hazards contained within and include special handling procedures (i.e., PPE, fragile). Do not overfill or
overload a box. Explain special hazards to movers when they arrive.

a. RAM:

DEPARTING INVESTIGATOR

(1) Perform a close-out survey to document the laboratory is free of radioactive contamination.

(2) Notify the Radiation Safety Officer of the laboratory status and request decommissioning.

(3) Collect all radioactive waste and submit a radioactive waste pick-up request to Radiation Safety.

RADIATION SAFETY

(1) Collect RAM waste, RAM material, and RAM user records.

(2) Perform a detailed radiological survey to document that the laboratory meets the requirements for
unrestricted use.

(3) Notify the Authorized User and ACOS/Research of the radiological status and/or release of the
laboratory for unrestricted use.

b. DISTRIBUTION OF CHEMICALS: The departing investigator must remove all chemicals from the
laboratory except those that await disposal.

(1) If the departing investigator is not leaving the Louis Stokes VAMC, then he/she will maintain
possession of all chemicals. They must be packed as indicated in 5.c. below. Unwanted chemicals must be
dispersed as in 5.b. (2) and 5.b. (3) below.

(2) If the departing investigator is closing the laboratory or is leaving the employ of the VA, he/she
must disperse VA purchased chemicals to other VA investigators. He/she must compile a list of these chemicals
(use the annual inventory) and distribute it to all laboratories. The chemicals will be distributed on a first come-
first serve basis. If the incoming investigator selects some of the chemicals, he/she must isolate them in the
laboratory and clearly label them with his/her name and post a "DO NOT MOVE" sign. The departing
investigator may retain chemicals remaining after the list has been circulated for a period of at least five working
days. Unwanted chemicals must be reinventoried for disposal (see chemical disposal - 5.b. (3) below).

(3) If the investigator has an approved off-site waiver (full or partial) and the move involves
the transfer of OSHA and/or EPA deemed hazardous chemicals, the Green Environmental Management System
(GEMS) Coordinator must be contacted. The GEMS Coordinator will ensure that all hazardous materials are
transferred according to Department of Transportation regulations.

(4) Unwanted chemicals must be disposed of as outlined in the Medical Research Service Safety
Training Manual — Hazardous Chemical Disposal.
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c. PACKING CHEMICALS: Compatible chemicals may be packed together. Glass bottles must be
packed in such a way as to absorb shock from outside the box and to keep the bottles from hitting each other.
Hazardous Chemicals must be transported in a container, which will absorb/contain the chemical in the event of
container breakage (i.e. — a heavy cardboard box or plastic tub filled with a Universal Absorbent). Each
container must be labeled for the hazards it contains (i.e., breakable, flammable, corrosive, toxic, etc.).
Appropriate PPE for each item to be moved must appear on the label (i.e. wear gloves). Items must be packed
so that any breakage that may occur in transit will not result in an injury to the mover. Care must be taken to
prevent incompatible chemicals from being packed together.

d. SHARPS: Used sharps must not be moved to a new laboratory. Leave the sharps container in the
current laboratory, sealed shut and labeled “SHARPS - FOR DISPOSAL". Obtain a new sharps container upon
arrival at the new facility.

e. GLASSWARE: When a move occurs within the Louis Stokes VAMC, to another VA facility, or to
Case, the investigator retains possession of VA purchased glassware and supplies. If the laboratory is closing or
the investigator is leaving the employ of the VAMC, all VA purchased glassware and supplies must be
distributed to other VA investigators. This is most often accomplished by advertising a ‘garage sale’. VA
purchased glassware and supplies are placed in boxes and placed inside the lab. A note is sent to all other
laboratories indicating the location and dates of the sale (not to be less than five working days). The boxes of
glassware/supplies informing Environmental Management employees must display a sign: ‘Do not dispose of
before MM/DD/YY'. Investigators are not charged for these materials. All items are distributed on a first come-
first serve basis. Glassware and supplies selected by the incoming investigator are to be placed into the
laboratory and marked with his/her name with a "DO NOT MOVE" sign. The departing investigator may
choose from any glassware or supplies remaining after the posted date. He/she must dispose of the remaining,
unwanted materials as outlined in Sharp Materials Disposal in the Medical Research Service Safety Training
Module. The distribution of glassware and supplies purchased from a source other than the Louis Stokes
VAMC must be cleared through the purchasing institution. Glassware and supplies that will be moved must be
transported in sealed, heavy cardboard boxes that will absorb the impact of handling and contain fragments
safely in the event of breakage. No glassware will be transported without exterior packaging.

g. EQUIPMENT: The location of all tagged Louis Stokes CDVAMC equipment must be reported to the
Administrative Officer (AO)/Research. If the move is within the Louis Stokes VAMC, the AO must be notified
of the equipment’s new location. For a move to another VA facility or off-site location used by a VA-funded
investigator, approval from the Research and Development Committee must be obtained and reported to the
Associate Chief of Staff/Research. All equipment transfers must also be documented and submitted to
Acquisition and Materiel Management. Ifthe departing investigator is closing the laboratory or leaving the
employ of the VA, an ad hoc committee formed by the Research and Development Committee will redistribute
all equipment.

(1) Instruction manuals will remain or be transferred with the equipment.

(2) Refrigerators, freezers, and incubators are to be emptied before they are moved. Contents must be
removed and packed separately.

h. SUPPLIES: If the departing investigator is closing the laboratory or is leaving the employ of the VA,
VA-purchased supplies are subject to the same means of disbursement as glassware (4.e. above). A departing
investigator, or another VA investigator, may take possession of any remaining supplies. The remaining,
unwanted supplies are placed in the hallway for Environmental Management personnel to dispose of.
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i. KEYS, ETCETERA:

(1) If the departing investigator is moving the laboratory away from VAMC property, all keys are to
be turned in to the RSC the day the laboratory is decommissioned.

(2) If the departing investigator and any of his/her employees are terminating their VA employment,
they must turn in all VA keys in their possession to the RSC and must clear stations.

(3) To clear stations, contact the Program Assistant/Research at extension 64660, who will instruct
the separating employee(s) on using the required electronic employee clearance system LEAF located at:

https://leaf.va.gov/VISN10/541/cleveland_vamc leaf/
(4) Reference Medical Center Policy MCP 004-010, “Employee Clearance”.
6. REFERENCES: VHA Handbook 1058.01, Research Compliance Reporting Requirements.
7.  RESCISSIONS: The rescission date of this Subcommittee on Research Safety Policy is May 9, 2028.

8. FOLLOW UP: Research Safety Coordinator/Chemical Hygiene Officer
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Effective Date: SEPTEMBER 14, 2022
SOP Title: UTILITY FAILURE POLICY
SOP Number: SRS--006

SOP Version: .10

1. PURPOSE: To establish procedures to follow in the event of a partial or total utility failure.

2. POLICY: Itis the policy of the Louis Stokes Cleveland Department of Veteran Affairs Medical Center
(Louis Stokes VAMC) to have procedures in place in the event of a utility failure that affects Medical Research
Service. SRS policies 014 — Emergency Protocol for the Animal Research Facility and 019 — Emergency
Preparedness provide additional information in the event of utility failures.

3. DEFINITIONS:

a. ACOS: Associate Chief of Staff/Research
b. ARF: Animal Research Facility
c. HVAC: Heating Ventilation Air Conditioning

4. RESPONSIBLITIES: All personnel in Medical Research Service must adhere to the following procedures:
5. PROCEDURES:
a. ELECTRICAL FAILURE

(1) Upon discovering an electrical failure, notify Engineering Services at extension 64164, M-F 8:00
am - 4:30 pm. At any other time, notify the Boiler Plant at extension 64180.

(2) Notify the Research Office at extension 64263.

(3) Ensure that critical equipment is plugged into red emergency power outlets (i.e., freezers,
incubators). Turn off equipment that was running at the time of the outage. Unplug equipment that may be af-
fected by a power surge when the electrical power resumes.

(4) If there is enough light and ventilation for you to do so, continue working; adjust work to fit the
available power.

(5) Reduce the number of times the freezers, refrigerators, and incubators are opened to maintain
internal temperatures.

(6) If lighting is unavailable, secure the safety of the laboratory (i.e., turn off gas flame, close open
bottles, etc.) and evacuate to an area of the medical center that has power.
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(7) Resume normal operations when electrical power is restored.

b. DOMESTIC WATER SUPPLY OUTAGE

(1) Upon discovering a water supply outage, notify Engineering Services at extension 64164, M-F
8:00 am - 4:30 pm. At any other time, notify the Boiler Plant at extension 64180.

(2) Notify the Research Office at extension 64263.
(3) Shut off sources of water (i.e., faucets) and systems requiring water cooling (i.e., stills).

(4) Use an alternate water supply, such as the distilled water system or de-ionized water, sparingly
until water service is restored.

(5) Run water for 2-3 minutes to clear the lines of contaminants when the water service has been
restored. Replenish stored water supplies.
c. DISTILLED WATER OUTAGE

(1) Upon discovering a distilled water outage, notify Engineering Services at extension 64164, M-F
8:00 am - 4:30 pm. At any other time, notify the Boiler Plant at extension 64180.

(2) Notify the Research Office at extension 64263.
(3) Shut off distilled water sources (taps).
(4) Use alternate water sources (i.e., domestic water supply, deionized water) when available.
(5) When distilled water service is restored run water for 2-3 minutes to clear the air from the line.
(6) DO NOT LEAVE WATER TAPS ON OVER AN EXTENDED PERIOD OF TIME (i.e., do not
Rinse pipettes overnight).
d. VENTILATION FAILURE

(1) Upon discovering a ventilation failure, notify Engineering Services at extension 64164, M-F 8:00
am - 4:30 pm. At any other time, notify the Boiler Plant at extension 64180.

(2) Notify the Research Office at extension 64263.
(3) Air Conditioning:
(@) Use fans when available. Contact the HVAC Shop, Engineering Services, at extension

65029 for additional fans. Place fans to circulate the air, blowing towards a fume hood. Do not place fans
to blow across the work surface; this will spread contaminants.
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(b) Unplug unnecessary, continuous running equipment to prevent heat build-up.

(4) When normal ventilation returns, return borrowed fans to their original owners.

e. GAS/AIR/VACUUM LINE FAILURE
(1) Upon discovering a Gas, Air, or Vacuum line failure, turn off all open lines that are open.

(2) Notify Engineering Services at extension 64164, (M-F 8:00 am —4:30 pm). At any other time,
notify the Boiler Plant at extension 64180.

(3) Notify the Research Office at extension 64263.

(4) Bleed valves before resuming normal operations when gas, air, and/or vacuum lines are restored.

f. FLOODING

(1) Upon discovering a flood, find the source (if possible) and shut it off. If you cannot, notify
Engineering Services at extension 64164, M-F 8:00 am - 4:30 pm., or the Boiler Plant at extension 64180.

(2) Call Environmental Management Service (extension 64270) to mop up and/or use Wet-Vac.
(3) Notify the Research Office at extension 64263.

(4) Determine the extent of the damage and report it to your supervisor and/or the ACOS/Research.

g. STEAM

(1) Upon discovering a steam outage, users of autoclaves and the ARF cage washer should turn off
the device(s) and check whether the cycle has been completed.

(2) Notify Engineering Services at extension 64164, M-F 8:00am - 4:30 pm. At any other time,
notify the Boiler Plant at extension 64180.

(3) Notify the Research Office at extension 64263.
(4) When steam has been restored, continue the ARF cage washer cycle from where it left off.
Restart autoclaves from the beginning cycle to ensure sterility.
h. ELEVATOR
(1) Upon discovering that an elevator is not working or is working incorrectly, notify the Engineering

Services at extension 64164, M-F 8:00 am - 4:30 pm. At any other time, notify the Boiler Plant at extension
64180.

(2) Notify the Research office at extension 64263.
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(3) Place signs by the elevator on each floor, which read "Elevator under repair, please use stairs."
(4) Use the stairs until it is repaired.

(5) When the elevator has been repaired, remove the ‘repair’ signs from each floor.

i. OXYGEN

(1) Upon discovering that oxygen service has ceased, place all animals requiring oxygen on bottled
oxygen.

(2) Notify Engineering Services at extension 64164, M-F 8:00am - 4:30 pm. At any other time, notify
the Boiler Plant at extension 64180.

(3) Notify the Research office at extension 64263.

(4) Maintain animal(s) on bottled oxygen until oxygen service is restored or oxygen is no longer
necessary.

(5) When oxygen service is restored, bleed valve for 40 to 50 seconds to remove impurities.

j.  MEDICAL GAS/MEDICAL AIR/MEDICAL-SURGICAL VACUUM SYSTEMS

(1) The loss of these utilities will not impact Medical Research Service.

6. REFERENCE: SRS Policy 014 — Emergency Protocol for the Animal Research Facility and SRS Policy
019 — Emergency Preparedness.

7. RESCISSION: Medical Research Policy SRS-006. The rescission date of this policy is September 13, 2027.

8. FOLLOW-UP RESPONSIBILITY: Research Safety Coordinator/Chemical Hygiene Officer
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1. PURPOSE: To ensure the protection of employees, patients, and visitors in Medical Research Service
from potentially contaminated food, food products, cosmetics, contact lenses, and medications intended for
human use.

2. POLICY: Food, food products, cosmetics, and medications for human use cannot be stored or used in
Research Laboratories, Animal Housing Rooms, Clinical Research Center Exam Rooms, and space within the
Functional Electrical Stimulation (FES) Center/Advanced Platform Technology (APT) Center where patient
testing/therapy takes place, or the equivalent. This is especially important in laboratories in which a chemical or
hazardous substance is stored or is being used.

Regarding Animal Research, human food and food products used for laboratory animals and stored within the
Animal Research Facility (ARF), or research laboratories, must be clearly marked “NOT FOR HUMAN USE”.

The handling/application of contact lenses within a laboratory is prohibited. Appliances (refrigerators, coffee
pots, microwaves) that are designated for human use with food and drink cannot be placed in any room where
chemicals or other hazardous substances are used or stored. Appliances, such as refrigerators and microwaves,
used in research space or the ARF must be labeled that they are not to be used for human food items.
Unauthorized narcotics, alcoholic beverages, or items similar in nature are forbidden on Medical Center
property (Medical Center Policy 005-024).

Note: Smoking is forbidden on the campus of the Louis Stokes Cleveland DVAMC.
3. DEFINITIONS:

a. Food - any consumable item. This includes lunches, beverages, gum, candy, etc.; except that which is
designated for animal use only.

b. Food products - Material used to make or aid in the consumption of food. This includes plates,
silverware, cups, pop cans or bottles, mugs, napkins, etc.; except that which is designated for animal use only.

c. Cosmetics - Products designed to enhance the body by direct application. This includes lotions, lip
stick, Chapstick ®, perfume, etc.

d. Medications - Drugs or other agents used to treat disease or injury. This includes prescription
medication, aspirin, cough drops, etc.; except that which is designated for animal use only.
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4. PROCEDURES:

Research Laboratories, Animal Housing Rooms, Clinical Research Center Exam Rooms, and space within the
Functional Electrical Stimulation (FES) Center/Advanced Platform Technology (APT) Center where patient
testing/therapy takes place, or the equivalent. This is especially important in laboratories in which a chemical or
hazardous substance is stored or is being used.

(1) Appliances (refrigerators, coffee pots, microwaves) that are designated for use with food cannot be
placed in any room where chemicals or other hazardous substance or laboratory animal is being housed.

(2) Any product for human use must never be carried on an employee’s person (pockets, etc.) while in a
laboratory wherein hazardous materials or laboratory animals are housed.

5. REFERENCE: MP-3, Part III, Appendix 5H; 29 CFR 1910.141 (g) (4); CDC/NIH "Biosafety in Micro-
biological and Biomedical Laboratories" 4" Edition May 1999, Section III, A 3, and Medical Center Policy 005-
024, January 4, 2019.

6. RESCISSION: The date rescission of this policy is June 13, 2028.

7. FOLLOW UP: Research Safety Coordinator
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Medical Research Service
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Effective Date: SEPTEMBER 14, 2022
SOP Title: OFFICE SAFETY Policy
SOP Number: SRS--008
SOP Version: .09

1. PURPOSE: To familiarize all employees within the office setting of potential safety hazards in their work
areas.

2. POLICY: Medical Research Service will strive to provide a safe work environment for all office
employees.
3. RESPONSIBILITY:
a. Research Safety Coordinator (RSC) / Chemical Hygiene Officer (CHO):
(1) Trains office workers in safety annually.
(2) Identifies safety concerns.
(3) Determines proper corrective procedures.
(4) Performs or contracts for corrective action to be completed.
b. Office Employee:
(1) Completes annual safety training.
(2) Continually inspects work area for safety hazards.
(3) Reports safety hazards to the RSC.

(4) Reports any hazard that may require work or purchase orders.

4. PROCEDURES:
a. Common office hazards to avoid and/or to inspect for:
(1) Route telephone, electrical, and/or computer cables so they are not tripping hazards.

(2) Contain and clean-up spills immediately.
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(3) Close file and desk drawers when not in use.
(4) Do not step on chairs or boxes to reach items stored too high.
(5) Keep paper cutter handle in the down position when not in use.

(6) Use proper lifting technique when lifting heavy objects (lift with the knees, not with the back,
hold objects close to the body, etc.).

(7) Do not overload electrical outlets.

(8) Take defective equipment out of service by unplugging and adding a lockout/tagout device.
(9) Store/load heavy materials on the bottom shelf/drawer.

(10) Keep beverages away from electrical appliances.

b.  When other hazards have been identified, they must be reported to the supervisor as soon as possible.

5. REFERENCE: MCP 005-045 Personal Appearance; SRS-07 Eating Policy.

6. RESCISSION: Medical Research Service SRS Policy 008. The rescission date of this policy is
September 13, 2027.

7. FOLLOW UP: Research Safety Coordinator/Chemical Hygiene Officer
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Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: DECEMBER 14, 2022
Policy Title: INFECTION AND HAZARD CONTROL FOR THE ANIMAL RESEARCH FACILITY
Policy Number: SRS--009

Policy Version: .06

PURPOSE: To prevent exposure of the animal care staff and others with animal contact to hazardous
agents present in animal tissues, secretions, excretions, bite and scratch wounds, and elsewhere in the
animal environment:

By delineating hazards in the use of animals in research.

By recommending actions to reduce biohazards which might lead to injuries and infectious diseases
which might affect humans and animals.

By developing a safe environment in which to conduct research involving the use of animals.

By describing methods of infectious and other hazardous agents used in animal experimentation.

RESPONSIBILITY: All employees will receive an initial orientation as well as annual updates in
biohazard control. The employees are responsible for compliance with this policy and all Medical Center
Infection Control policies.

Supervisors of the area will monitor compliance with this policy. Compliance will be reflected in
Employee’s appraisals.

POLICY: To ensure that at the Louis Stokes Cleveland Department of Veterans Affair Medical Center
(LSCDVAMOC) there is compliance with the most recent editions of:

a. The Animal Welfare Act (7 USC 2131-2156) and Animal Welfare Act Regulations and Standards
Title 9, CFR, subchapter A, parts 1,2,3,4, and subsequent amendments promulgated to enforce the Act.

b. The Health Research Extension Act of 1955 (Public Law 99-158, "Animals in Research," and any
subsequent amendments).

c. Public Health Service (PHS) Policy, The Institute for Laboratory Animals Resources (ILAR)
"Guide for the Care and Use of Laboratory Animals," known as the Guide.

d. Interagency Research Animal Committee (IRAC) "Principles for the Utilization and Care of
Vertebrate Animals Used in Testing, Research and Training".





e. Center for Disease Control/National Institutes of Health publication "Biosafety in Biomedical and
Microbiological Laboratories".

f.  "NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules”
g. "AVMA Guidelines for the Euthanasia of Animals”
h. VHA Handbook 1200.7

i.  Other laws, regulations, guidelines, or documents that impact the use of radiographic equipment,
workplace safety, endangered species, as well as any others added by the Chief Research and
Development Officer (CRADO) or designee.

GENERAL INFORMATION AND GUIDELINES:

1. Hazards that exist in an animal research facility may be classified as:

a. Those that cause physical injuries, i.e. bites, scratches, cuts, abrasions, sprains, fractures, burns,
and radiation exposure hazards.

b. Those that cause illness to personnel.
c. Those that cause illness to animals.
d. Those that cause damage to equipment and facilities.

2. Responsibility for maintaining a safe animal facility is shared by the Institutional Animal Care and
Use Committee (IACUC), the investigators of record and their technicians, and the animal care staff.

3. The IACUC oversees the care and use of animals at facilities at the Wade Park unit. The IACUC is
responsible for reviewing all protocols dealing with animals. VA Central Office requires a detailed report
(Animal Component of Research Protocol - ACORP), which documents the proposed care and use of
research animals and lists infectious, chemical, physical, and other hazards associated with the study. The
ACORP must be reviewed and approved by the IACUC and training of all listed personnel must be
completed before the project can begin. Newly added staff must be added to the ACORP by means of an
amendment. This amendment can be approved prior to hands on training, but access is only granted after
personnel have completed all IACUC-training. Online CITI program training provides species specific
training in animal associated zoonotic and physical hazards caused by laboratory animals to personnel.
The LSCDVAMC SRS reviews all study associated infectious hazards and approves safety procedures for
personnel exposed to these hazards. The Principal Investigator is responsible for providing training in all
hazards to personnel working on the protocol. The Radiation Safety Officer is responsible for providing
training in radiation safety.

4. The VA Attending Veterinarian or his/her delegated backup may be contacted, via the ARF
Supervisor or the Administrative Officer for Research (AO), for any questions about the care and use of
animals. The Attending Veterinarian visits the LSCDVAMC AREF at least at least twice per month and is
available for consultation and treatment of animals on an on-call basis.

5. The investigators are responsible for choosing the appropriate species of animal for their experiments.
They are responsible for adhering to the animal handling, treatment, and use provisions in their [ACUC-
approved ACORP and submitting an Addendum to the ACORP prior to implementing any new





procedures. They are also responsible for observing the general health of their animals and taking
appropriate measures when an animal becomes ill, including notification of/consulting with the
veterinarian prior to instituting any medical treatment not specified in their approved IACUC ACORP.
They are responsible for instructing their technicians on the proper handling of animals to prevent injury
to the animals, themselves, or their technicians. They also are responsible for informing technicians and
the animal care staff when they are using biohazardous agents and providing their staff members with
agent specific training as well as ensuring that they have received training in and are compliant with ARF
infectious agent containment SOPs. Use of these agents must have prior approval from the appropriate
committees.

6. The ARF animal care staff is responsible for maintaining the housing, ancillary rooms, and for the
general well- being of animals. A written work schedule for cleaning procedures is posted in a book
located within, or immediately outside, each room in the ARF. The animal care personnel observe all
animals in their care, treat animals as noted on a treatment list, and notify the supervisor of the ARF, the
responsible investigators and technicians and the veterinarian of any unusual circumstances, signs of
illness, injury or distress involving the animals. The ARF staff is responsible for handling animals
appropriately to avoid bites and scratches, maintaining the veterinarian-prescribed room entry order to
prevent room to room disease transmission and following all SRS and IACUC approved guidelines and
standard operating procedures when handling animals known or suspected to be exposed to or shedding
hazardous agents.

7. The AREF is a restricted area, open only to authorized personnel. The ARF is located in the basement
of the medical center and is separated from the rest of the hospital by electronically secured keycard-
operated doors.

5. PROCEDURES:

1. All employees are required to be familiar with and comply with all Medical Center Infection Control
Policies, including:

a. Isolation and Infection Control Precautions, MCP 011-056
b. Tuberculosis Control Program, MCP 011-031
c. Bloodborne Pathogen Exposure Control Plan, MCP 011-039
d. Personnel Health Infection Control Policy
e. Specific procedures related to the Animal Research Facility.
2. All personnel handling animals should be currently (within 10 years) immunized against tetanus.

3. Ifrabies vaccinated purpose-bred cats are used as required by LSCDVAMC IACUC and SRS policy,
the Personnel Health Services has determined that pre-exposure immunization with human diploid cell
rabies vaccine is not required. All personnel whose duties require significant contact with cats shall be
informed about the risk of rabies and receive training in appropriate procedures to follow in the event of a
skin-penetrating bite wound. All skin penetrating bite wounds must be reported promptly to Personnel
Health Services (See VHA Handbook 1200.07, Use of Animals in Research). The cat that induced the
bite wound must be quarantined for 10 days and examined at the end of this period by the Veterinarian.
Animals exhibiting neurological signs compatible with rabies infection will be euthanized and brains sent





6.

to the Ohio rabies diagnostic laboratory for testing. Should the need for post exposure prophylaxis arise
due to the finding of a rabies positive cat, or the failure of the biting animal to complete the quarantine
process, Personnel Health Service shall procure and administer the vaccine at no cost to personnel. Prior
to receiving the vaccine, employees will be informed of the risks and advantages of the procedure.

4. The animal care staff must wear uniforms provided and washed by the Medical Center or within the
ARF. When working with the animals, all other personnel must don a freshly laundered surgical gown or
a disposable gown, which is removed upon reentry into the hospital section. The animal care staff
uniforms must be donned at the medical center before daily work in the animal facility and must not be
worn out of the facility at the end of the day. A separate covering, such as a clean lab coat, should be
worn over the uniform when the employee leaves the animal facility during the workday. All animal
technicians and research personnel are required to wear protective clothing when entering biohazardous
and/or rodent rooms; this includes disposable exam gloves, laundered or disposable gowns (fresh
laundered surgical gowns are available at facility entrances), procedural masks, shoe covers, etc. when
working in the animal facilities micro-isolator/ barrier rooms and with biohazardous animals. All
personnel shall wash their hands before leaving a housing or treatment room in which they have worked
with animals.

5. All personnel must wash their hands and other body parts which may be contaminated with hazardous
agents (radioisotopes, infectious agents, potential carcinogens, etc.) following contact with animals or
materials. Where designated, personnel shall wear protective clothing (i.e. gloves, face masks, gowns)
when handling these animals or materials.

6. All personnel must use approved procedures for discarding animal carcasses. Carcasses must be
placed in a sealed plastic biohazard-labeled bag, which is placed into a red biohazard barrel (lined with a
red biohazard bag) located in the ARF postmortem room refrigerator until they are shipped out for
disposal by an outside contractor. Carcasses to be saved are double-bagged and placed into a freezer in
the ARF post-mortem room.

Just before they are picked up, biohazard-labeled bags will be packed in appropriately labeled red barrels.
The animal care staff discards all waste generated in the ARF daily. Used bedding will be bagged and
discarded in the hospital dumpster located on the first floor at the rear of the medical center. Bedding
contaminated with infectious and/or hazardous chemicals is bagged within a BSC, properly labeled, and
disposed as hazardous waste. When disposable caging is used to house rodents treated with infectious or
chemical hazards, the entire cage is disposed in the same manner as the bedding.

SICK ANIMALS:
1. All sick animals identified with a potentially contagious illness will be isolated.

2. A rodent quarantine room is available for rodents obtained from non-standard vendors with a non-
verified health status. Rodents are prophylactically treated for parasites and housed in this room until an
acceptable health status is verified or a decision for re-derivation is made by the consulting veterinarian.
Separate holding rooms for Specific pathogen-free (SPF) animals ordered from vendors are not available.
Newly arrived animals are caged in general housing rooms. The animals are observed closely for the first
week to ensure that they have acclimated to their new environment. A one-week acclimatization period
prior to experimentation is required for all non- rodent mammals after arrival. A one-week
acclimatization period after arrival is recommended for all rodents.
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3. All animals in the facility are observed on a daily basis. If any animal appears sick, a pink medical
record card is posted on the front of the cage card, the investigator and veterinarian are notified, and the
treatment (approved by the veterinarian) is given. If an animal must be isolated, it is done on an as-needed
basis.

4. Animal vaccines for selected species will be used where appropriate.

5. Investigators will be notified if they have sick animals. In conjunction with the Attending Veterinarian
the investigators will determine if animals should be treated or euthanized.

6. The Attending Veterinarian shall be consulted before an investigator uses any antibiotics or other
treatments not authorized on the approved ACORP on any animal.

PROCEDURE FOLLOWING ANIMAL BITES:

1. Most animals bite because of pain or apprehension resulting from improper handling techniques. Firm
but gentle restraint is sufficient to accomplish the majority of procedures with complete safety to animals
and personnel. However, if an employee is bitten, the employee should:

a. Allow the wound to bleed and then thoroughly cleanse the injured area with running water and
antimicrobial hand-soap.

b. Identify the animal and all animals associated with it. If possible, the animal should be kept alive
and not used in an experiment. If the animal is anesthetized, it should be allowed to recover.

c.  Follow current procedures for an accident. Report the injury to: a) the supervisor, b) the
Personnel Health physician or Urgent Care, and c) the Research Safety Coordinator. Submit appropriate
forms to Human Resource Management Service.

2. Bites will be evaluated by Personnel Health, or the VA Emergency Department; antibiotics will be
given if indicated (See VHA Handbook 1200.07, Use of Animals in Research). If appropriate,
Personnel Health physician will submit an Animal Bite Report to the Cleveland Division of Environment,
1925 St. Clair Avenue, Cleveland, Ohio 44114, Phone (216) 664-2300.

CAT BITES:

1. If the bite was caused by a cat (even if purpose-bred and rabies vaccinated) the remote possibility of
rabies exists. The veterinarian should:

a. Ifthe animal is dead - remove the head and refrigerate. Submit the head, under refrigeration, to
the Ohio Department of Health Laboratories for rabies examination.

b. Ifthe animal is alive - perform a physical examination at the beginning and end of a 10-day
quarantine.

c. At the first sign of illness suggestive of rabies, euthanize the animal, remove the head and submit
it, under refrigeration, to the Ohio Department of Health Laboratories for rabies examination.

d. Ifthe cat tests positive for rabies or if the quarantine cannot be completed the bitten person must
undergo post exposure rabies treatment as described in 5.d.
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2. Scratches are not a mode of rabies transmission unless there also is contact with infected saliva.
Animals usually are not quarantined for scratches. Scratches are to be handled as in section a. above. It
is highly unlikely that a rodent or lagomorph bred for research is a carrier of rabies. Injuries by these
animals also should be handled as in section a. above.

USE OF HAZARDOUS MATERIALS:

1. The use of hazardous materials (radioisotopes, infectious agents, potential carcinogens, etc.) in animals
must have PRIOR approval from the VA Research and Development Committee, the IACUC, the
Subcommittee on Research Safety, and, if applicable, the Radiation Safety Committee and the CWRU
Institutional Biosafety Committee (Recombinant or Synthetic Nucleic Acid Molecules). In many
instances, these studies may require the use of special isolation hoods, disposable cages, protective
garments, and a decontamination facility, which would be necessary to attain a moderate-to-high degree
of containment. Studies requiring such specialized containment may not be approved if the ARF does not
have adequate support facilities. Alternate resources should be considered.

2. The research ACORP should address all of the points above. The investigator also must describe
procedures to contain biohazardous materials, including tissue residues and/or secretions and excretions,
such as urine, feces, or exhaled air. The investigator must discuss how personnel will be protected and
what precautions will be taken, including disposal of animals, bedding, and contaminated cages.

3. If the biohazardous agent is incorporated in food or added to drinking water, the investigator must
address the problems of dust from the food and aerosolization. If animals are being exposed to a
biohazard, this information is posted on the door to the animal housing room and on the cage(s) holding
the biohazardous animal(s). The information includes the name of the biohazardous material, complete
written instructions for who may enter, and what protective clothing/devices must be used while in that
room. It is the responsibility of the investigator to discuss with the supervisor of the ARF all requirements
for the study and to ensure that all the necessary supplies are provided. It also is the investigator's
responsibility to determine, with the supervisor of the ARF, who is to be responsible for the daily care of
those animals exposed to the biohazardous material. If the investigator's research team is to provide daily
care, the team also is responsible for maintaining the husbandry records for each day, including weekends
and holidays.

REFERENCE: VHA HANDBOOK 1200.7, Use of Animals in Research, Appendix C, Occupational
Health and Safety for Research Personnel with Animal Contact.

RESCISSION: The rescission date for this policy is December 13, 2023.

FOLLOW-UP: Research Safety Coordinator/Chemical Hygiene Officer.
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Effective Date: JULY 20, 2022
Policy Title: EMPLOYEE HAZARDS TRAINING BY SUPERVISOR
Policy Number: SRS--010

Policy Version:.10

1. PURPOSE: To document employee training in laboratory-specific hazards and the safety mechanisms in place.
2. POLICY: Supervisors will train each employee upon initial assignment and annually thereafter. Additional training
will be presented every time a new chemical or piece of equipment is added to an employee’s duties or when their duties
change. Supervisors will maintain documentation of this training.
3. DEFINITIONS:

a. RSC/CHO - Research Safety Coordinator/ Chemical Hygiene Officer

b. Hazardous Chemical - chemicals that are listed with air contaminant upper limits in table Z-1 in OSHA regulation
1910.1000 “Air Contaminants”, chemicals listed as toxic and hazardous substances in OSHA regulations 1910.1001-1050.

c. Extremely Hazardous Chemicals - chemicals listed in Ohio Revised Code Section 3750.02(B) (1) (a) (Ohio
Administration Code 3750-20-30).

d. PPE - Personal Protective Equipment

e. MAXCOM Notebook - a notebook in each investigator’s laboratory which contains a Hazardous Communication
(HAZCOM) Plan, Chemical List, Safe Use Guides, Definitions, and Pictograms.

4. RESPONSIBILITY:
a. Associate Chief of Staff for Research (ACOS/Research):
(1) Informs each new investigator of their responsibility to perform supervisor training.

(2)  Ensures that each investigator is knowledgeable in all areas for which they will be responsible for training
their employees.

3) In the event of supervisor noncompliance, identifies and takes corrective action while ensuring that
employees receive appropriate training.

b. RSC/CHO:
(1)  Assists supervisor in compiling training requirements.

(2)  Assists supervisor in the documentation of training.
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(3) Examines laboratory training documentation at least annually to ensure compliance.
(4) Reports potential non-compliance to the Subcommittee on Research Safety and Security.

c. Investigator:
(1)  Trains each employee in all hazards that they will likely face in their workplace (resulting from duties and/or
location) as indicated in section 5.

(2)  Ensures that each employee attends all required training.

(3)  Provides additional training when an employee’s environment or duties change. An Investigator may also
require additional training due to procedural changes or on an “as needed” basis.

(4)  Maintains documentation of training.

(5) If desired, appoints a Laboratory Supervisor to assume investigator’s responsibilities for training other
laboratory personnel. Ensures that the Laboratory Supervisor is knowledgeable in all areas for which they
will be responsible for training employees and reviews this policy to ensure compliance.

d. Employee:
(1)  Attends required training.
(2)  Asks questions until they understand all hazards that they will likely face.

(3)  Avoids unnecessary exposure to hazardous situations.

(4) Contacts RSC/CHO with any questions regarding training requirements or safety procedures.

5. PROCEDURE:

a. Upon an employee’s initial assignment, the Principal Investigator or designated Laboratory Supervisor will provide
training until the employee is proficient in applicable laboratory procedures to ensure chemical safety, biosafety, radiation,
and physical safety measures are properly adhered to. This involves all hazards that they will face when performing their
duties, and how to best minimize those hazards. Training will cover all health and physical hazards as listed on the Employee
Confirmation of Laboratory Safety Training by Supervisor checklist.

(1)  Identify the employee’s supervisor.
(2)  Identify the location of the laboratory MAXCOM Notebook.
(3)  ldentify two fire escape routes from the laboratory.

(4) Indicate the location of the nearest emergency equipment, i.e., the nearest fire extinguisher, fire alarm pull
station, telephone for emergency use, eyewash station and emergency shower.





©)

(6)
()
(8)

©)

(10)

(11)

Identify the Biosafety level of the lab and review the associated required safety procedures associated with
that level.

Review every procedure that they will be required to perform.
Review the list of hazardous/extremely hazardous chemicals that appear in the MAXCOM Notebook.
For each chemical the employee will work with, identify:

(@) The location of Safety Data Sheets (SDS), which are available in MAXCOM, located on the Louis
Stokes Cleveland DVAMC home page, right column, MAXCOM tab.

(b) Physical characteristics.

(c) Physical hazards.

(d) Health hazards - route of entry, target organs.

(e) Proper handling/special precautions/steps to reduce exposure levels.
() Type and location of PPE required during use.

() Methods and observations used to detect the release of a chemical.
(h) Permissible exposure limit.

(i) Signs and symptoms of exposure.

(i) Monitoring of exposure.

(K) Proper storage.

() Proper disposal.

(m) Proper spill cleanup procedures.

For every piece of equipment, the employee will use, identify:

(@) Location of operating instructions.

(b) The hazards associated with the machine.

(c) Proper operating procedures — including the use of PPE.

For every protocol:

(a) Review all the steps in every protocol the employee will be performing.
(b) Answer fully all questions asked by the employee.

For every type of PPE:

(@ How itis to be worn.





(b) What its limitations are.
(c) Its proper care and maintenance.
(d) Its useful life, e.g., until no longer functioning as designed.

(e) How to dispose of it.

(12) Review personnel accident procedures.

b. Employee training or retraining is required when any of the following situations occur. Retraining must cover all
parts of 5.a. - PROCEDURE that correspond to the change that has been made. Situations that require retraining:

1)
(@)
3)
(4)

©)

A new chemical is introduced.

A new piece of equipment is introduced.
A new protocol is introduced.

A protocol is changed.

(@ No protocol may be changed verbally. Changes in protocol must be written.

(b) A change in one part of a protocol requires a complete review of the entire protocol.

The MAXCOM Notebook is moved to a new location.

c. Every instance of training and retraining must be documented. The Laboratory Biological Risk Assessment is used
to document an employee’s confirmation of supervisor training; RSF #142 is used to document employee initial training and
all instances of retraining. All documentation must be maintained in the Laboratory MAXCOM Notebook. The
documentation for a given protocol must be maintained until documentation for the revised version of the protocol is
complete. All outdated documentation should be kept by the Principal Investigator or Laboratory Supervisor.

6. RESCISSIONS: Medical Research Safety Policy Employee Hazards Training by Supervisor. The rescission date of
this policy is July 19, 2027.

7. FOLLOW UP: RSC/CHO





EMPLOYEE CONFIRMATION OF LABORATORY SAFETY TRAINING BY SUPERVISOR

Employee Name

Supervisor

Date

Supervisor
Initials

Employee
Initials

Subject

Attend New Employee Safety Orientation or complete an on-line training provided by the
Research Safety Coordinator.

Identify the employee’s supervisor

Location of the MAXCOM Safety Notebook, which contains:

Chemical Hygiene Plan

Hazard Communication Program

Hazardous Agents Control Program

Printed Chemical Inventory

Laboratory Risk Assessment - Identify hazardous chemicals actively being used in
the laboratory and sign-off to acknowledge understanding

6. Standard Operating Procedures (if applicable) to specific laboratory.

agrwhE

Location of Safety Data Sheets (SDS):
MAXCOM (which is located on the Cleveland VA Intranet Home Page:
https://vaww.cleveland.va.gov/).

Physical characteristics.

Physical hazards.

Health hazards - route of entry, target organs.

Proper handling/special precautions/steps to reduce exposure levels.
Type and location of PPE required during use.

Methods and observations used to detect the release of a chemical.
Permissible exposure limit.

Signs and symptoms of exposure.

9. Monitoring of exposure.

10. Proper storage.

11.  Proper disposal.

12.  Proper spill cleanup procedures.

N~ wWNE

Location of Subcommittee on Research Safety and Security Policies (which are located on the
Cleveland VA Research Website: https://www.clevelandvaresearch.org/srs-policies)

Identify the study and associated Research Protocol Safety Survey that you are assigned to
and review the study and all associated hazards.

Identify Biosafety Level of laboratory and review required lab practices to prevent exposure.

Identify two emergency routes of exit from laboratory.

Identify the nearest location of an Emergency Eyewash and Shower Station.

Identify the nearest fire extinguisher.

Identify the nearest fire alarm pull station.

Identify location of nearest spill kits (chemical, infectious material, and mercury), as
applicable as well as procedures to follow upon a spill.

Identify emergency phone number, extension 2222.




https://vaww.cleveland.va.gov/



Identify chemical, biological, and pharmaceutic waste streams, as applicable.

Review personnel accident procedures: Notify supervisor and report to Personnel Health
Immediately.

Identify the procedures to be performed, proper operation of equipment and use of Personal
Protective Equipment when conducting the procedure.
For every protocol:
1. P1 will Review all the steps in every protocol the employee will be performing.
2. P1 will Answer fully all questions asked by the employee.

For every type of PPE:

. How it is to be worn.

What its limitations are.

Its proper care and maintenance.

Its useful life, e.g., until no longer functioning as designed.
How to dispose of it.

agrwbdE

Identify equipment to be used:
1. Location of operating instructions.
2. The hazards associated with the machine.
3. Proper operating procedures — including the use of PPE.

List equipment trained on:
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: FEBRUARY 9, 2022

SOP Title: NEW EMPLOYEE TRAINING POLICY

SOP Number: SRS--011

SOP Version: .09

1. PURPOSE: Principal Investigators must provide a New Employee Information Sheet to the Program
Assistant/Research for each new employee. The Program Assistant will then forward the New Employee Information
Sheet to the Research Safety Coordinator (RSC). The RSC will review this form to determine the safety-related

training that each new employee must complete. Their name will be placed into the Medical Research Service training
and tracking system by the Program Assistant/Research. The employee will be monitored for compliance.

2. POLICY: To determine the required training for each new employee. This training will help to prevent potential
work-related injuries and/or exposures to hazardous materials.
3. DEFINITIONS:

a.  New employee — VA and non-VA paid employees (Without Compensation - WOC)

b. WOC - Without Compensation, i.e., paid by a different institution other than the VA or working as a volunteer.

c. RSC - Research Safety Coordinator.

4. RESPONSIBILITIES:
a.  Principal Investigator/Laboratory Supervisor:
(1) Releases new employees from their duties to attend and/or complete on-line required safety training.
(@) For new VA Research employees, non-VA Research Employees (WOC), and VA employees who

work on VA-associated Research Studies that involve hazardous materials, Medical Research
Safety Training is required and must be completed annually thereafter.

(b) Contacts the RSC if a new employee will need Department of Transportation (DOT) Training,
Enhanced BSL-2+ Training, Personal Air Purifying Respirator (PAPR) Training, Radiation Safety
Training, and/or Laser Safety Training.

(c) Upon an employee’s initial assignment, the investigator (or designated laboratory supervisor) will
provide training until the employee is proficient in applicable laboratory procedures to ensure
safety measures are properly adhered to. This involves all hazards that they will face when
performing their duties and how to best minimize those hazards. These hazards and the required
personal protective equipment are listed on a Qualitative Industrial Hygiene Risk Assessment
Worksheet, which is specific for each laboratory.
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Employees performing duties cited on Qualitative Industrial Hygiene Risk Assessments are
required to review the assessment and sign/date that they understand the risks that have been
documented.

b. Employee:

(1) Attends the New Employee Safety Orientation as directed by the RSC and their supervisor. If an in-person
training is not practical, i.e., pandemic — social distancing, etc., in lieu of an in-person orientation, new
employees are required to complete an on-line course in Research Safety. When the RSC has received the
completed Medical Research Safety Training, additional materials handed-out at an in-person orientation
will be sent via e-mail. These materials include: Medical Center Policy 005-024, Employee
Responsibility & Conduct, Medical Center Policy 138-001, Space Key Control, and a Medical Research
Administrative Reference Sheet.

(2) Reviews Qualitative Industrial Hygiene Risk Assessment Worksheets specific to the job(s) that they are
performing and sign/date that they understand the risks that have been documented and the required
personal protective equipment that is to be utilized.

c. RSC:

(1) Reviews the New Employee Information Sheet (provided by the Program Assistant/Research) and
determines training requirements, i.e., New Employee Safety Orientation or an on-line course in Research Safety and
Formaldehyde Safety Training, if checked by the Principal Investigator.

(3) Noatifies the employee of their training requirements. This includes New Employee Safety Orientation
or an on-line course in Research Safety, and the following training, if applicable: Formaldehyde Safety Training,
Department of Transportation (DOT) Training, Enhanced BSL-2+ Training, Personal Air Purifying Respirator (PAPR)
Training, Radiation Safety Training, and/or Laser Safety Training.

(4) Notifies Radiation Safety Officer if employee will be working with or in a laboratory that houses
Radioactive Material.

(5) Notifies the Subcommittee on Research Safety and Security (SRSS) regarding the number of employees
who have completed safety-related trainings over the past month.

(6) Ensures training is completed and maintains records.

(7) Ensures that Qualitative Industrial Hygiene Risk Assessment Worksheets, specific to each lab, are
housed ina MAXCOM Safety Binder assigned to each lab.

5. REFERENCES: None
6. RESCISSION: The date of rescission date for this policy is February 10, 2027.

7. FOLLOW-UP: RSC
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MEDICAL RESEARCH SERVICE NEW EMPLOYEE INFORMATION SHEET
To be completed by employee’s supervisor PRIOR to employee starting work.

EMPLOYEE NAME U.S.CITIZEN: [ JNO [JYES GENDER:[JM []F

Degree: __ University/Program Attended: Completion Date: _
PAY SOURCE (if not VA Research, please provide a CV):
[] CURRENT VA MEDICAL CENTER EMPLOYEE
[] PERMANENT/TEMPORARY [] RESIDENT [] FELLOW [ ] MEDICAL STUDENT

[ 1 VA RESEARCH

HOURS: [ ] FULL-TIME; [] PART-TIME: HRS/WK; [ ] INTERMITTENT: HRS/WK; [ ] SUMMER/TEMP
[Jwoc L11IPA [ ] VOLUNTEER (minor) [ ] OTHER (specify):

LENGTH OF APPOINTMENT: [ ] 3 YEARS [] 1 YEAR [] SUMMER/TEMP. LESS THAN 6 MONTHS
START DATE: Job Title:

ROOM NUMBER WHERE EMPLOYEE CAN BE FOUND MOST FREQUENTLY:

WORK ADDRESS (If off-site)

DOES EMPLOYEE REQUIRE PROXY CARD ACCESS TO RESTRICTED AREAS? [JNO []YES

WHICH AREAS?

WORK NUMBER WHERE EMPLOYEE CAN BE REACHED MOST FREQUENTLY:

Does the employee need to have a VA computer network account? [ ]Vista [ ] CPRS [] Network [ ] Outlook

Provide an e-mail address to which we can send information
Will the employee: (please check ALL that apply)

1. Supervise others [JNO []YES

2. Work with chemicals?_ JNO [ ] YES

3. Work with/in a lab that houses radioactive materials? CINO []YES
4. Work with controlled substances (narcotics)? LINO ] YES
5. Work with any biohazardous agents? [ I]NO []YES
6. Work with formaldehyde or formaldehyde-based chemicals? LINO ] YES

7. Work with animals? [ ] NO [] YES: SPECIES

Perform chronic or survival surgery [ |NO []YES  Perform acute surgery []NO [] YES
Has the employee had hands on experience with this species [ ] NO [] YES

8. Have direct contact with research subjects and/or patients? [ ]NO []YES
9. Have contact with identifiable data (CPRS) or samples (i.e. blood, tissue) obtained from research subjects or patients? [ ] NO [] YES

Print Investigator/Supervisor Signature Investigator/Supervisor Date

Return to: Christina.raymond2@va.gov, RESEARCH 151(W), room K-115, fax (216) 229-85009, tel (216) 791-3800 extension 4660

Page 3 of 3
SRS-011





revised September 2019
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: DECEMBER 14, 2022
Policy Title: FIRE AND FIRE DRILL POLICY
Policy Number: SRS--012
Policy Version: .10
1. PURPOSE: To identify the proper procedures to follow in the event of a fire, drill or actual, within
the Medical Research Service area. It is designed to protect employees, visitors, and patients.
2. POLICY: All employees of Medical Research Service will follow the instructions given in this
policy in the event of a fire. Fire drills will be treated with the same seriousness and acuity as a fire.
Employees will respond to all drills specific to their work area.
3. DEFINITIONS:

a. Ext. 2222 — An Emergency Line tied to the VA Emergency Phone Operator.

b. PA System: Public Address System.

c.  RSC/CHO — Research Safety Coordinator/Chemical Hygiene Officer.

4.  ACTIVATION of the FIRE ALARM SYSTEM:

a. Call FIRE/EMERGENCY, extension 2222. Inform the operator:
(1) The type of emergency.
(2) Room Number.
(3) Service.
(4) Your name and extension.
If the Fire Alarm System is down, the operator will initiate the internal alert system. "Mr. RED”, followed
by the room number, will be announced via the PA System every two minutes until the fire has been
contained.
b. Fire Alarm Pull Box, Wade Park facility — When pulled it will activate a four-cycle alarm.

This includes:

(1) The Fire Alarm Siren.
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(2) Audio Location Identification at Wade Park:

(a) RESEARCH, FIRST FLOOR

(b) RESEARCH, SECOND FLOOR

(c) RESEARCH, BASEMENT (Animal Research Facility and Animal Surgical Suite)

(d) BASEMENT, WEST (Research Laboratory Space and Functional Electrical
Stimulation “FES” Center)

(¢) BASEMENT, REHAB MEDICINE (Motion Studies Lab and “C” series rooms)

(3) Strobe Lights.
After four cycles, the fire alarm siren and audio location identification will be limited to the floor of
origination. The strobe lights will remain activated throughout the entire medical center until the
Cleveland Fire Department renders the situation “clear”.

(4) Hearing-impaired Pager

Hearing-impaired personnel must wear an emergency pager while on VA property. This pager will
vibrate when the fire alarm system is activated; the screen will display the affected area.

The OSHA Standard on Employee Alarm Systems:

1910.165(b)(1)

The employee alarm system shall provide warning for necessary emergency action as called for in the
emergency action plan, or for reaction time for safe escape of employees from the workplace or the
immediate work area, or both.

1910.165(b)(2)

The employee alarm shall be capable of being perceived above ambient noise or light levels by all
employees in the affected portions of the workplace. Tactile devices may be used to alert those employees
who would not otherwise be able to recognize the audible or visual alarm

5.  EMERGENCY PROCEDURES:

a.  When a fire that cannot be contained occurs in a laboratory, office, etc., the RACE Procedure
must be implemented:

(R)emove yourself and others from danger.

(A)ctivate an Alarm Pull Box or call extension 2222.

(C)onfine the fire by closing doors.

(E)vacuate personnel from the building. (See Section 6, EVACUATION)

b.  When a fire that can be contained (i.e., within a paperbasket) occurs in a laboratory, office, etc.,
personnel must use a fire extinguisher and implement the PASS Procedure:

(P)ull the pin.
(A)im at the base of the fire.
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(S)queeze the trigger.
(S)weep back and forth until the fire is out.

Dry Chemical Fire Extinguishers, Class A-B-C are found within the Research Building. These can be
used to extinguish three basic types of fires:

(1) Type A: Fires that consist of ordinary combustible materials (paper, wood, cloth, etc.)

(2) Type B: Fires that consist of flammable liquids, oil grease, and flammable gases.

(3) Type C: Fires that consist of energized Class A or Class B materials involving electrical
equipment.
After the fire has been extinguished, the employee must call VA Police at extension 64207. The site of the
fire will be inspected by the VA Fire Marshall to ensure that the fire has been completely extinguished.
Also, the employee and RSC/CHO must complete a Fire Incident Report.

NOTE: Care must be used in operating an extinguisher because the horn becomes extremely cold
and can freeze flesh upon contact with the skin.

6. EVACUATION:

a. All employees must evacuate the area which the fire alarm system has indicated. Employees
are instructed to exit their area horizontally* by passing through the closest set of fire doors, which
automatically close when the fire alarm system is activated. Elevators are non-operational in the event of
a fire.

* The second floor/research does not have horizontal evacuation into a neighboring zone. Evacuation
must occur via one of two stairways on either end of the second floor down to the first floor/research.

b. Employees will remain outside the fire doors until VA Police or the Cleveland Fire Department
issue further instructions.

c. Ifa fire occurs on the second — sixth floors, employees should evacuate horizontally into the

next fire zone. If further evacuation is needed, the fire department will direct employees on how to leave
the building.

7. FIRE DRILL:

a. In the event of a drill, “Mr. Red Drill” is announced via the PA System, followed by the room
number. The Fire Alarm System may be activated simultaneously with the PA System announcement.

Transmitters will send an alert to pagers worn by hearing-impaired personnel. These pagers will vibrate;
the screen will indicate the affected area.
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b. Employees must follow the RACE Procedure outlined in Section 5, Emergency Procedures,
excluding the activation of an alarm.

c. The Fire Alarm System will be inactivated at the conclusion of a fire drill. See Section 8.

8. INACTIVATION OF ALARM SYSTEM: The Fire Alarm System will be inactivated as follows:

a. Verbal announcement made via the PA System:
(1) "Mr. Red All Clear".
(2) "Mr. Red Drill All Clear".

b. The fire alarm siren, audio location identification, and strobe lights cease.

9. ENGINEERING CONTROLS:

a. Fire Alarm Pull Boxes — Fire alarm pull boxes are located at every stairwell entrance, at all
points of egress from the hospital, and near the Research elevator on each level. Pull box activation
transmits the alarm to the Cleveland Fire Department.

b. Fire Extinguishers — Fire extinguishers are located in all research laboratories, and in fire closets
located throughout Medical Research Service. Employees are instructed to be familiar with the location
of the closest fire extinguisher in their work area. Fire extinguishers must be easily located and remain
unobstructed at all times.

c.  Fire Doors — Fire Doors are located throughout Medical Research. Magnetic locks on these
doors are released when a Fire Alarm Pull Box is activated. They provide two-hour fire protection with
seals to prevent smoke from passing from one zone to another.

d.  Fire Sprinkler System — A fire sprinkler system is an active fire protection measure, consisting
of a water supply, providing adequate pressure and flow rate to a water distribution piping system, onto
which fire sprinklers are connected. Sprinklers are located in all laboratories that house hazardous
materials, i.e., Occupational Safety and Health Administration (OSHA) regulated hazardous chemicals,
biological agents, radioactive materials, and select agents (used for biochemical warfare). All items on
shelves must have a minimum vertical clearance of 18 inches from the sprinkler heads. This ensures
maximum control/suppression of a fire.

e. Storage — The 18-inch clearance rule, noted in part d, also applies to the distance between

storage and heating pipes and light fixtures. Distance from these two heat sources will help to prevent
unnecessary fires.

10. ENGINEERING SERVICES:

Electrical power and the ventilation system are the responsibility of Engineering Service.
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a. The emergency generator will be activated if electrical power is lost for an extended period of
time due to a fire.

b. Contamination control is handled by the Environmental Management Service. This will entail

the cleaning up of any smoke and/or water damage. If the air handling system is functional, all air filters
in the affected areas will be changed.

11. FIRES INVOLVING RADIOACTIVE MATERIAL (RAM):

a. Refer to Radiation Emergency Response, which is posted in all RAM laboratories.

b. Notify the Radiation Safety Officer (RSO) at extension 63096.

12. REFERENCES: Medical Center Policy MCP OOS-04, Fire Prevention and Management Plan.

13. RESCISSIONS: The rescission date for this policy is December 13, 2027.

14. FOLLOW UP: RSC/CHO.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: JULY 20, 2022
Policy Title: RISK ASSESSMENT POLICY
Policy Number: SRS--013

Policy Version: .10

1. PURPOSE: To establish a program that requires the assessment of duties and procedures in
Medical Research Service for potential hazards to personnel. This assessment will be used to
determine proper barriers to prevent personnel exposure to hazardous materials and proper procedures
to prevent possible injury.

This policy supports OSHA Standard 1910.132(a), which cites that, “Protective equipment, including
personal protective equipment for eyes, face, head, and extremities, protective clothing, respiratory
devices, and protective shields and barriers, shall be provided, used, and maintained in a sanitary and
reliable condition wherever it is necessary by reason of hazards of processes or environment, chemical
hazards, radiological hazards, or mechanical irritants encountered in a manner capable of causing
injury or impairment in the function of any part of the body through absorption, inhalation or physical
contact.”

2. POLICY: A Risk Assessment will be conducted for tasks that pose a hazard(s) to personnel.
Assessments will be performed using a_ Risk Assessment form, which identifies the following
potential hazards: gas, liquid/vapor, particulate (dust, fiber, fume), radiation, biological, noise, and
other hazards, e.g., ergonomic, etc.

This assessment also includes the Personal Protective Equipment (PPE) each employee must wear to
prevent exposure to hazardous materials.
3. DEFINITIONS:

a. OSHA — Occupational Safety and Health Administration

b. PPE — Personal Protective Equipment

c. SRSS - Subcommittee on Research Safety and Security

c. RSC — Research Safety Coordinator





4. RESPONSIBILITIES:
a.  Principal Investigator/Laboratory Supervisor:
(1) Supplies necessary PPE for laboratory personnel.
(2) Submits an Amendment/Modification to the Subcommittee on Research Safety and Security
(SRSS) through IRBNet as a new package when a protocol change occurs to an approved project that involves

the addition of a chemical, piece of equipment, etc.

(3) Completes a Risk Assessment form specific for their laboratory.

(4) Ensures that each employee reviews and signs a laboratory Risk Assessment form.

b. Employee:

(1) Reviews the Risk Assessment form for his/her job and can demonstrate an understanding of this
information to his/her immediate supervisor.

(2) Consistently utilizes the PPE as instructed.

(3) The employee is responsible for notifying his/her supervisor or the Research Safety Coordinator
when unsafe work situations exist.

(4) The employee is responsible for complying with this and all Medical Center and Medical
Research Service Policies.

c. RSC
(1) Reviews new projects and amendments/modifications submitted to the SRSS.

(3) Coordinates the completion of annual laboratory Risk Assessment forms, which are completed by
Principal Investigators in Medical Research Service.

(2) Contacts the Industrial Chemical Hygienist, Facility Safety Office, and requests that a review of
a Principal Investigator’s laboratory Risk Assessment to be conducted.

c. Industrial Chemical Hygienist

Reviews laboratory Risk Assessment forms to determine that proper barriers to prevent personnel
exposure to hazardous materials and proper procedures to prevent possible injury are documented.

5. REFERENCE: OSHA Standard 1910.132(a),

6. RESCISSION: The rescission date of SRSS Policy 013, Risk Assessment Policy, is July 19, 2027.

7. FOLLOW UP: Research Safety Coordinator.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: September 13, 2023

SOP Title: EMERGENCY PREPARDNESS FOR THE ANIMAL RESEARCH FACILITY
SOP Number: SRS--014

SOP Version: .11

1. PURPOSE: To establish an Emergency Policy that serves the Louis Stokes Cleveland Department
of Veteran Affairs Medical Center (Louis Stokes DVAMC) Animal Research Facility (ARF) in the event
of natural disasters, militant activities, or equipment malfunction. The ARF in Medical Research Service
provides animal procurement, husbandry, health care, and scientific support for programs using animals
in research and teaching. The ARF is responsible for emergency planning and implementation regarding
the research animals.

2. POLICY: This policy has been implemented to provide care and support of animals housed
in the ARF and in Institutional Animal Care and Use Committee (IACUC)-approved laboratory space in
the event of an emergency.

3. PROCEDURES FOR ANIMAL CARE:
a) Animal Observation and Health Maintenance

(1) The animals in the ARF are specifically bred or maintained for laboratory research. The
health and welfare of these animals are the primary goal of Medical Research Service. Some rodent
colonies may be genetically unique and irreplaceable. Investigators having genetically irreplaceable
animals are encouraged to take advantage of embryo and or/sperm cryopreservation available at Case
Western Reserve University and commercial sources to safeguard their colonies in the event of loss.

In general, all laboratory animals must be housed within the ARF. A small number of investigators may be
approved on an Animal Component of Research Protocol (ACORP)-specific and/or procedure-specific basis
by the IACUC to house animals in their laboratory space. This approval may be given if the ARF is not able
to meet protocol-specific special housing requirements.

(2) Personnel in the ARF observe the animals under their care daily and report abnormalities
to the ARF Supervisor, the consulting veterinarian, and the investigator. Failure to closely observe the
animals in the facility may result in conditions being left untreated. Adverse observations need to be
reported in a timely manner, and adequate lighting and power are needed for this to occur.

For animals housed in investigator laboratory space, the Principal Investigator (PI) is directly, or via
delegation to his/her staff, responsible for daily care and observation, monitoring of environmental
conditions, and the reporting of sick animals to the Attending Veterinarian.





b) Feed and water

(1) Research animals must have a continuous supply of feed which maintains a constant
nutritional formula. Research projects may utilize specialized diets that have been specifically altered or
may vary in one or several ingredients.

(2) Research animals must have a continuous supply of potable water. The water supplied to
the ARF is obtained from the City of Cleveland’s chlorinated/fluorinated water supply. Rats and mice
receive autoclaved city water or Hydropac® filter-sterilized water pouches (each pouch contains 130z of
water; each Hydropac® tote contains 25 pouches); a minimum of 25 Hydropac® totes are on hand at all
times. This water may be used in an emergency for other species.

(3) Lack of adequate water supplies can cause life-threatening situations in the animal
population. Most mammals can survive without feed for days or weeks, but they cannot live beyond 2-3
days without water. The availability of water is even more important for rodents that have a higher basal
metabolic rate.

(4) Water is essential for the washing of cages, equipment, and for sanitation purposes.
Inadequate water pressure and temperatures adversely affect the levels of sanitation by allowing bacteria
and viruses to remain on the equipment and multiply. This may cause potentially serious health problems
for the animals and ARF personnel caring for them.

(5) Water is also necessary for washing hands after working with animals and after using toilet
facilities.

c) Personnel to Care for Animals

(1) Animal care in the ARF is provided by an Attending Veterinarian, 2 consulting
veterinarians, an animal research facility supervisor, veterinary technician and/or laboratory animal
technicians. These personnel ensure that proper standards of animal care are continuously maintained in
this facility.

(2) Failure to maintain this staff may have adverse effects on the proper standards of animal
care in the ARF.

d) Communication

(1) The Veterinarians can be reached by email, cell, house or office phone. The ARF
Supervisor can be reached by email, cell or office phone. The ARF technicians can be reached by email,
cell, or office phones. If atechnician is deaf, communicates will be via email and text messaging. The VA
office phone for the ARF Supervisor and Veterinarian is extension 66109. The VA office phone for the
ARF animal technicians is extension 64642. Other phone numbers and email addresses are posted on the
door of the Consulting Veterinarian’s office, in the ARF hallway and outside of the Research office. All
personal information is shared among research staff including the Associate Chief of Staff (ACOS) and
Administrative Officer (AO) for research, engineering, boiler plant, and police services. An emergency
calling tree is in place.

(2) In the event of an emergency, and the above personnel cannot be contacted, the
Associate Chief of Staff/Research and Administrative Officer/Research may be notified by phone at
extension 64660 during working hours. After working hours, the VA Police Service can contact them at
home. To report an engineering emergency, i.e., electrical, Heating Ventilation Air Conditioning





(HVACQC), or plumbing, during working hours contact the Engineering Office at extension 64164.
Emergencies that occur after hours, weekends, or holidays, contact the Boiler Plant at extension 64180.

e) Environmental Support

(1) Environmental support is dependent upon continuous electric power and a functional
Heating Ventilation Air Conditioning (HVAC) system. For emergency power outages, there is a back-up
generator that supports the Medical Center; the emergency generator covers air supply, ventilation, and
lighting. Failure in any one component of the environmental support can have an adverse impact ranging
from minor annoyance to unrelieved stress and/or death of animals.

(2) It is extremely important to maintain the temperature and humidity of the animal rooms
within targeted thermoneutral zones.

a. Animal housing rooms (within the ARF) are maintained at temperatures that range
from 68 - 75° F and a humidity level between 30 and 70%. Each room has a

temperature set point and should be maintained within +/- 2° F of this set point.
Room temperature is manually checked daily by ARF staff and computer monitored
continuously with alarm text messages to the ACOS, Attending Veterinarian, and
ARF Supervisor when temperatures are out of the thermoneutral range. A simulated
overheat test is conducted at least annually to ensure the monitors and notification
system are functioning properly.

b. Animal satellite housing rooms (outside the ARF) are maintained at temperatures that
range from 68 - 75° F and a humidity level between 30 and 70%. Each room has a

temperature set point and should be maintained within +/- 2° F of this set point.
Room temperature and humidity are manually checked daily by the Principal
Investigator (PI) and/or designated and trained research staff. Satellite housing room
temperatures are also computer monitored continuously with alarm text messages to
the Principal Investigator and/or designated research staff when temperatures are out
of the thermoneutral range. When housed outside of the ARF, animal housing
conditions become the responsibility of the PI.

i. The IACUC Coordinator will inform a Principal Investigator of his/her
emergency responsibility for extramural housing sites and collect contact
names and cell phone numbers of personnel assuming this responsibility.

ii. The IACUC Coordinator will inform the Research Safety Coordinator
(RSC) of newly approved extramural research animal housing sites and
transmitting the names and cell phone numbers of responsible personnel.
The IACUC Coordinator will also notify the RSC of discontinued
extramural housing sites.

It is the PI’s responsibility to inform ARF personnel when animals are to be housed in
a satellite housing room. In the event of an emergency within a satellite animal
housing room, ARF staff may need to assist the Pl and/or lab personnel.

(3) Complete air exchanges must be a minimum of 10 changes per hour; air is not recycled.
Adequate ventilation is required to protect personnel and minimize exposure to allergenic aerosols.
Airflow data is validated by an outside contractor on an annual basis.





(4) Animals are best adapted physiologically in this environment, causing the least effect on
their metabolism and behavior.

(5) Extreme fluctuations or alterations in temperature and humidity will alter the physiologic
parameters of the animal and can result in death. HVAC system disruption may cause health problems
(respiratory disease) in animals and employees, as well as an accumulation of annoying odors and/or
harmful fumes.

(6) A long-term interruption of the steam supply during the colder months may cause a
hazardous drop in animal room temperature. If a steam outage occurs, portable space heaters will be
requested from Engineering Service.

(7) Light cycles vary from 10-hour light / 14-hour dark to 12-hour light / 12-hour dark.

Alterations in light cycles may result in loss of or invalidation of important research data. Light
cycles are verified daily.

f.  Contamination Control

(1) Control of contamination is maintained by established sanitation procedures and the supply
of 100% fresh air exchange. Equally important are the proper storage of food supplies, refrigeration of
carcasses, and an adequate clean water supply and sewer support.

(2) The failure to maintain contamination control may result in significant health problems in
the animals and employees. Control is dependent upon personnel following established sanitation
procedures and the availability of personal protective equipment and appropriate disinfectants when
indicated. Power and water are needed to operate sanitizing equipment.

g.  Security
(1) Animal rooms are to be secured at all times when not in use. A magnetic locking device
secures a set of emergency exit doors in the ARF; they can only be opened with assistance from the VA
Police Service except in emergency situations. Rooms outside of the ARF housing laboratory animals
must be locked at all times when personnel are not in the room.
(2)  When suspicious individuals are seen in the ARF, personnel are instructed to contact the
VA Police Service at extension 64207.

h. Research Support

(1) Investigators in Medical Research are contacted when health problems, power outages,
temperature changes, etc. may affect the condition of their animals. In the event of emergency situations,
researchers are contacted as soon as possible. If contact with an investigator is not possible, necessary
changes to maintain proper animal care may be made without their input. (This could result in the loss of
important data for research projects.)

(2)  If disruption of the ability to conduct “business as usual” is of a significant duration
(weeks to months), alternative strategies for completion of ongoing studies and initiation of new studies
may need to be considered. Entry into the ARF may be limited to essential personnel.

i. IACUC Function and Grant Support
(1)  The Institutional Animal Care and Use Committee (IACUC) and Research Office support
are essential to maintaining research in compliance with regulatory guidelines and to facilitate the grant
application and funding process.
(2) If disruption of the ability to conduct “business as usual” is of a significant duration
(weeks to months) alternative strategies to accomplish administrative functions and conduct required
regulatory meetings and inspections will be needed.





4, EMERGENCY PROCEDURES:
a. Fire

(1) In the event of a fire or fire drill, the RACE Procedure must be implemented:

Remove yourself and others from danger;
Activate an alarm pull box or call extension 2222;
Confine the fire by closing doors; and

Evacuate personnel from the area.

When the fire alarm system is activated:

A. The fire alarm siren and audio location identification will have four cycles; thereafter,
the siren and audio locator will be limited to the floor of origination.

B. Strobe lights throughout the corridors will flash throughout the entire medical center
until the Cleveland Fire Department renders the situation “clear”.

C. A pager, which must be worn by hearing-impaired personnel, will vibrate when the
fire alarm system is activated; the pager screen will display the floor of origination.

The OSHA Standard on Employee Alarm Systems:

1910.165(b)(1)

The employee alarm system shall provide warning for necessary emergency action as
called for in the emergency action plan, or for reaction time for safe escape of
employees from the workplace or the immediate work area, or both.

1910.165(b)(2)

The employee alarm shall be capable of being perceived above ambient noise or light
levels by all employees in the affected portions of the workplace. Tactile devices may
be used to alert those employees who would not otherwise be able to recognize the
audible or visual alarm

Employees will evacuate their work area/building until the VA Police Service or Cleveland Fire
Department issues further instructions. Any alterations in

(2) Research Investigators will be notified regarding the status of their animals as soon as
possible. Any alterations in the routine care of the animals will be addressed at this time. In the event that
a fire has occurred after hours, an attempt will be made to notify all ARF employees to report to work.
The Veterinarians, Associate Chief of Staff/Research and Administrative Officer/Research will also be
notified by Police Services to assess the situation.

(3) Animals will be checked as soon as access to the facility is permitted by fire and police
personnel. Animals suffering from injuries or smoke inhalation will be examined and treated as quickly
as possible. Seriously injured animals will be euthanized as deemed necessary by the Consulting
Veterinarian. Dead animals will be removed from cages and placed in the ARF cold room, which is a
designated cold room for animal carcasses only. An alternate cold room may be utilized if the ARF cold
room has been damaged. Arrangements for disposal will be made.





(4) If afire has destroyed the proper housing of animals, they will be relocated to alternate
rooms.

(5) In the event that any of the animal feed supply is destroyed, the local feed vender will be
contacted for immediate replacements. Any feed that cannot be obtained from the local vendor will be
ordered for overnight delivery from the distributor. Spoiled or contaminated feed will be discarded.

(6) If the water supply is affected, water will be brought in from another facility. The ARF
maintains a supply of Hydropac® filter-sterilized water pouches for rodents (each pouch contains 130z of
water; each Hydropac® tote contains 25 pouches); a minimum of 25 Hydropac® totes are on hand at all
times. Pouches are made of a single use, disposable, FDA grade flexible film.

(7) Electrical power and the ventilation system are the responsibility of the Engineering
Service. If electrical power is lost, the emergency generators will be activated; transfer will take place
within 10 seconds.

(8) Contamination control will be handled by the Environmental Management Service and
ARF personnel. Thiswill entail the cleaning up of any smoke and/or water damage. If the air handling
system is functional, all air filters in the affected areas will be changed.

(9) A combined two-hour fire rated partition and smoke barrier exists along the north/south
wall in the ARF (the west wall of B-F342). This wall separates the newer area of the ARF from the
Medical Center. Most of the animals are housed to the west of this partition. If a fire were to occur east
of the fire/smoke partition, only the animals housed in B-F342 and B-F325 would be at risk.

(10) Only if time permits will animals be relocated from one side of the fire/smoke partition to
the other. Animal rooms designated “Quarantined” will not be moved due to the possibility of
contaminating other animals or personnel. The ARF Supervisor, the Consulting Veterinarian, the
Associate Chief of Staff/Research and Administrative Officer/Research will decide whether the animals
will be relocated. Human life is not to be jeopardized.

a) Flooding
(1) If flooding is anticipated, animals will be relocated. Animal rooms designated

“Quarantined” will not be moved due to the possibility of contaminating other animals or personnel. If
relocation is not possible, animals will be moved to the highest row within their racks and monitored
frequently. Research Investigators will be notified regarding the status of their animals as soon as
possible. Any alterations in the routine care of the animals will be addressed at this time. In the event that
a flood has occurred after hours, an attempt will be made to notify all ARF employees to report to work.
The Consulting Veterinarian, Associate Chief of Staff/Research and Administrative Officer/Research will
also be notified by Police Services to assess the situation.

(2) In the event of a water main break, where severe flooding occurs, personnel are not
permitted to enter an animal room until engineering personnel have granted clearance. Animals suffering
from injuries or exposure will be examined and treated as quickly as possible. Seriously injured animals
will be euthanized as deemed necessary by the Consulting Veterinarian. Dead animals will be removed
from cages and placed in the ARF cold room. An alternate cold room may be utilized if the ARF cold
room has been damaged. Arrangements for disposal will be made.

(3) Sandbags will be provided by Engineering Service to aid in keeping water from entering
non-affected animal rooms.





(4) If aflood within the facility damages the feed supply, the local vendor will be contacted
for immediate delivery of new feed. Spoiled or water damaged feed will be discarded.

(5) The City of Cleveland will test the quality of the water if widespread flooding occurs.
Bottled water may need to be brought in until the City of Cleveland has proven that the water supply is
safe for consumption. The ARF maintains a supply of Hydropac® filter-sterilized water pouches for
rodents (each pouch contains 130z of water; each Hydropac® tote contains 25 pouches); a minimum of
25 Hydropac® totes are on hand at all times. This water may be used in an emergency for other species.

(5) Floors, equipment, etc. will be cleaned and disinfected immediately by Environmental
Management Services and ARF personnel. This will aid in the prevention of possible contamination.

b) Tornado
(1) In the event of a tornado, all personnel will be informed of an impending storm via
overhead announcement. In outlying areas, employees must move into center corridors against walls and
away from doorways and windows. Animals are not to be moved in the event of a tornado. Human life is
not to be jeopardized

(2) Animals will be checked as soon as access to the facility is permitted by fire and police
personnel. Animals suffering from injuries will be examined and treated as quickly as possible.
Seriously injured animals will be euthanized as deemed necessary by the Consulting Veterinarian. Dead
animals will be removed from cages and placed in the ARF cold room. An alternate cold room may be
utilized if the ARF cold room has been damaged. Arrangements for disposal will be made.

(3) Inthe event that a tornado has occurred after hours, an attempt will be made to notify all
ARF employees to report to work when it is safe to travel. The Consulting Veterinarian, Associate Chief
of Staff/Research and Administrative Officer/Research will also be notified by Police Services to assess
the situation. Research Investigators will be notified regarding the status of their animals as soon as
possible. Any alterations in the routine care of the animals will be addressed at this time.

(4) If any or all feed is damaged or destroyed due to a tornado, the local vendor will be
contacted for replacements. If needed, feed will be shipped by overnight delivery. Spoiled or
contaminated feed will be discarded.

(5) Ifatornado has disrupted the water supply to the ARF, water will be transported in from
other facilities. The ARF maintains a supply of Hydropac® filter-sterilized water pouches for rodents
(each pouch contains 130z of water; each Hydropac® tote contains 25 pouches); a minimum of 25
Hydropac® totes are on hand at all times. This water may be used in an emergency for other species.

(6) Ifatornado has destroyed the proper housing of animals, they will be relocated to alternate
rooms.

(7) The HVAC Shop will be contacted immediately to assess the air handling system. Large
fans and cooling units will be used until the necessary repairs have been made. Depending on the
estimated time for repair, animals may be relocated to a more suitable area. Animals that cannot be
readily relocated (e.g. in testing chambers) will be monitored frequently.

c) Bomb Threat/Bombing
(1) If abomb threat is received, the call shall be immediately reported to the VA Police and
Security Office, extension 2222. All employees must evacuate the facility if:
e A bomb threat has been received.





e A bombing occurs.

(2) Employees are instructed to evacuate the area/building until the VA Police and Security
Office issue further instructions.

(3) NOTE: Animals under anesthesia undergoing surgical procedures may not be left
unattended and must be euthanized. Acceptable methods for euthanasia are injection of euthanasia
solution, overdose of anesthetic, or thoracotomy under deep anesthesia.

(4) Research Investigators will be notified regarding the status of their animals as soon as
possible. Any alterations in the routine care of the animals will be addressed at this time.

(5) Inthe event that a bombing has occurred after hours, an attempt will be made to notify all
ARF employees to report to work. The Consulting Veterinarian, Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Services to assess the situation.

(6) Animals will be checked as soon as access to the facility is permitted by fire and police
personnel. Human life is not to be jeopardized. Animals suffering from injuries or smoke inhalation will
be examined and treated as quickly as possible. Seriously injured animals will be euthanized as deemed
necessary by the Consulting Veterinarian. Dead animals will be removed from cages and placed in the
ARF cold room. An alternate cold room may be utilized if the ARF cold room has been damaged.
Arrangements for disposal will be made.

(7) 1f abomb or subsequent fire has destroyed the proper housing of animals, they will be
relocated to alternate rooms.

(8) In the event that a portion or all of the animal feed supply is destroyed, the local feed
vendor will be contacted for immediate replacements. Any feed that cannot be obtained from the local
vendor will be ordered for overnight delivery from the distributor. Spoiled or contaminated feed will be
discarded.

(9) If the water supply is affected, water will be brought in from another facility. The ARF
maintains a supply of Hydropac® filter-sterilized water pouches for rodents (each pouch contains 130z of
water; each Hydropac® tote contains 25 pouches); a minimum of 25 Hydropac® totes are on hand at all
times. This water may be used in an emergency for other species.

(11) Electrical power and the ventilation system are the responsibility of Engineering Service. |
If electrical power is lost, the emergency generators will be activated; transfer will take place within 10
seconds.

(10)

(11) Contamination control will be handled by the cleaning up of any bomb residue, smoke,
and/or water damage by Environmental Management and ARF personnel. If the air handling system is
functional, the HVAC Shop in Engineering Services will change all air filters in the affected areas.

d) Protests and/or disruptive behavior

If a scheduled protest, an unscheduled protest, or a threat is received, the VA Police Service is to be
contacted immediately at extension 64207 (Wade Park). VA Police Service will determine what action
should be taken in such an event. Personnel in the ARF are not to approach anyone who may cause
harm to the animals, personnel, or the facility.





e) Break In

(1) Any animals that may be loose in the ARF due to vandalism will be captured, identified,
and returned to cages. The Consulting Veterinarian will assess the condition of the animals and may
euthanize them if necessary. Any animals that die as a result of vandalism will be disposed of in the ARF
cold room. If the cold room has also been damaged, an alternate cold room will be utilized until it has
been repaired. In the event that a break-in has occurred after hours, an attempt will be made to notify all
ARF employees to report to work. The Consulting Veterinarian, Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Services to assess the situation.

(2) If the feed has been destroyed and/or tampered with, it will be immediately discarded. An
order for the replacement of feed will be placed with a local vendor or shipped in by overnight delivery if
needed.

(3) Inthe event that the water supply has been disrupted, fresh water will be brought in from
another facility until repairs have been made. The ARF maintains a supply of Hydropac® filter-sterilized
water pouches for rodents (each pouch contains 130z of water; each Hydropac® tote contains 25
pouches); a minimum of 25 Hydropac® totes are on hand at all times. This water may be used in an
emergency for other species.

(4) The HVAC Shop (Engineering Service) is responsible for the ventilation and
heating/cooling systems. If vandalism to this system has occurred, they shall be contacted immediately.

(5) The VA Police Service will be contacted at extension 64207. They will determine what
action should be taken in such an event.

g. Break Down of Air Handling System

(1) The HVAC Shop will be contacted immediately to assess the air handling system.

(2) Large fans and cooling units will be used until the necessary repairs have been made.

(3) Depending on the estimated time for repair, animals may be relocated to a more suitable
area. Animals that cannot be readily relocated (e.g. in testing chambers) will be monitored frequently.
ARF personnel will attempt to contact all research investigators to inform them of the status of their
animals.

(4) Excessive levels of humidity and temperature may affect the quality of feed if a breakdown
of the air handling system were to occur over an extended period of time. All feed will be closely
monitored for spoilage. Spoiled or contaminated feed will be discarded and replaced.

h. Forced Abandonment of the Animal Research Facility

In the event of a major disaster necessitating abandonment of the Medical Center, animals will be
euthanized by qualified personnel unless doing so would pose a risk to personnel. An effort will be made
to rescue a small select number of animals identified by prearrangement. However, human life is not to
be jeopardized.





i. Localized Epidemic or Pandemic Infectious Disease Outbreak

The emergence of a localized or widespread infectious disease of humans can impact ongoing research
studies in the following ways:
(1) Measures to prevent implementation and spread must be implemented.
(2) Animal care staff may succumb to illness and be unable to work.
(3) IACUC, Administrative, grants management, safety, police, environmental services may
be curtailed or altered.
(4) Local, state and/or federal guidelines may be promulgated prohibiting certain activities.
(5) The duration of these impacts may be of short or long duration.

At a minimum, animal care procedures must continue on site. However, human life is not to be
jeopardized. If the Animal Research Facility must be forcibly abandoned, see section h.

In the event of a pandemic emergency, the primary point of contact will be the ACOS/Research. The
ACOS will interface with the Medical Center administration, the hospital emergency responders,
investigators and Research Administration and Safety services as well as the ARF animal care and
veterinary staff to oversee and coordinate responses impacting the ARF and the broader Animal Care and
Use Program in order to ensure consistency and integration with the Cleveland VA Medical Center
response.

The following procedures may be implemented as needed and/or as directed by authorities internal and
external to the VA:

j. Animal Care - Daily animal care, observation, provision of adequate veterinary care, provision of
uncontaminated feed and water and sanitation procedures must continue.

(1) The animal care staff if needed will be divided into two or more separate groups which
have no contact with one another to minimize the possibility of contagion to all members
of the ARF husbandry staff. This may entail alteration of workdays and work hours for
ARF staff members.

(2) VA consulting veterinarians may reduce onsite presence but will remain in contact with
the ARF staff via email and telephone on an ongoing and continual basis. Transmission
of digital images to veterinarians to facilitate remote animal assessment may be used as
needed to assist with animal assessment and development of treatment plans.

(3) ARF staff administrative activities that can be performed remotely may be accomplished
via telework.

(4) Animal husbandry procedures (animal observation/provision of feed/water, cage and
facility sanitation and provision of medical care and enrichment) will continue as
described in ARF standard operating procedures unless lack of sufficient personnel,
supplies or infrastructure occur. If any of these insufficiencies should develop,
temporary emergency alterations of animal husbandry and care may be implemented. All
changes will be consistent with emergency guidance received from regulatory authorities.
Pandemic-related changes will result from consultation between the ACOS, Attending
Veterinarian and ARF Supervisor, which will be implemented by the ARF Supervisor
with communication to the IACUC. All temporary changes implemented will strive to
maintain adequate animal health and welfare. If animal health and welfare cannot be
satisfactorily maintained, consideration of euthanasia of impacted animals will be made
as a last resort.






k. ARF Entry
(1) Use the hand sanitizer by the door.
(2) Spray the bottoms of your shoes with disinfectant.
(3) Put ona surgical cap, surgical mask, nitrile gloves and a disposable gown. These will be
kept on until u exit the ARF.

(4) Use correct room entry order and disinfect all surfaces of your gloves with Clidox before
entering another room.
I.  ARF Exit:
(1) Place your gloves, gown, cap and mask into the labeled containers.
(2) Use the hand sanitizer before touching the door to exit.
(3) Spray the bottoms of your shoes with disinfectant.

m. PPE and procedures to limit contagion between personnel.

(1) PPE and disinfectants adequate to prevent contagion and when indicated, social
distancing of >6 feet, must be used by all personnel entering and working in the ARF.

(2) If PPE is in short supply, the following guidelines for reuse of disposable PPE may be
used:

i. Asingle surgical mask, cap and gloves should be used by each person per day.
Gloves will need to be replaced if they tear.

ii. Masks, disposable gowns, nitrile gloves and surgical caps may be collected in
separate rat microisolator cages at the exit doors for autoclaving and reuse as
long as they are not damaged.

1. REMEMBER: A surgical mask is NOT protective against airborne
infectious agents but may protect others against your coughs and
sneezes and may provide limited protection against direct spray of
infectious fluids.

(3) If the infectious agent survives for more than a few minutes on environmental surfaces,
disinfection of all high touch surfaces must be done multiple times per day using a
suitable disinfectant.

(4) Personnel working within the ARF should to wear nitrile gloves which are disinfected
before and after touching high touch surfaces.

(5) Avoid touching your face with your hands. If a facemask is worn, do not adjust or
remove/replace it or adjust your glasses. Masks and glasses may be affixed to your face
with tape to prevent slippage and condensation on glasses prior to entering the ARF.

n. Research Studies in Progress may be completed. Research personnel entering the ARF are

limited to essential staff. Students and guests are prohibited. Surgeries must be approved on a
case by case basis.

0. New Research Studies:
(1) Can the live animal portion of this study be postponed?
(2) Can data analysis or benchwork be prioritized at this time?

(3) Can breeding colonies of rodents be limited or downsized? Consider cryopreservation of
irreplicable lines.

p. Regulatory oversight by the R&D Committee, IACUC and Subcommittee for Research Safety
i.  When the risk of contagion is deemed to be unacceptably high, R&D Committee,
IACUC, SRS may be conducted virtually.





g. Communication

(1) When the risks of face to face communication are deemed to be unacceptably high,
communication may be via telephone or email. Skype or other video software as well as
sending of digital images and/or videos to the Consulting Veterinarian to address
emergent animal health needs.

(2) Communication of pandemic-related operational and procedural changes to the IACUC,
investigative personnel and ARF staff will be made via email and posting of signage at
the ARF entry points and other appropriate areas.

r. Administrative functions may be conducted remotely via telephone and/or email communication.
(1) IACUC — ext. 66109
(2) Safety — ext. 64263
(3) Grants Management — ext. 66785
(4) Administrative Officer/Research - ext. 64657

5. REFERENCES:

i.  Medical Center Policy 138-038 (Comprehensive Emergency Management Plan) dated June 15,
2012.

ii. NOT-OD-20-088: Flexibilities for Assured Institutions for Activities of Animal Care and Use
Committee (IACUCs) due to COVIDO019, 2020

iii. NOT-OD-06-052: Guidance on the use of Telecommunications for IACUC Meetings und the
PHS Policy on Humane Care and Use of Laboratory Animals, 2020.

iv. NIH-DVR Pandemic Plan, 2020

v. NIH 2008 Pandemic Flu Readiness Plan - 508, 2008.

6. RESCISSION: Subcommittee on Research Safety Policy SRS-014. The rescission date of this
Standard Operating Procedure is September 12, 2024.

7. FOLLOW-UP: Research Safety Coordinator/Chemical Hygiene Officer
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: JULY 20, 2022
Policy Title: RESEARCH PROTOCOL SAFETY SURVEY (VA FORM 10-0398)
Policy Number: SRS--015

Policy Version: .08

1. PURPOSE: To identify hazards associated with research protocols on-site at the Louis Stokes Cleveland
DVA Medical Center (LSCDVAMC) or in off-site space.

2. DEFINITION OF HAZARDS: Hazards that require full committee review by the SRS include: Biological
Agents; Select Agents (as identified in Title 42 Code of Federal Regulations (CFR) 72.6); Human/Non-Human
cell or tissue samples; Recombinant or Synthetic Nucleic Acid Molecules; Select Chemicals; Controlled
Substances; lonizing/Non-lonizing Radiation; Physical Agents, and the Use of Animals.

3. POLICY: All VA Principal Investigators (PI) who are conducting research in laboratories located at the
LSCDVAMC or in off-site space are required to complete a Research Protocol Safety Survey (RPSS), VA Form
10-0398, and the associated SRS Local Appendix. This policy includes any research being conducted by VA
Investigators, regardless of performance site or funding source, while on official VA time.

The Subcommittee on Research (SRS) reviews all submissions at regularly convened meetings, which take
place on the second Wednesday of each month.

New Projects, Amendments/Modifications, and Continuing Reviews that require full committee review must be
received by close of business (4:30pm) on the Tuesday, one week preceding the regularly scheduled meetings of
the SRS.

Non-scheduled (emergency) meetings of the SRS will be held when funding for a VA Merit Grant is contingent
upon SRS approval. Also, if a non-VA study is deemed “high priority”, i.e., COVID-related, an emergency SRS
meeting will be held.
Note: Final approval of a research protocol comes from the Research and Development (R&D) Committee.
Final R & D Committee approval represents approvals from the SRS, the Institutional Review Board (IRB),
and/or the Institutional Animal Care and Use Committee (IACUC).
4. RESPONSIBILITIES:

A. Principal Investigator (PI):

(1) Submits New Projects, Amendments/Modifications, and Continuing Reviews through IRBNet,
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which is a secure online system for document submission to the Research & Development Committee, which
forwards submissions to the Subcommittee on Research Safety, the Institutional Review Board, and/or the
Institutional Animal Care and Use Committee.

Completes an RPSS and the associated SRS Local Appendix when submitting a New Project or an
Amendment/Modification that involves additional hazards as identified in section 2 above, for each VA and
non-VA funded project submitted through IRBNet. Approval from the Research and Development Committee
is required PRIOR to the initiation of any new Research Project.

(2) Submits an SRS Amendment/Modification through IRBNet when work involving additional
hazards is needed. An SRS Amendment/Modification is also required when personnel are added to a COVID-
related project (all COVID-related training must be documented). Approval for this SRS
Amendment/Modification must be received prior to the initiation of work.

(3) Completes an SRS Continuing Review, prior to the original SRS approval date.
B. Research Safety Coordinator/Chemical Hygiene Officer (RSC/CHO):

(1) Reviews RPSSs and the associated SRS Local Appendix for compliance and references Biosafety
and NIH Guidelines to ensure accuracy.

(2) Instructs Pls with protocols involving Recombinant or Synthetic Nucleic Acid Molecules to
submit their project to the Case Western Reserve University IBC for review.

(3) Presents RPSSs and the associated SRS Local Appendix to the SRS for review.
(4) Monitors Continuing Reviews with Principal Investigators.
C. Subcommittee on Research Safety (SRS):
(1) Convenes monthly with a quorum present, i.e., 51 % of voting members must be in attendance.

(2) Reviews and approves/disapproves all new research involving biological agents, select agents (as
identified in Title 42 Code of Federal Regulations (CFR) 72.6), human/non-human cell or tissue samples,
recombinant DNA, OSHA regulated hazardous chemicals, controlled substances, ionizing/non-ionizing
radiation, physical agents, and use of animals. This includes assessments for all listed hazards on the SRS Local
Appendix to VA Form 10-0398, as well as the personal protective equipment required when working with these
hazards.

(3) Annually reviews all active protocols involving hazardous materials (as noted above) via a
Continuing Review. If a Principal Investigator does not submit a Continuing Review before the anniversary of
the original SRS approval, all work involving hazardous material must cease. If work continues, the SRS will
convene to determine non-compliance. If the SRS determines that non-compliance has taken place, the Medical
Center Director will be notified. A notification will also be sent to the Research Compliance Officer/Louis
Stokes Cleveland VAMC. This will then be followed-up with a report to the Office of Research Oversite.

(4) See Medical Center Policy 151-007, Subcommittee on Research Safety, for additional information
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on the SRS.

5. PROCEDURES:

A. RPSS and SRS Local Appendix:

(1) All VA Principal Investigators (PI) who are conducting research located at the LSCDVAMC or
in off-site space are required to complete a Research Protocol Safety Survey (RPSS), VA Form 10-0398, and the
associated SRS Local Appendix. This includes any research being conducted by VA Investigators, regardless of
performance site, while on their official VA duty time.

The RPSS and the SRS Local Appendix must be submitted through IRBNet.

When a Research Study has been submitted through IRBNet, the Research and Development Coordinator
forwards this submission (with all the required documents) to the Subcommittee on Research Safety.

(2) Hazards that require identification on the RPSS and the associated SRS Local Appendix
include: Biological Agents; Select Agents (as identified Title 42 Code of Federal Regulations (CFR) 72.6);
Human/Non-Human cell or tissue samples; Recombinant DNA; OSHA and/or EPA deemed Hazardous
Chemicals; Controlled Substances; lonizing/Non-lonizing Radiation; and Use of Animals.

(3) Section 1, part b, Human or non-human cell or tissue samples (including cultures, tissues, blood,
other bodily fluids, or cell lines): If a blood draw, urine collection, biopsy, etc., is to be obtained for research
purposes only, part b must be checked “yes”, whether the specimen(s) are collected by study personnel or non-
study staff (Laboratory Services, Dermatology, etc.),

Section 4, Cells and Tissue Samples will need to be fully completed when study personnel are obtaining,
handling, and/or analyzing the specimens.

If the procedure(s) will be performed by non-study personnel, it needs to be documented what service, core
facility, etc. will be collecting/analyzing specimens involved with this study. This will confirm that study
personnel will not encounter the specimen(s) to be collected/studied.

Note: A Letter of Support will need to be submitted to the Research and Development Committee if the
specimens are being handled by another service, i.e.,. Laboratory Services, Dermatology, Medical Services, etc.

(4) Recombinant or Synthetic Nucleic Acid Molecules: If a protocol involves Recombinant or
Synthetic Nucleic Acid Molecules, whether exempt or non-exempt, the Principal Investigator (PI) must
complete a Case Western Reserve University Institutional Biosafety Committee (IBC) Recombinant or
Synthetic Nucleic Acid Molecules Questionnaire, If determined to be non-exempt, the Pl must submit an
application to the IBC. The SRS is only permitted to review a study once it has received a copy of the PI’s
application form and an IBC approval letter. At that time, the SRS will review the above-noted documents and
decide by vote if the IBC review is acceptable. The SRSS must also receive a copy of the approved IBC
minutes that document the review of the study, which will be acknowledged at a convened meeting of the SRSS.

The SRSS will also review Continuing Reviews, Amendments, and Closures of VA IBC-approved studies.

(5) When approved by the SRS, the RPSS must be signed by the Principal Investigator, Safety
Officer (RSC), Chairperson of the SRS, Chairperson of the Research and Development Committee, Radiation
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Safety Officer (if applicable), and the Facility Safety Officer. The SRS Local Appendix must be signed by the
Principal Investigator.

If a protocol does not involve the above noted hazards, see Section C below.

B. Institutional Animal Care and Use Committee (IACUC) De Novo Triennial Reviews of Animal
Component of Research Protocol (ACORP):

An IACUC De Novo Triennial Review is a new review of an already approved ACORP, which takes
place every three years for active studies. When a De Novo review is required, the IACUC Coordinator will
share this submission with the RSC via IRBNet. The RSC will compare the original submission with the De
Novo. After review, the RSC will submit the original and De Novo versions to the SRS Chair for review. If the
hazards associated with the study being reviewed have not changed, the SRS Chair will confirm that the De
Novo is exempt from full SRS Committee revied. If new hazards have been presented, the SRS Chair will
confirm that an SRS Amendment/Modification will be needed. This will require the Principal Investigator to
complete an SRS Amendment/Modification Form, RPSS VA Form 10-0398, and an SRS Local Appendix,
which will need to be uploaded into IRBNet as a new package for this study.

C. Safety-Exempt Submissions (New Projects):

(1) AnRPSS (VA form 10-0398) and the associated SRS Local Appendix must be submitted for a
study that does not involve any of the hazards listed in Section 1 of the RPSS (parts a — g). The SRS Chair (or
Alternate SRS Chair) and the Research Safety Coordinator must review the associated Research Plan. After
review, the SRS Chair (or Alternate SRS Chair) will make the determination that the submission is safety
exempt.

(2) The SRS will be notified of all new projects that have been approved as being safety-exempt at
the next convened SRS meeting.

D. Safety-Exempt Submissions (Amendments/Modifications):

(1) An Amendment/Modification to an SRS-approved study that does not involve additional
hazards, i.e., change in personnel, a procedure that does not involve hazards, etc. will be reviewed by the SRS
Chair (or Alternate SRS Chair) and the Research Safety Coordinator. After review, the SRS Chair (or Alternate
SRS Chair) will make the determination that the submission of an amendment/modification is safety-exempt.

(2) The SRS will be notified of all amendments/modifications that have been approved as being
safety-exempt at the next convened SRS meeting.

E. Safety-Exempt Submissions (Continuing Reviews/Closures):

(1) A Continuing Review for an SRS-approved study that does not involve additional hazards will
be reviewed by the SRS Chair (or Alternate SRS Chair) and the Research Safety Coordinator. After review, the
SRS Chair (or Alternate SRS Chair) will make the determination that the submission of a Continuing Review is
safety-exempt.

Note: Changes in personnel are not considered a change in hazards. If additional hazards are noted on a
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Continuing Review, an Amendment with an updated RPSS and SRS Local Appendix must be submitted.

(2) A Closure for a study will be reviewed by the SRS Chair (or Alternate SRS Chair) and the
Research Safety Coordinator. After review, the SRS Chair (or Alternate SRS Chair) will make the
determination that the submission of a study closure has been submitted properly, which will be safety-exempt.

(3) The SRS will be notified of all Continuing Reviews/Closures that have been approved as being
safety-exempt at the next convened SRS meeting.

Forms: VA form 10-0398 (Research Protocol Safety Survey), SRS Local Appendix, Amendment/Modification,
and Continuing Review forms are available through IRBNet at: https://gov.irbnet.org

5. REFERENCE: VHA Handbook 1200.8, Safety of Personnel Engaged in Research, dated April 24, 2019.

6. RESCISSION: The rescission date of this policy is July 19, 2027.

7. FOLLOW UP: RSC
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
LOUIS STOKES CLEVELAND DVAMC
MEDICAL RESEARCH SERVICE
SUBCOMMITTEE ON RESEARCH SAFETY POLICY

Effective Date: APRIL 14, 2021

SOP Title: CONTROLLED SUBSTANCE PROGRAM: MEDICAL RESEARCH
SOP Number: SRS--016

SOP Version: .09

1. PURPOSE: To state policy, responsibility, and guidelines for the use of Controlled
Substances in Medical Research Service.

2. POLICY: To ensure that Controlled Substances, as listed in Title 21 Code of Federal
Regulations (CFR) Schedule II-V (1308.12 through 1308.15); 21 CFR 1301; and
Title 21 United States Code (U.S.C.) 812 and 827, are received, secured, and usage is
properly recorded.

3. DEFINITIONS:

a. Controlled Substance — A drug that has the potential for abuse and for which
manufacturing, sale, distribution and use are controlled by regulation. Schedule II
substances have the highest risk for abuse and are therefore most stringently
controlled. Remaining schedules have less potential for abuse and are therefore
progressively less controlled.

b. Pyxis MedStation® — The Pyxis MedStation® provides secure, automated supply
dispensing and gives you the ability to document usage in real-time, which helps
to reduce documentation errors.

c. Expiration Dates:

(1) The date in which a Pharmaceutical Company identifies a substance as being
past its usefulness. Expired medications should not be administered because
potency, sterility and stability cannot be assured. At the time of expiration,
the Pyxis MedStation® sends an alert to the Pharmacy Program Specialist,
who in turn removes the expired substance from the Pyxis MedStation® and
returns it to Pharmacy Service.






(2) Controlled Substances and other multi-dose vials must be dated with a 28-day
expiration date after the manufacturer’s seal has been broken. Controlled
substance mixtures (cocktails) expire 28 days after preparation. The
expiration process for a cocktail is the same as with substances in their
original containers; the Pyxis MedStation® sends an alert to the Pharmacy
Program Specialist, who in turn removes the expired cocktail from the Pyxis
MedStation® and returns it to Pharmacy Service.

d. “0” Balance — A controlled substance has been completely used.

e. Discrepancies — When requirements for work with and/or storage of controlled
substances is inconsistent with standard procedures detailed in section 4 of this
policy.

f. Controlled Substance Inspectors — Two Inspecting Officials, i.e. from Police
Service, Pharmacy Service, or the Director’s Office, who conduct random,
unannounced inspections as assigned by the Controlled Substance Coordinator/
Director’s Office.

g. Cocktail — A controlled substance mixture.

h. Laboratory Log-Book — A log-book that records controlled substance usage. This
entry must include the common name of the drug, the date used, the amount used,
the procedure, and the person who used this drug in the procedure. Cocktails that
contain a controlled substance must also be logged appropriately in this log-book.

. PROCEDURE:

a. Controlled Substance Authorization: Only persons authorized/trained by the
Pharmacy Program Specialist/Pharmacy Service are authorized to access the
Pyxis MedStation®.

b. Dispensing of Controlled Substances: The Pharmacy Program Specialist/Pharmacy
Service dispenses all controlled substances into the Pyxis MedStation®. Dates of
dispense and a corresponding six-digit Identification number are recorded in the
Pharmacy Service’s VISTA dispensing menu.

c. Controlled Substances cannot be stored outside the Pyxis MedStation®. Any
controlled substance withdrawal must be used that same day; any remaining drug
must be discarded (wasted), as noted in part “e” below.

d. Each withdrawal of a controlled substance is recorded in the Pyxis MedStation®;
this includes the amount withdrawn from the original vial, to make a controlled






substance cocktail, or a withdrawal from a controlled substance cocktail. This
information includes the date, time, dose, balance, and person withdrawing the
dose.

e. Any drug withdrawn, but not used, must be discarded (wasted). When wasted,
the drug must be witnessed by two authorized personnel; this information must be
documented in the Pyxis MedStation® to account for the amount not used. This
process aids in accounting for controlled substances.

f. Completion of Controlled Substance: When a controlled substance has a “0”
balance, and there is no drug physically remaining, an alert is sent to Pharmacy
Service for replenishment.

g. Security of Controlled Substances: The Pyxis MedStation® is an automated
medication dispensing system that is accessed by both a user ID and fingerprint
recognition.

Note: There is no mechanism in place within the Pyxis MedStation® to limit
personnel the ability to only access the controlled drugs that they are authorized to
use. Anyone who has access to the Pyxis MedStation® has access to all the
controlled drugs within it. When trained by the Pharmacy Program Specialist,
personnel are instructed to only obtain controlled substances by selecting the
name of their Principal Investigator (PI) and the controlled substances that they
are approved to use.

In the event of a discrepancy, e.g. removal of a controlled substance from the
Pyxis MedStation®, under the wrong PI, the Controlled Substance Inspectors will
be able to identify who removed the drug by reviewing the Pyxis MedStation®
activity record. With this information, the inspection team will be able to work
with the employee and the employee’s PI to resolve this issue.

h. Inspection of Controlled Substances: Controlled Substance Inspectors conduct
monthly inspections of the Pyxis MedStation® system and the Laboratory Log

Books. The Laboratory Log books must reflect what was removed from the Pyxis
MedStation® and be readily available.

5. RESPONSIBILITIES:

a. Associate Chief of Staff/Research (ACOS/Research):

(1) Discrepancies are reviewed and resolved by the ACOS/Research.






b. Pharmacy Service:
(1) Dispenses controlled substances into the Pyxis MedStation®.
(2) Disposes unused and/or outdated controlled substances.

(3) Maintains the Pyxis MedStation®.

¢. Laboratory Staff:

(1) Obtain controlled substances by selecting the name of their Principal
Investigator (PI) and the controlled substances that they are approved to use.

(2) Notes an expiration date on vials containing controlled substance cocktails.
The expiration date for a controlled substance cocktail is 28 days after

preparation but should not exceed the manufacturer’s expiration date noted
on the original vial.

(3) Reports irregularities (theft, inappropriate diversion of drugs, etc.) to the
Pharmacy Program Specialist/Pharmacy Service.
d. Controlled Substance Inspectors:
(1) Inspect the Pyxis MedStation® and Laboratory Log-Books.

(2) Ensure that discrepancies noted during an inspection are immediately
investigated and reported in accordance with hospital procedures.

(3) Provide a report to the Controlled Substance Coordinator, who will make a

report of findings to the Facility Director or National CMOP Director for
appropriate action.

e. Controlled Substance Coordinator (CSC)

(1) Oversees random inspections of controlled substances and controlled
substances records.

(2) Ensures that Discrepancies are reviewed and resolved by the Associate Chief
of Staftf/Research (ACOS).






6. REFERENCES: VHA Handbook 1108.1 “Controlled Substances (Pharmacy Stock)”; VHA
Handbook 1108.2 “Inspection of Controlled Substances”; and Medical Center Policy 119-003,
Controlled Substances.

7. RESCISSION: SRS Policy 016 dated April 14, 2021, Controlled Substance Program:
Medical Research. The rescission date for this policy is April 8, 2026.

8. FOLLOW-UP RESPONSIBILITY: Research Safety Coordinator.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy
Effective Date: AUGUST 10, 2022
Policy Title: WORK INVOLVING HAZARDOUS VAPOR FORMING CHEMICALS IN RESEARCH
Policy Number: SRS--017

Policy Version: .02

1. PURPOSE:

This policy promotes the prevention of exposure to vapor forming chemicals, which will follow
guidance set-forth by the Occupational Safety and Health Administration (OSHA): 29 CFR §
1910.1000 — Air contaminants, Toxic and Hazardous Substances.

In regard to halogenated anesthetics, which includes Isoflurane, The National Institute for Occupational
Safety and Health (NIOSH), recommends that no worker be exposed to greater than two parts per
million (ppm); See Chemical Hygiene Policy 005 WASTE ANESTHETIC GASES AND VAPORS.

Hazard Communication Standard (HCS) establishes the employee’s Right to Know regarding safety
and health information, chemicals that they are working with, and chemicals that are in the facility.
HCS is designed to protect against chemical-source illnesses and injuries by ensuring that employers
and employees have knowledge of protective measures and employ engineering controls.

Monitoring personnel that work with vapor forming chemicals ensures that these measures are
effective. This is based on the existence of exposure limits, the likelihood of exposure, and established
regulations, i.e. 29 CFR § 1910.1000, and chemical specific standards, e.g. 29 CFR § 1910.1048,
Formaldehyde. This information, in conjunction with an exposure assessment (conducted by the
Facility Safety Office) is what determines the need to monitor exposure to chemicals. The Facility
Safety Office also monitors exposure to particulates and gases in addition to chemical vapors.

29 CFR § 1910.1450, Occupational Exposure to Hazardous Chemicals in Laboratories also applies.
In addition, this Medical Center is obligated to provide a workplace free of recognized hazards per the
General Duty Clause Section 5(a)(1) of the Occupational Safety and Health Act

2. DEFINITIONS:
a. OSHA — Occupational Safety and Health Administration
b. HCS - Hazard Communication Standard

c. RSC - Research Safety Coordinator





d. Vapor Forming Chemical Monitors — Monitors that measure toxic vapors regulated by
OSHA.

e. SDS — Safety Data Sheet

f.  GHS - Global Harmonization System

g. PPE — Personal Protective Equipment

h. ARF — Animal Research Facility

i. WAGD — Waste Anesthetic Gas Disposal

j-  PEL — Permissible Exposure Limit

k. STEL — Short-term Exposure Limit

I.  ppm — Parts Per Million

m. NIOSH — National Institute for Occupational Safety and Health

n. ACGIH® — American Conference of Governmental Industrial Hygienists

3. RESPONSIBILITY:
a. Research personnel are responsible for compliance with this policy.

b. Principal Investigators and Laboratory Directors/Supervisors will ensure that personnel
follow this policy.

c. The Research Safety Coordinator (RSC) will work with Principal Investigators,
Laboratory Directors/Supervisors, Engineering Services, and the Facility Safety Office to ensure
compliance with this policy.

d. Engineering Services will maintain facility-related engineering controls that prevent
exposure to vapor forming chemicals, i.e. Fume Hoods, hospital vacuum system, ventilation,
electrical systems, etc., with the submission of a Service Request in the Medical Center’s IBM®
Enterprise Asset Management System: Maximo®.

e. The Facility Safety Office will annually measure the face velocity of each Fume Hood
within Medical Research Service.

The Facility Safety Office will provide the RSC with monitors that measure an employee’s exposure
to vapor forming chemicals (See OSHA Annotated Table Z-1 in Section 5, Procedures, part e,
Exposure Monitoring, subpart I, below). Facility Safety Office will establish baseline monitoring
and determine frequency of monitoring based on results.

f.  Research will initiate all respirator use through the Facility Safety Office. Personnel
Health will provide medical clearance for Research personnel using respiratory protection.
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4. POLICY:

To ensure compliance as described in Section 5, PROCEDURES, below.

5. PROCEDURES:

a. Knowledge of Protective Measures — This is obtained through the Chemical Hygiene Plan,

Safety Data Sheets (SDSs), labels, employee training, and the knowledge of appropriate Standard Operating
Procedures (i.e. laboratory and Animal Research Facility, e.g. Waste Anesthetic Gas [Isoflurane]).

I. Safety Data Sheets — Safety data sheets (SDSs) are standardized documents that contain

IL

occupational safety and health data. Section 8, Exposure Controls/Personal Protection,
provide guidance for work involving vapor forming chemicals. The facility uses
MAXCOM chemical management system to maintain chemical inventories for all
locations.

Labels — Chemical containers have a precautionary statement, which is a phrase that
describes recommended measures to minimize or prevent adverse effects resulting from
exposure, which may include Personal Protective Equipment (PPE).

III. Employee Training — Employees receive the following training:

A. New Employee Safety Orientation and Annual Research Safety Training thereafter.

This training includes general guidance that instructs Research personnel to utilize
PPE to prevent exposure to vapor forming chemicals.

. Hands-On Training. This training includes specific guidance that instructs Research

personnel how to utilize Personal Protective Equipment (PPE) to prevent exposure
to vapor forming chemicals.

. Web-Based Training. The Collaborative Institutional Training Initiative (CITI)

Program — a leading provider of research education content, offers a locally written
course in Waste Anesthetic Gas Safety Policy.

. Standard Operating Procedures. Written procedures that relate to the equipment

and/or chemicals used by research personnel working with vapor forming
chemicals. Procedures are a series of actions that reduce potential exposure.

These procedures are specific to an employee’s work site, which may be located in
a Standard Operating Procedure, manual, etc. This document gives an employee a
step-by-step guideline to perform a procedure in a manner that prevents exposure to
themselves and/or co-workers from vapor forming chemicals (see part d,
Administrative Controls, below).

b. Employ Engineering Controls — Engineering controls remove the hazard at the source

before it comes into contact with the employee, which involve protective equipment, procedures, and
facility-related systems that reduce the risk of worker exposure to vapor forming chemicals.





I. Fume Hoods — Fume hoods are critical to the removal of chemical fumes and toxic gases
away from Research personnel. A Fume Hood is an enclosed/ventilated space used in a
laboratory to contain and exhaust vapor forming chemicals and other inhalational
hazards. The OSHA Laboratory Standard states that a Fume Hood face velocity should
typically be 60-100 linear feet per minute. A Kimwipe® is affixes to the sash of each
fume hood; this provides a visual indication that the fume hood has “pull”.

II. Class II Type B2 Biosafety Cabinets — Class Il Type B2 Biosafety Cabinets protect
users from hazardous agents (non-volatile and volatile toxic chemicals and
radionuclides), including vapor forming chemicals, that require hard ducting to the
outside

ITI. Downdraft Table — Downdraft tables are workbenches with built-in ventilation to
capture dust, smoke, and fumes. They are constructed with a perforated surface; the
underside is connected to a ventilation collection system, which draws hazardous
materials, including vapor forming chemicals, through the holes and away from the
employee. Note: It is less effective than a fume hood or vented Biosafety Cabinet for
containment of hazardous vapors.

IV. Waste Anesthetic Gas (WAGD) Scavenging Systems — A Waste Anesthetic Gas
Disposal System removes vented anesthetic gases away from Research personnel
performing animal surgery. Exposure to anesthesia (specifically Isoflurane) is decreased
by this scavenging method. A high-pressure leak test of the anesthetic equipment
components is performed every four months. All personnel working with anesthetic
equipment are to be familiar with Animal Research Facility SOPs specific for work
involving Isoflurane.

Note: The use of Nitrous Oxide (N20) is prohibited from being used.

C. Personal Protective Equipment (PPE) specifically involves the use of respirators. Respirators
are designed to protect the respiratory systems of Research personnel by filtering out vapor forming
chemicals. Specific respirator cartridges are required for particular substance to be handled, i.e. Organic
Vapor, Ammonia, Methylamine, Formaldehyde and Acid Gas (Chlorine, Hydrogen Chloride, Sulfur
Dioxide, Hydrogen Sulfide, Hydrogen Fluoride, Chlorine Dioxide), etc. Prior to wearing any respirator:

I. Personnel Health Service must determine if an employee has any medical limitations
due to medical or workplace conditions prior to wearing an air filtering respirator.

II. The Facility Safety Office must perform a fit test in accordance with the Medical
Center’s Respirator Training and manufacturer's recommendations and Medical Center
Policy 138-033 Respiratory Protection.

d. Procedures are a series of actions that reduce potential exposure. These procedures are
specific to an employee’s work site, which may be located in a Standard Operating Procedure, manual, etc.
This document gives an employee a step-by-step guideline to perform a procedure in a manner that prevents
exposure to themselves and/or co-workers from vapor forming chemicals.

e. Facility-related systems aid in the prevention of exposure. Facility-related systems include
room ventilation, electrical service, and the hospital vacuum system.





I. Regularly scheduled preventive maintenance of ventilation systems are performed to
ensure maximum effectiveness. There a minimum required air exchange rate for rooms
where hazardous volatile chemicals will be used (i.e., 10 - 15 air changes/hour). This
shall be verified at least quarterly by airflow measurements by the Facility Manager,
Engineering Service. In the event that there is an interruption in air exchanges, the RSC
will notify Research personnel.

II. The Electric Shop, Engineering Services, conducts monthly generator testing and power
outage drills to ensure that Emergency Back-up Power functions.

III. The hospital vacuum system is maintained by the Plumbing Shop, Engineering Services.

Note: In the event that a ventilation, electrical, and/or vacuum system failure occurs, the planned procedure
must be cancelled until the affected systems are deemed “in working condition” by the Medical Center’s
Engineering Service. When notified of an engineering-related outage, the RSC will submit a Service
Request to have service restored.

f. Administrative Controls — Administrative controls include training, procedures, and
policies that lessen the threat of a hazard to an individual.

I. Employee training for work involving vapor forming chemicals is defined above.

II. Laboratory and surgical procedures (provided by Principal Investigators and/or
Lab Directors/Supervisors) require a written plan, i.e. Standard Operating
Procedure, for work involving the use of vapor forming chemicals. This written
procedure provides guidance to the laboratory and/or surgical technician on the
safe use and operation of engineering controls, PPE and the needed safety
measures when using a particular vapor forming chemical. This written plan needs
to be reviewed at the start of employment, to ensure compliance, and to re-train
personnel when an over exposure occurs.

III. SRS Policy 017 - Work Involving Vapor Forming Chemicals in Research provides
a written overview for work involving vapor forming chemicals to ensure safe
work conditions are being met.

g. Exposure Monitoring — Exposure monitoring is a method of measuring the airborne
concentration of a chemical of interest using the limits set by OSHA and recommendations by
NIOSH and ACGIH® — American Conference of Governmental Industrial Hygienists.

Each chemical is monitored in a unique way. Most vapor forming chemicals used in Research can be
monitored by passive dosimeter badges. Gases, particulates, and some unique vapor forming
chemicals would be measured using other methods. Monitoring measures concentrations that can be
compared to related exposure limit is such as time-weighted average exposure, short term exposure,
and ceiling limits. Monitoring will be conducted to establish baseline levels, and a monitoring
frequency will then be established from this data. The Facility Safety Office must be notified of





changes in procedures or control measures as baseline monitoring will need to be re-established.
OSHA sets these limits; NIOSH and ACGIH make recommendations for PEL, STEL, and ceiling
limits, which are accepted and endorsed by the VA.

Personal and Area exposure monitoring are most frequently conducted using dosimeters for vapor
monitoring. Dosimeters for personal exposure monitoring must be within the breathing zone to be
effective; they need to be clipped onto to the employee’s lab coat, scrub shirt, surgical gown, etc. near
the collar bone. Area dosimeters measure the vapors within the work site and need to be placed at a
work surface height at approximately six feet from the location in which work involving a vapor-
forming chemical is being used.

See Medical Center Policy OOS-026, Waste Anesthetic Gases and Vapors.

The Facility Safety Office forwards measurement readings to the Chief/Engineering Services, the Associate
Chief of Staff/Research, the RSC, and Personnel Health. Personal and area monitoring of vapor forming
chemicals includes initial "baseline" monitoring and periodic monitoring thereafter.

I. Exposure Limits: The recommended limits, which are recognized by Occupational
Safety and Health Administration (OSHA), have Ceiling Limits. Ceiling Limits are the
upper boundaries of harmful substances to which a person should not be exposed to and
shall at no time exceed the exposure limit given for that substance, e.g., if the PEL for a
vapor forming chemical is 2.0 parts per million (ppm), the ceiling is 2.0 ppm; over
exposure for that substance will be 2.0, as cited in 29 CFR § 1910.1000 — Air
contaminants.

II. Short-term Exposure Limit (STEL) is the maximum concentration of a chemical to
which workers may be exposed continuously for a short period of time without any
danger to health, safety or work efficiency. Permissible Exposure Limits are listed in
OSHA Annotated Table Z-1

https://www.osha.gov/dsg/annotated-pels/tablez-1.html

On the OSHA website, it is noted that, “This table only includes occupational exposure
limits (OELSs) for substances listed in the OSHA Z-1 Table. OELs for hundreds of
additional substances [including isoflurane] have been adopted by Cal/OSHA, NIOSH,
and ACGIH. These organizations periodically make revisions to their OELs and so they
should be consulted directly for their most current values and substances, as well as
special notations such as for skin absorption.” These guidelines are referenced by the
Facility Safety Office when passive dosimeter badge measurements are received.

III. Action Level — This Medical Center defines an action level as one half of the
permissible exposure limit (PEL), unless otherwise established in regulation. For
example, if the PEL for a vapor forming chemical is 2.0 parts per million (ppm), the
action level is between 1.0 - 1.99 ppm. The intent is to initiate measures to eliminate
or reduce employee exposure before reaching the established exposure limits. After
an assessment of these guidelines, baseline monitoring of the original monitored
procedure will be conducted.



https://www.osha.gov/dsg/annotated-pels/tablez-1.html



h. Over Exposure — Over exposure is a measurement at/or above the ceiling level. When an
over exposure to a vapor forming chemical occurs, the employee’s knowledge of protective measures, a
review of the written procedures and how they are to be followed, the use of Personal Protective
Equipment, and the functionality of engineering controls will be assessed. Additional measures may be
established to ensure exposures are reduced. After an assessment of the employee’s knowledge,
procedures, and the assurance that engineering controls are properly functioning, and implementation of
additional measures to eliminate or reduce exposure, baseline monitoring of the procedure will be
conducted.

When an over exposure has been confirmed by the Facility Safety Office, the employee(s) involved should
report to Personnel Health Service. At that point, an employee has the option to decline treatment/to be
seen by a Personnel Health Service physician, or, accept treatment for an over exposure. This must be
repeated for every measured over exposure.

When an over exposure occurs, a Spill/Incident Report must be completed. The completed/signed report
will then be placed on a Subcommittee on Research Safety and Security (SRS) agenda for review. At that
time, the SRS will determine if the event reviewed requires reporting to the Office of Research Over-site.

The employee’s technique will be observed by the PI, Lab Director/Vet. Tech., and/or Supervisor, in order
to potentially identify lapses in technique that could exacerbate an over-exposure. When an employee is re-
monitored, and an over exposure is measured for the second time, the above noted actions will be repeated.

Vapor Forming Chemicals (excluding Isoflurane):

In the event that engineering controls are functioning properly (as confirmed by Engineering Services or
an outside company) and written procedures have not changed (as per the Principal
Investigator/Supervisor) and the measured over exposures are due to an employee’s lack of knowledge
and/or continued procedural errors, these repeated over exposures will be addressed by the Subcommittee
on Research Safety (SRS). Until an SRS determination is made, the employee(s) will not be permitted to
work with the substance that measured over the PEL.

Isoflurane:
In the event that engineering controls for scavenging Isoflurane are functioning properly (as confirmed by
Engineering Services or an outside company, e.g., Anesthesia Specialties) and written procedures have not
changed (as per the Principal Investigator/Supervisor) and the measured over exposures are due to an
employee’s lack of knowledge and/or continued procedural errors, these repeated over exposures will be
addressed by the Institutional Animal Care and Use Committee (IACUC).
Note: IACUC determinations regarding repeated Isoflurane exposures will be presented at the next
regularly scheduled SRS meeting. The SRS will review actions taken by the IACUC and determine by
vote if these actions are acceptable; the SRS must be the final arbiter on issues involving safety.

6. REFERENCES:

29 CFR § 1910.1450—Occupational Exposure to Hazardous Chemicals in Laboratories.

29 CFR § 1910.1000 — Air contaminants (which includes part a, Table Z-1).

Medical Center Policy 138-133 RESPIRATORY PROTECTION.
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Chemical Hygiene Policy 005 WASTE ANESTHETIC GASES AND VAPORS

VA Center for Engineering, Safety, and Occupational Health IH Guidebook, Hazardous Materials,
Section 11

7. RESCISSION: Work Involving Vapor Forming Chemicals in Research. The rescission date
of this Standard Operating Procedure is August 9, 2027.

8. FOLLOW-UP: Research Safety Coordinator/Chemical Hygiene Officer.
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1. PURPOSE: To minimize/prevent personnel injuries and/or facility damage. Employees will

follow the procedures outlined herein, without hesitation, when an emergency alert is sounded.

2. POLICY: This policy outlines responses to emergency situations, e.g., power failure, failure of air
supply, temperature and/or humidity controls, fire, flood, evacuation of personnel and animals,
entry of animal rights activists, and hazardous material incidents impacting Medical Research
Service. For additional information, refer to Medical Center Policy MCP O0OS-045
(Comprehensive Emergency Management Plan).

3. DEFINITIONS:

a. ARF — Animal Research Facility

b. EPP — Emergency Preparedness Procedure.

c. ERC — Emergency Response Cascade: The Emergency Response Cascade formulates
employee response in the event of an emergency. It also outlines the chain of command
in which emergency information is reported to personnel.

d. HVAC — Heating, Ventilation, and Air Conditioning.

e. MOU — Memorandum of Understanding.

f.  RSC — Research Safety Coordinator.

g. SDS — Safety Data Sheet

h. OSHA — Occupational Safety and Health Administration

4. PROCEDURES: If an emergency occurs, notify the Associate Chief of Staff/Research and
Administrative Officer/Research at extension 64660 during working hours and otherwise via

the VA Police Service at extension 64207.

a. Environmental Support





(D

)

Environmental support is dependent upon continuous electric power and a
functional Heating Ventilation Air Conditioning (HVAC) system. For emergency
power outages, there is a back-up generator that supports the Medical Center; the
emergency generator covers air supply, ventilation, lighting, and emergency power
outlets (one per room) in the ARF. Laboratory and Administrative spaces are
equipped with emergency outlets for sensitive equipment (freezers, incubators).
Every third light through the corridors will function during a power failure.

Maintains the temperatures and humidity levels within targeted thermo-neutral
zones, i.e., 68 - 75° F and 30 and 70%, respectively. Complete air exchanges range
between 15 and 17 changes per hour; air is not recycled. Adequate ventilation is
required to protect personnel and minimize exposure to allergenic aerosols. HVAC
system disruption may cause health problems (respiratory disease), as well as an
accumulation of annoying odors and/or harmful fumes. A long-term interruption of
the steam supply during the colder months may cause a drop in room temperature. If
a steam outage occurs, request portable space heaters from Engineering Service.

b. Contamination Control

(1

)

3)

Control of contamination is maintained by established sanitation procedures and the
supply of 100% fresh air exchange. Equally important are the proper disposal of
biohazardous waste, refrigeration of biological agents (blood, urine), adequate clean
water supply, and sewer support.

The spread of contamination will be minimized by establishing a “staging area”
where equipment, supplies, etc. will be secured and safely decontaminated
(chemical, biological, etc.); biohazards are placed into biohazard bags for disposal
through Environmental Management Service; hazardous chemical spills are
performed as noted in Section 5, part g, Hazardous Material Spill Procedure,
hazardous chemical waste is segregated, labeled as “Hazardous Waste”, and
disposed of through the Facility Safety Office; radioactive material spills are
addressed in the Louis Stokes Cleveland VA Medical Center Radiation Emergency
Response, which is located on page 8 of this policy.

Failure to maintain contamination control may result in significant health problems
in employees and animals. Control is dependent in part upon personnel following
established sanitation procedures; the Research Safety Coordinator will work with
laboratory personnel and services within the Medical Center during and following
an emergency.

c. Security

(1)

Always maintain the security of laboratories that house biological, chemical,
radioactive, and select agents (USA Patriot Act of 2002). A computerized magnetic
security system (or keyed lock) protects all laboratory space, and the ARF. This
constitutes a constant state of “lock down”, i.e., a state of containment and
restriction of progression. Only VA employees and Without Compensation (WOC)
employees with appointments who have completed all mandatory training are given
proximity key card and key access.





(2) When suspicious individuals are seen in laboratory space, administrative areas,
and/or the ARF, contact the VA Police Service at extension 64207.

d. Research Support

Investigators are contacted when health problems, power outages, temperature changes,
etc. may affect their research and/or the condition of their animals housed in the ARF. In
an imminent situation, investigators are contacted as soon as possible. If contact with an
investigator is not possible, necessary changes to maintain power to sensitive equipment
and proper animal care may be made without their input. This action will help to prevent
the loss of important data, specimens, and/or animals for research projects.

e. Research Data

Investigators are contacted when research data may be jeopardized. In an imminent
situation, investigators are contacted as soon as possible. If contact with an investigator
is not possible, necessary changes to maintain power to sensitive equipment, i.e.,
computer systems, will be made without their input. This action will help to prevent the
loss of important data.

f. Research Specimens

Investigators are contacted when research specimens may be jeopardized. In an
imminent situation, investigators are contacted as soon as possible. If contact with an
investigator is not possible, necessary changes to maintain the power to units that house
sensitive research specimens, i.e., UltraLow Freezers, refrigerators, etc, will be made
without their input. If the unit is failing, specimens will be moved into another unit until
the original unit has been repaired or replaced. This action will help to prevent the loss of
important data.

5. EMERGENCY PROCEDURES:

a. Fire
(1) In the event of a fire or fire drill, the RACE Procedure must be implemented:

Remove yourself and others from danger,
Activate an alarm pull box or call extension 2222,
Confine the fire by closing doors, and

Evacuate personnel from the area.

When the fire alarm system is activated:
A. The fire alarm siren and audio location identification will have four cycles;
thereafter, the siren and audio locator will be limited to the floor of
origination.





B. Strobe lights throughout the corridors will flash throughout the entire medical
center until the Cleveland Fire Department renders the situation “clear”.

C. A pager, which must be worn by hearing-impaired personnel, will vibrate
when the fire alarm system is activated; the pager screen will display the floor
of origination.

The OSHA Standard on Employee Alarm Systems:

1910.165(b)(1)

The employee alarm system shall provide warning for necessary emergency
action as called for in the emergency action plan, or for reaction time for safe
escape of employees from the workplace or the immediate work area, or both.

1910.165(b)(2)

The employee alarm shall be capable of being perceived above ambient noise
or light levels by all employees in the affected portions of the workplace.
Tactile devices may be used to alert those employees who would not
otherwise be able to recognize the audible or visual alarm

D. Employees will evacuate their work area/building until the VA Police Service
or Cleveland Fire Department issues further instructions. Any alterations in
routine work schedules will be addressed.

(2) Investigators will be notified regarding the status/condition of their laboratories,
equipment, etc. as soon as possible. If a fire occurs after hours, an attempt will be
made to notify investigators whose laboratories have been affected. The Associate
Chief of Staff/Research and Administrative Officer/Research will also be notified by
Police Services to assess the situation. The Consulting Veterinarians will be notified if
the ARF is affected.

(3) If the water supply is affected, Hydropac Pouches are stored in sufficient supply to
provide water for all animals for a three-month period. If this is insufficient water
will be brought in from another facility.

(4) Electrical power and the ventilation system are the responsibility of the Engineering
Service. If electrical power is lost, the emergency generators will be activated.

(5) Certain aspects of contamination control will be handled by the Environmental
Management Service, i.e., clean-up of any smoke and/or water damage. If the air
handling system is functional, Engineering Service will change all air filters in the
affected areas.

(6) A combined two-hour fire-rated partition/smoke barrier exists along the north and south
walls in Medical Research. This wall separates the “K” wing from the Medical Center. If a
fire occurs east of this fire/smoke partition, laboratory/administrative space and the ARF
(except Room ARF room B-F342) would not be at risk.





b. Flooding

(1) If flooding is anticipated, equipment, supplies, and animals (if applicable) will be

2)

3)

4)

)

(6)

(7

relocated. Investigators will be notified regarding the status of their laboratories,
equipment, etc. as soon as possible.

If a flood occurs after hours, an attempt will be made to notify investigators whose
laboratories have been affected. The Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Services to assess the
situation. The Consulting Veterinarians will be notified if the ARF is affected.

If a flood occurs and sewage is involved, personnel will be evacuated to prevent the
spread of contamination. Environmental Management Service (EMS) and
Engineering Services will be notified as soon as possible. Personnel will not re-enter
the affected room(s) until Engineering Service, Environmental Management Service
(EMS), and Infection Control personnel grant clearance.

If a water main break occurs and flooding is severe, personnel will not enter the
affected room(s) until Engineering Service personnel grant clearance. Any alterations
in routine work schedules will be addressed.

Engineering Service will provide sandbags to aid in keeping water from entering non-
affected rooms.

The City of Cleveland will test the quality of the water if widespread flooding occurs.
Hydropac Pouches are stored in sufficient supply to provide water for all animals for a
three-month period. If this is insufficient bottled water may need to be brought in until
the City of Cleveland has determined that the water supply is safe for consumption.

Floors, equipment, etc. will be cleaned, disinfected, and dried immediately by
Environmental Management Services, laboratory personnel, and/or the ARF staff.
This will aid in the prevention of possible contamination. If an area is unable to dry
within 24 — 72 hours, Engineering Service, Environmental Management Service
(EMS), and Infection Control personnel will address the situation.

c. Tornado

(1)

2)

In the event of a tornado, all personnel will be informed of the impending storm via
overhead announcement. In outlying areas, employees must move into center
corridors against walls and away from doorways and windows.

In the event of a tornado after hours, an attempt will be made to notify investigators
whose laboratories have been affected. The Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Services to assess
the situation. The Consulting Veterinarians will be notified if the ARF is affected.
Any alterations in routine work schedules will be addressed.

(3) Ifatornado disrupts the water supply to the ARF, Hydropac pouches are stored in

sufficient supply to provide water for all animals for a three-month period. If this is
insufficient water will be transported in from other facilities.





(4) The HVAC Shop will be contacted immediately to assess the air handling system.
Large fans and cooling units will be used until the necessary repairs have been made.

d. Bomb Threat/Bombing

(1) If a bomb threat is received, the call must be immediately reported to the VA
Police Service at extension 2222. All employees must evacuate the facility if:

(a) A bomb threat has been received; or
(b) A bombing occurs.

(2) Employees will evacuate the area/building until the VA Police Service issue further
instructions. Any alterations in routine work schedules will be addressed at this
time. Investigators will be notified regarding the status of their laboratories,
equipment, etc. as soon as possible.

(3) If abombing occurs after hours, an attempt will be made to notify investigators
whose laboratories have been affected. The Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Service to assess
the situation. The Consulting Veterinarians will be notified if the ARF is affected.

(4) If the water supply is disrupted to the ARF, Hydropac pouches are stored in
sufficient supply to provide water for all animals for a three-month period. If this
is insufficient water will be transported in from other facilities.

(5) Electrical power and the ventilation system are the responsibility of Engineering
Service. If electrical power is lost, the emergency generators will be activated.

(6) Certain aspects of contamination control will be handled by the cleaning up of any
bomb residue, smoke, and/or water damage by Environmental Management
Services, laboratory personnel, and/or the ARF staff. If the air handling system is
functional, the HVAC Shop in Engineering Services will change all air filters in the
affected areas.

e. Protests by Animal Rights Activists/Threats of Terrorism
In the event of a scheduled protest, an unscheduled protest, or receipt of a threat by an
animal rights activist, the VA Police Service is to be contacted immediately at extension

64207. VA Police Service will determine what action should be taken in such an event.

Personnel are not to approach anyone who may cause harm to themselves, animals, or the facility.

f. Break-In

(1) If a break-in occurs after hours, an attempt will be made to notify investigators
whose laboratories have been affected. The Associate Chief of Staff/Research and
Administrative Officer/Research will also be notified by Police Services to assess
the situation. The Consulting Veterinarians will be notified if the ARF is affected.





(2) If the water supply is disrupted to the ARF, water will be transported in from other
facilities.

(3) The HVAC Shop (Engineering Service) is responsible for the ventilation and
heating/cooling systems. If vandalism to this system has occurred, they shall be
contacted immediately.

(4) The VA Police Service will be contacted at extension 64207. They will determine
what action should be taken in such an event.

g. Hazardous Material Spill Procedure
(1) Mercury:

(a) The RSC will coordinate a mercury spill clean-up, which is performed with a
Mercury Spill Kit that collects the mercury. Absorbed mercury will be turned over
to the Facility Safety Office for Hazardous Material Pick-up. Clift Industries,
manufacturer of Mercury Eater™, recommends the following mercury spill clean-
up procedure —

1. Wear and use all protective equipment contained in mercury spill kit at all
times before, during, and after spill clean-up. This includes chemical
resistant gloves and goggles; a lab coat also must be worn.

2. Sprinkle Mercury Eater™ Powder in a circle around the spill to prevent
the mercury from spreading.

3. Continue to sprinkle the material until it covers the entire spill area.

4. Mercury Eater™ will encapsulate the mercury in 2 -3 minutes, making it
solid and eliminating the vapors.

5. Remove absorbed mercury by sweeping the material into the yellow
disposal bag.

6. Use the Mercury Eater™ Final Wipes to clean any remaining debris from
the affected surface.

7. Dispose of all used articles through the Facility Safety Office, via
Hazardous Waste Pick-up.

(b) The RSC/CHO, extension 64263, provides a Spill/Release Incident Report form
to be filled out by the employee(s) involved. This report is filed with the RSC/CHO
and the Facility Safety Office (791-2300 extensions 46158, 46159, or 46157). For
spills that occur after-hours, call the Boiler Plant at extension 64180.

(3) Radioactive Materials: Medical Research employees who cause or are otherwise
affected by a radioactive material spill must respond in accordance with the Louis
Stokes Cleveland VA Medical Center Radiation Emergency Response, which is
located on page 8 of this policy.






(4) Hazardous Chemicals: To comply with OSHA 29 CFR 1910.120, Hazardous
Waste Operations and the Emergency Responses Standard, the Department of
Veterans Affairs Medical Center has established Medical Center Policy OOS-012,
Control of Small Hazardous Material Spills. This procedure is designed to

establish guidelines for emergency and non-emergency spills.

(a) Emergency Spills: Medical Research employees are trained during an annual
Research Safety In-service to follow these steps in the event of an emergency
spill:

1.

2.

5.

Evacuate all personnel from the area.

If a splash to the face or to the body occurs, personnel are instructed to
proceed directly to an Emergency Eyewash or Shower Station (located
throughout the corridors in Medical Research Service). Dilute eyes and/or
body for five minutes and report directly to Personnel Health, room B-
AC250 (x63557), for treatment.

Close doors to contain airborne contaminants and to prevent entry to the
affected area. If possible, fume hoods should be utilized to remove hazardous
fumes as quickly as possible.

Refer to Medical Center Policy MCP O0OS-045, Comprehensive Emergency
Management Program, which will ensure effective response to disasters and
emergencies, including the four phases of emergency management activities:
mitigation, preparedness, response, and recovery.

Secure a SDS sheet. Wait outside the room, out of danger, until help arrives.

(b) Non-emergency Spills: Incidental hazardous chemical spills, minor in size,
do not require an Operations Level response. Employees are trained during
New Employee Safety Orientation and annually thereafter to follow these
steps for non-emergency spills:

1.

Contain the spill by applying the proper absorbent for the hazardous material.
A Universal Absorbent is used with most spills and is required to be in every
laboratory. Spill Kits, wall-mounted throughout the Research Building, are
to be used (instead of a Universal Absorbent) for the following hazardous
spills: acid, caustic, solvent, and formaldehyde. Each kit contains neoprene
gloves, goggles, plastic bags, twist ties, spatula, and canisters specific to the
type of spill. The absorbent used should be applied around the edge of any
liquid chemical spill to prevent it from spreading. The spilled chemical must
be completely absorbed. Both absorbents are inert and will not react with the
chemical. Remember that the absorbents will not neutralize the chemical!
Dispose of the absorbed chemical following these steps:

A. Wear appropriate Personal Protective Equipment; scoop the absorbed
chemical into a plastic bag with a spatula.

B. Tie bag with twist tie.





6.

7.

8.

C. Place bag into a box and seal with tape.
D. Label box with name of chemical/what it has been absorbed with.

E. Safely store box in lab until the next Hazardous Material Pick-up,
organized through the Facility Safety Office.

2. Close doors to contain airborne contaminants and use fume hoods and
fans to remove hazardous fumes as quickly as possible. (Fans should blow
fumes toward a fume hood for expulsion.).

3. Identify material and secure a SDS sheet.

4. Notify the RSC/CHO. At that time, the steps already taken will be reviewed and
a Spill/Release Incident Report will be filed with the RSC and the Facility Safety
Office.

5. Contact E.M.S. to have the area thoroughly cleaned.
h.  Intentional Release of a Dangerous Chemical or Hazardous Material:

When a person knowingly releases a dangerous chemical or hazardous material with intent and
for the purpose of causing harm to persons, animals, or the environment (directly or indirectly),
this shall be considered the use of a weapon of mass destruction. The release of dangerous
chemicals or hazardous materials for any purpose shall remain subject to regulation under federal
and state environmental laws.

1. Research Laboratories at Case Western Reserve University

A Memorandum of Understanding (MOU) between Case Western Reserve University and the
Louis Stokes Cleveland DVA Medical Center states that each party agrees to follow applicable
policies and rules, including those relating to laboratory safety and environmental safety.

REFERENCES: VHA Handbook 1200.6 “Control of Hazardous Agents in VA Research
Laboratories”, “Emergency Procedure for the Animal Research Facility” (Medical Research
service Policy), and Medical Center Policy MCP OOS-045 (Comprehensive Emergency
Management Plan).

RESCISSION: The rescission date for this policy is December 13, 2027.

FOLLOW-UP: Research Safety Coordinator/Chemical Hygiene Officer





Louis Stokes Cleveland VA Medical Center
Radiation Emergency Response

Radioactive Spill:

Immediately notify Radiation Safety if there is:
Any personnel body/skin contamination.

Any spill greater than 5 uCi.

Large area contamination with any radioactivity.

Fire or flood in a radioactive material use or storage area.

Radiation Safety Officer Phone Numbers:
e  During normal business hours (8:00 AM — 4:30 PM, Monday — Friday) call ext. 3096
e Cell phone (216) 313-3046

When you call, please have the following information ready:

Your name: Location where you are calling from:
Phone number where you can be reached: Any personal contamination? (Y/N)
Possible contamination: Radionuclide: Estimated amount of spill (uCi)

Stay calm, and do the following:
Notify all persons in the area that a spill has occurred.

2. Prevent the spread of contamination. Place absorbent material over the spill.

3. If personal contamination has occurred remove contaminated clothing, especially contaminated
shoes. Begin decontamination of skin with soap and water. Do not abrade the skin or use
solvents.

4. Report the spill to Radiation Safety immediately (see above).

5. Confine the movement of potentially contaminated personnel and equipment to prevent
unnecessary spread of contamination.

6. If area is confined, begin to decontaminate at your discretion. Wearing gloves, carefully remove
the absorbent material and place in a yellow plastic waste bag. Make sure not to spread the
contamination. Place all contaminated materials into the plastic bag and store/dispose of as
radioactive waste.

7. Do not leave the site with contaminated items, including personal clothing, or if you are
contaminated, (skin, etc.).

Radiation Safety will direct the area and personnel decontamination and final survey.

Theft and Misplaced Sources:
e During normal business hours (8:00 AM — 4:30 PM, Monday — Friday) call ext. 3096
e  Cell phone (216) 313-3046.

Suspicious Individuals:

Report suspicious individuals to the Louis Stokes police force - 2222

10
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy
Effective Date: JULY 12, 2023
Policy Title: ACCESS TO MEDICAL RESEARCH SERVICE SPACE
Policy Number: SRS—020
Policy Version:.11

1. PURPOSE: To establish a security program for Medical Research Service.

2. POLICY: Medical Research Service will strive to provide a secure facility for the housing of hazardous
materials and sensitive equipment.

3.  DEFINITIONS:

a. Employees — This includes all VA employees (full-time, part-time, or without compensation)
regardless of work site and non-VA employees who work on VA premises.

b.  Hazardous Materials — Biological, chemical, gaseous, and radioactive materials. This also
includes select agents, i.e., substances used in biochemical warfare.

c.  Sensitive Equipment — Computers, laptops, diagnostic devices, etc. that may contain research data
and/or employee/patient identifying information.

d. RSC/CHO - Research Safety Coordinator/Chemical Hygiene Officer.
e. RSO - Radiation Safety Officer.

f.  Suspicious Package — Any package with one or more of the following characteristics including, but
not limited to:

(1) A powdery substance, oily stains, discolorations, or crystallization on the outside

(2) Excessive wrapping/tape/string.

(3) Rigid, uneven, irregular/lopsided.

(4) Soft spots, bulges, excessive weight, protruding wires, and/or protruding aluminum foil.

Reference VHA Handbook 1200.06 for additional information regarding suspicious packages.
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4. RESPONSIBILITIES:
a. ASSOCIATE CHIEF OF STAFF/RESEARCH (ACOS/RESEARCH):

(1) Ensures that the Medical Center Director, or designee, remains informed of all activities
involving hazardous agents, sensitive materials, and sensitive equipment used in Medical Research Service
space.

(2) Ensures that the RSC/CHO participates in the annual vulnerability assessment of research areas
with Police Services and assists with the annual drills or exercises for safety, security, and incident responses.

(3) Challenges strangers/personnel not wearing proper VA Identification Badges and reports such
individuals to the RSC and/or Police Service.

(4) Recognizes suspicious packages upon entry/exit and calls the Emergency Operator at extension
2222. Representatives from Police Service and the Facility Safety Office will arrive and assess/remove the
suspicious package.

b. PRINCIPAL INVESTIGATOR/LABORATORY DIRECTOR:

(1) Controls access to his/her laboratory and/or office space within Medical Research Service in
accordance with medical center policies.

(2) Ensures that personnel receive required training prior to beginning work, annually thereafter, and
in response to incidents, as well as meet other requirements set forth in VHA handbooks.

(3) Ensures that personnel working under their direction have received approval from Medical
Research Service to access laboratory and/or office space. This is only provided when all required personnel
paperwork and training have been completed; appointments must also be approved by VA Police Service/PIV
Office.

(4) Challenges strangers/personnel not wearing proper VA Identification Badges and reports such
individuals to the RSC and/or Police Service.

(5) Ensures that visitors/collaborators and other individuals (housekeepers, engineering staff, etc)
who have infrequent access to research areas are made aware/kept away from any hazards that they may
encounter.

(6) Recognizes suspicious packages upon entry/exit and calls the Emergency Operator at extension
2222. Representatives from Police Service and the Facility Safety Office will arrive and assess/remove the
suspicious package.

b. ANIMAL RESEARCH FACILITY SUPERVISOR:

(1) Controls access to the Medical Research Service Animal Research Facility (ARF) in accordance
with medical center policies.

(2) Ensures that personnel complete all Institutional Animal Care and Use Committee (IACUC)
required training and have been added to an Animal Component of Research Protocol (ACORP), which is
associated with an R & D Committee-approved Research study. These must be completed prior to receiving
access to the Animal Research Facility, beginning work, annually thereafter, and in response to incidents, as

Page 2 of 5
SRS-020





well as meet other requirements set forth in VHA handbooks. Confirmation of these requirements are
communicated to the RSC, who then downloads access to the Animal Research Facility onto approved
individuals PIV Cards.

(3) Ensures that personnel working under their direction have received approval from Medical
Research Service to access the ARF. This is only provided when all required personnel paperwork and training
have been completed; appointments must also be approved by VA Police Service/PIV Office.

(4) Challenges strangers/personnel not wearing proper VA Identification Badges and reports such
individuals to the RSC and/or Police Service.

(5) Ensures that visitors/collaborators and other individuals (housekeepers, engineering staff, etc)
who have infrequent access to the ARF are made aware/kept away from any hazards that they may encounter.

(6) Recognizes suspicious packages upon entry/exit and calls the Emergency Operator at extension
2222. Representatives from Police Service and the Facility Safety Office will arrive and assess/remove the
suspicious package.

(7) Engages the Animal Research Facility’s (ARF) Motion Intrusion Detection System when an
additional safeguard is deemed necessary to protect the animals housed in the ARF, i.e., protesters.

c. EMPLOYEE:

(1) Completes all required personnel paperwork and training prior to beginning work, annually
thereafter, and in response to incidents, as well as meet other requirements set forth in VHA handbooks. Access
to Medical Research Service space will be granted when all requirements have been satisfied and appointments
have been approved by VA Police Service/PIV Office.

(2) Ensures that visitors/collaborators and other individuals (housekeepers, engineering staff, etc)
who have infrequent access to research areas are made aware/kept away from any hazards that they may
encounter.

(3) Challenges strangers/personnel not wearing proper VA Identification Badges and reports such
individuals to the RSC and/or Police Service.

(4) Recognizes suspicious packages upon entry/exit and calls the Emergency Operator at extension
2222. Representatives from Police Service and the Facility Safety Office will arrive and assess/remove the
suspicious package.

d. RESEARCH SAFETY COORDINATOR/CHEMICAL HYGEINE OFFICER:

(1) Ensures that a security program is in place and is being implemented, as required by the VHA
Handbook.

(2) Establishes clearance procedures for visitors and other individuals with an infrequent need to
access research laboratory areas (repair technicians, pest management services, etc).

(3) Participates in the annual vulnerability assessment of research areas with Police Services and
assists with the annual drills or exercises for safety, security, and incident responses.
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(4) Maintains a daily log of changes in access that have been downloaded in the Lenel Security
System. Reviews Lenel access reports for entries into Research daily.

(5) Reports breeches in security to ORO immediately. Breeches in security are communicated with
the Research Compliance Officer, the ACOS/Research, the AO/Research, the SRS, Police Service, and all
parties involved.

(6) Maintains key distribution records.
(7) Reviews Visitor Logbook entries.

(8) Develops and revises training materials covering Security Management in Medical Research.

e. SUBCOMMITTEE ON RESEARCH SAFETY (SRS):

(1) Annually reviews/updates/approves the Medical Research Service Safety Training Manual,
which includes the Chemical Hygiene Plan, Hazardous Communication Plan, and the Hazardous Agents Control
Program. After being approved by the SRS, it is submitted to the Research and Development (R & D)
Committee for final approval.

(2) Annually prepares an annual review regarding the security and safety program in Medical
Research Service, which is forwarded to the R & D Committee.

(3) Annually reviews/updates/approves SRS Policies involving the security and safety of Medical
Research Service.

5. PROCEDURES:
a. SECURITY AND PHYSICAL SECURITY SYSTEMS

(1) Laboratories in Medical Research Service must be secured with a state-of-the-art security system.
This must include:

A. Access control 24/7.

B. An intrusion alarm system.

C. Monitoring by VA Police Service.

D. Compliance with VHA requirements.

(2) The physical security of laboratories in Medical Research Service must include:

A. Keycard access or a system that is equal to, or exceeding, the security of a keycard system.
B. Records of all keycard assignments.

C. Logging of changes in access that have been downloaded in the Lenel Security System.

D. Automatic closure of entry doors from non-research laboratory space.

E. Unobstructed views of the exterior.

F.  Operational intrusion alarms.

(3) Each laboratory and office space have a unique key which is issued by the RSC/CHO.
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b. ANNUAL VULNERABILITY ASSESSMENT:

(1) An Annual Vulnerability Assessment of laboratories in Medical Research Service identifies high-
risk areas, sensitive materials/equipment, and physical security issues. Results of the assessment are provided to
the SRS, R & D Committee, and Responsible Official, if applicable.

(2) Annual vulnerability assessments of all labs are conducted by A VA Police Service
representative. Results from this assessment are to be forwarded to: The Facility Safety Office, the RSC/CHO,
Radiation Safety Officer, and the Facility Industrial Hygienist.

(3) The same multidisciplinary team, as appropriate per incident, e.g., radioactive material loss,
computer theft, etc., conducts vulnerability assessments after any incident affecting high risk areas, sensitive
materials, sensitive equipment, and/or the physical security of research space (laboratories, offices, etc).
Vulnerability Assessments conducted after a break-in and loss/theft are forwarded on to the SRS, Research and
Development Committee, and the Responsible Official, if applicable.

6. REFERENCES: VHA Handbook 1200.6, Control of Hazardous Agents in VA Research Laboratories,
dated October 21, 2005.

7.  RESCISSION: The rescission date of this Subcommittee on Research Safety Policy is July 11, 2024.

8. FOLLOW-UP: RSC/CHO
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LOUIS STOKES CLEVELAND VA MEDICAL CENTER
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: JUNE 14, 2023

SOP Title: ORDERING OF SELECT AGENTS OR HAZARDOUS CHEMICALS
SOP Number: SRS--021

SOP Version: .06

1. PURPOSE: To ensure proper procurement of select agents and/or hazardous chemicals for the Medical
Research Service.

2. POLICY: All purchase orders for select agents and/or hazardous chemicals will be reviewed by the
Purchasing Clerk/Research and the Research Safety Coordinator/Chemical Hygiene Officer (RSC/CHO) prior to
placing the order.

3. DEFINITIONS:

a. Select Agent — A select agent is one of a group of agents (viruses, bacteria, rickettsiae, fungi, toxins, and
recombinant deoxyribonucleic acid (DNA)) designated by the CDC and the USA Patriot Act.

b. MAXCOM - A chemical hygiene software package that houses the entire Medical Center’s
chemical inventory/Safety Data Sheets/Secondary Container Labels.

4. PROCEDURE:

a. When the Purchasing Clerk/Research or his/her designee receives a purchase order for a Select Agent
and/or Hazardous Chemical, he/she will ensure that all information on the purchase order has been filled out
completely by the investigator/designated laboratory personnel. This includes:

(1) Citation of order involving Chemical/Drug.

(2) Dry Ice/Refrigerator storage requirements.

(3) Unstable/Hazardous indication.

(4) Vendor (name, address, phone number).

(5) Catalog No.

(6) Common name of Select Agent or Hazardous Chemical being ordered.
(7) Quantity.

b. If not filled out completely, purchase will not be made until all information has been provided.

c. When purchase order satisfies the above requirements, the Purchasing Clerk/designee will present the
purchase order for Select Agents or Hazardous Chemicals to the RSC/CHO for signature.

d. The RSC/CHO will ensure that the purchase order for Select Agents or Hazardous Chemicals is
consistent with the Principal Investigator’s Research Protocol Safety Survey (RPSS). To document this process,
the RSC/CHO will place his/her signature on the purchase order.





e. Ifachemical to be purchased does not appear on an RPSS, the RSC must submit a request in
MAXCOM and through the Facility Safety Office. When approved, an addendum to the Principal Investigator’s
RPSS must be submitted to the Subcommittee on Research Safety. When an addendum to add a new chemical
has been approved, the new chemical can then be purchased.

f. Purchase orders for Select Agents or Hazardous Chemicals cannot be filled without the signature of the
RSC/CHO.

g. With the help of the Purchasing Clerk/designee, the RSC/CHO will document/record purchases of Select
Agents/Hazardous Chemicals and their proper delivery to laboratory personnel.

NOTE — PURCHASE OF SELECT AGENTS LIMITED TO ON-SITE LABS ONLY: VHA Program Guide
1200.16 (August 2, 2018), Paragraph 5.a.: “Use of Select Agents and Toxins (defined by the CDC list of select
agents and toxins, APHIS biological agents, and the products of such) is restricted to VA owned or leased space. In
the event that the VAMC leases an entire BSL-3 facility, and no affiliate research is conducted therein, an off-site
waiver and MOU shall not be required; however, the lease agreement must include VA expectations for physical
security to be provided by the lessee. If the VAMC leases a portion of an affiliate BSL-3 laboratory, such that
affiliate research is co-mingled with VA research, an MOU for shared oversight must be implemented; however,
an off-site waiver is not required.”

The VA does not have purchased or leased space at CWRU.

5. REFERENCE: VHA Handbook 1200.06 Control of Hazardous Agents in VA Research Laboratories, 42 CFR
Part 73, “Possession, Use and Transfer of Select Agents and Toxins; Interim Final Rule,” US Patriot Act, 2001.

6. RESCISSION: The rescission date of this policy is June 13, 2028.

7. FOLLOW-UP: RSC/CHO
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: MAY 11, 2022

SOP Title: LABORATORY ACTIVATION POLICY FOR ONSITE RESEARCH

SOP Number: SRS—022

SOP Version: .01

1. PURPOSE: To ensure that a laboratory to be occupied by a new Principal Investigator (or a current
Principal Investigator) moving into new onsite lab space at the Louis Stokes Cleveland DVAMC and their staff
have a safe environment in which to work.

*Offsite laboratory activation procedures are the responsibility of the affiliate, but correspondence should be

submitted by the affiliate to the SRSS for review and approval.

2. POLICY: Principal Investigators must provide a complete list of all equipment and hazards (i.e., chemical,
physical, and biological hazards, as well as cell or tissue samples, synthetic or recombinant nucleic acids,
controlled substances, and ionizing and non-ionizing radiation, and animals) to be moved into a new lab or
animal facility. Only approved materials will be allowed to be moved into the laboratory or animal facility.
The laboratory will be inspected by the Research Safety Coordinator (RSC) / Chemical Hygiene Officer (CHO)
to ensure compliance with this procedure. This policy must be followed without exception.
3. DEFINITIONS:

a. ACOS/Research — Associate Chief of Staff/Research

b. Incoming investigator - The investigator who will be moving into a laboratory after decommissioning
or a new laboratory.

c. Pl —Principal Investigator

d. Previously used materials/equipment - Laboratory materials/equipment that are not wanted by the
departing investigator and are being requested by the incoming investigator.

e. IRBNet —a web-based tool that manages protocol submissions, modifications and tracking processes.

f.  SRSS — Subcommittee on Research Safety and Security.
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4.

RESPONSIBILITIES:

a.

ASSOCIATE CHIEF OF STAFF/RESEARCH:

o))

)

Must coordinate move with the Principal Investigator and Research Administration at the Louis
Stokes Cleveland DVAMC for a PI to occupy new laboratory space at the Louis Stokes Cleveland
DVAMC. This includes an inventory of all hazards and equipment to be moved as outlined
above in Section 2.

Reviews the decommissioning records of the RSC/CHO and, when applicable, the Radiation
Safety Officer (RSO), prior to permitting work to begin in a laboratory previously occupied by
another PI, e.g., painting, removal of shelves, etc.

RESEARCH SAFETY COORDINATOR:

M)

)
®)

(4)

®)

(6)

()

Provides the ACOS/Research with a signed decommissioning report from the departing PI, which
includes a Subcommittee on Research Safety and Security (SRSS) determination.

Makes available to the incoming PI the SRSS Laboratory Activation Policy.

Receives an inventory of all hazards and equipment to be moved as outlined above in Section 2 to
be moved to the Louis Stokes Cleveland DVAMC from the ACOS/Research. Depending on the
materials and equipment to be moved, the RSC will:

(@) Ensure that a flammable cabinet is located within the laboratory.

(b) Ensure that an acid/corrosive cabinet is located within the laboratory.

(c) Ensure that the Fume Hood within the laboratory is current with its certification.
(d) Ensure plumbing and electrical needs are in place for equipment to be moved.

(e) Ensures that Biosafety Cabinets are re-certified once the Plumbing Shop/Engineering
Services provides and certifies vacuum and air lines.

Receives a list of materials and/or equipment requested by the incoming PI. These items may be
left behind by a departing PI or are not being used by current Pls.

Provides red hard-sided sharps boxes and biohazard bins/bags once the lab has moved in
(according to their needs).

Posts laboratory signage at entry into laboratory (National Fire Protection Association, Biohazard
Warning, Formaldehyde in Use, etc.) as appropriate for the work to be performed.

Works with new Pls in the submission process of materials into IRBNet:
(&) Research Protocol

(b) Research Protocol Safety Survey
(c) SRSS Local Appendix

Page 2 of 5
SRS-022





(8) Coordinates safety-related training for new Pls and their employees. This training must include a
course in Research Safety. The P1 is responsible for conducting laboratory specific safety training,
which will be audited by the RSC annually. Additional training will or may also include the
following based on work to be performed:

(a) Formaldehyde Safety Training

(b) Department of Transportation Training

(c) Enhanced BSL-2+ Safety Training

(d) Powered Air-Purifying Respirator (PAPR) Training
(e) Emergency Management Planning Training

()  VAMC Fire Protection and Prevention Training

(9) Infection Prevention Training

(h) MAXCOM Global Harmonization Training

(i) Practicing Safety at Work Training

(1) Active Shooter Training

c. MEDICAL RESEARCH SERVICE SAFETY SUBCOMMITTEE:

(1) Develops a process to activate laboratories as needed, which includes the transfer of assignment of
laboratories from one PI to another.

(2) Develops a process to ensure that each VA research project conducted in a VA research laboratory
(including off-site locations) is evaluated prior to initiation/activation for the involvement of
hazards. Appropriate safety and security measures must be implemented prior to activation. VA
research involving hazards in a research laboratory may not be initiated in advance of approval by
the SRSS and, when appropriate, the IBC.

(3) Performs or delegates the duties of the RSC/CHO if he/she is unable.
(4) For new PIs: Reviews research project(s) and the associated SRSS required documents:

(@) Research Protocol Safety Survey
(b) SRSS Local Appendix

(c) Approval notices and related materials from the Radiation Safety Committee and/or the
Institutional Biosafety Committee (if applicable).

(5) For new PIs (if applicable), the RSC will coordinate applications to the Radiation Safety
Committee and/or the Institutional Biosafety Committee.
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(6) Approves/disapproves all laboratory activations, as presented by the RSC/CHO at a convened
meeting of the SRSS, prior to the commencement of work. SRSS approval must include, but may
not be limited to:

(a) The satisfying of all applicable safety-related needs noted in Section 5, Responsibilities, part b,
Research Safety Coordinator/Chemical Hygiene Officer, sub-parts 3, 4, and 5 of this policy.

(b) Approval from the Radiation Safety Committee and/or Institutional Biosafety Committee.
(c) SRSS and Research & Development Committee Study approvals.

(d) Completion of all required training by PI and laboratory personnel.

5. REFERENCES: VHA Handbook 1200.08.
6. RESCISSIONS: The rescission date of SRSS Policy 022 is May 12, 2027.

7. FOLLOW UP: RSC/CHO
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland VAMC
Medical Research Service

LABORATORY ACTIVATION REPORT

Investigator Date

Room(s) to be activated

(please initial where applicable)

All applicable safety-related needs noted in Section 5, Responsibilities, part b, Research Safety
Coordinator/Chemical Hygiene Officer, sub-parts 3, 4, and 5 of this policy have been satisfied.

All RAM is secured in this laboratory in accordance with Radiation Safety Committee requirements; Pl is an
approved Authorized User.

All chemicals and biological materials are properly stored/secured.

The Administrative Officer has been made aware of the location of all equipment that has been moved into the
new laboratory space.

All required training has been completed (or is current) for the Pl and all laboratory personnel.

Final Research & Development Committee approval has been obtained, which is granted when an SRSS approval
has been documented in IRBNet.

Comments:

Investigator's Signature Date

Comments:

Research Safety Coordinator's Signature Date
Subcommittee on Research Safety Chairperson’s Signature Date

SRS Approval Date:
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Louis Stokes Cleveland DVAMC
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Subcommittee on Research Safety Policy
Effective Date: JULY 20, 2022
Policy Title: INFECTION CONTROL PROCEDURES FOR INFECTIOUS DISEASES RESEARCH
Policy Number: SRS--024

Policy Version: .03

1. PURPOSE:
This Standard Operating Procedure promotes the prevention of exposure to infectious diseases.
a. By defining infectious diseases used in research.

b. By recommending actions to reduce biohazards which might lead to injuries and infectious
diseases which might affect research personnel.

c. By developing a safe environment in which to conduct research involving the use of infectious
diseases.
2. DEFINITIONS:

a. |.D. - Infectious Diseases

b. C. Difficile — Clostridium Difficile

c. Research Protocol Safety Survey (RPSS) — A detailed survey of all hazards associated with a

Principal Investigator’s research plan.

3. RESPONSIBILITY:

a. Research personnel are responsible for compliance with this procedure and all Medical
Center Infection Control policies.

b. Principal Investigators and Laboratory Directors will monitor compliance with this
procedure.

c. All employees are required to be familiar with and comply with all Medical Center Infection
Control Policies, including:





. Isolation and Infection Control Precautions, MCP 011-056

. Tuberculosis Control Program, MCP 011-031

. Bloodborne Pathogen Exposure Control Plan, MCP 011-039
. Personnel Health Infection Control Policy

d. Environmental Management Service disinfect laboratory floors and corridor on a weekly
basis as noted below in Section 5, Procedures, subpart c, part 3.

4. POLICY:

To ensure compliance as described in Section 5, PROCEDURES, below.

5. PROCEDURES:

a. Research personnel working with infectious diseases must adhere to the Standard (Universal)
Precautions as described in the Research Protocol Safety Survey (VA Form 10-0398), which is associated with
the Principal Investigator’s research plan. Standard (Universal) Precautions are protective barriers, which
include gloves, lab coat, protective eyewear, Fume Hood, biosafety cabinet, etc.

b. Exposure. The primary routes of exposure are contact, droplet, and airborne.

1. Contact transmission in the laboratory occurs via indirect contact. Indirect contact
transmission occurs when infectious agents are transferred to a susceptible individual when the
individual makes physical contact with contaminated items and surfaces (e.g. equipment,
benchtops, door handles, etc.).

2. Droplet transmission can occur during routine laboratory manipulations, e.g. the preparation
of cultures. Transmission occurs when droplets are generated and come into direct contact with
the mucosal surfaces of the eyes, nose, or mouth of a susceptible individual.

3. Airborne transmission occurs through very small particles or droplet nuclei that contain
infectious agents and can remain suspended in air for extended periods of time. When they are
inhaled by a susceptible individual, they enter the respiratory tract and can cause infection.

Personnel must wash their hands, forearms, etc. when suspected of an exposure. Exposures that
occur to the eyes, nose, mouth, or open wound must be deluged immediately. Exposures must be
reported to the employees Principal Investigator and followed-up by treatment in Personnel Health.

4. Sharps Safety: Refer to Medical Center Policy Bloodborne Pathogen Exposure Control Plan,
which notes, “In the event of a needle stick or other sharps injury, mucous membrane splash, or
cutaneous exposure, [employees must] report immediately to Personnel Health”.

c. Disinfection of work areas involving infectious agents is mandatory. The following procedures
must be followed:

1. Research personnel working with infectious diseases must disinfect high-touch surfaces,
i.e. work areas, equipment, door handles, etc. with a 10% bleach solution (or a sporicidal
agent) at the end of each work day, as described in the Research Protocol Safety Survey (VA






Form 10-0398), which is associated with the Principal Investigator’s research plan, when
work with infectious agents takes place.

2. On a weekly basis, an Ultraviolet (UV)-C device will be employed in laboratories
actively working with C. difficille. UV-C is a novel device which uses UVC energy to
eliminate pathogens in a manner not achievable by typical manual cleaning methods that
involve the use of chemicals. When operated, all personnel must be out of the lab with the
laboratory doors with windows covered. This method of disinfection takes approximately
one hour.

3. Laboratory floors and corridors will be cleaned weekly by Environmental Management
Service (EMS) with Virex® Il 256, One-Step Disinfectant Cleaner, which is a broad range
disinfectant. EMS will use an Advance SC350™ Micro Scrubber, a micro fiber flat mopping
system for daily cleaning, and a medium string mop for special projects (deep cleaning,
decommissioning laboratories, etc.).

d. Monitoring Disinfected work stations, equipment, floors, etc. must be monitored to ensure
that the above-noted disinfecting procedures are effective. Gram-negative bacteria do not survive on
work surfaces as does C. difficille.

Wipe tests of all work areas and equipment where C. difficille is actively used will be performed on a
weekly basis by laboratory technicians. Wipe tests will be cultured and read after 48 hours. A 10%
bleach solution will be used on all areas/equipment that come-up “positive” for pathogens following wipe
tests, which will be repeated until “clean”. A log-book will be maintained in which the weekly wipe-test
results will be recorded. Results from these wipe-tests will be presented at the monthly Subcommittee on
Research Safety meetings.

e. Spill Procedure See Appendix D, Biological Spill Procedures (BSL-2), on page 11 of SRS
Biosafety Policy.
6. REFERENCE:
United States Department of Labor, Occupational Safety and Health Administration, Infectious
Diseases.
7. RESCISSION:
INFECTION CONTROL PROCEDURES FOR INFECTIOUS DISEASES. The rescission date

of this Standard Operating Procedure is July 19, 2027.

8. FOLLOW-UP: Research Safety Coordinator/Chemical Hygiene Officer.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: AUGUST 11, 2021
SOP Title: INSTITUTIONAL REVIEW ENTITY
Policy Number: SRS--025

Policy Version: .03

1. PURPOSE: Federal agencies and research institutions have a shared responsibility for minimizing the risks
associated with the misuse of the products of their research.

2. POLICY: The Institutional Research Entity (IRE) is responsible for the effective oversight of Dual Use
Research of Concern (DURC), which is based on identifying and managing the risks associated with the
potential that the information, technology, or products generated by life sciences research could be misused to
harm public health, agriculture, or national security. Risk mitigation is a process in which risks are identified
and assessed, and measures are put in place to address the identified risks.
3. DEFINITIONS:

a. IRE - Institutional Review Entity

b. DURC - Dual Use Research of Concern

¢. SRS - Subcommittee on Research Safety

d. IBC - Institutional Review Board

e. CWRU - Case Western Reserve University
4. PROCEDURES:

a. Research institutions must:

1. Establish and implement internal policies and practices that provide for the identification and
effective oversight of DURC;

2. Designate an Institutional Contact for Dual Use Research (ICDUR) to serve as an internal resource
for issues regarding compliance with and implementation of the requirements for the oversight of
research that falls within the scope of the Policy;

3. Establish an Institutional Review Entity (IRE) to execute the requirements of the Policy; a range of
mechanisms for fulfilling the role of an IRE are acceptable if the review entity is appropriatety
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mechanisms for fulfilling the role of an IRE are acceptable if the review entity is appropriately
constituted and authorized by the institution to conduct the dual use review;

4. Provide education and training on DURC for individuals conducting life sciences research that
involves any of the following 15 agents and toxins:

1. Avian influenza virus (highly pathogenic)

2. Bacillus anthracis

3. Botulinum neurotoxin — For the purposes of this Policy, there are no exempt quantities of
botulinum neurotoxin. Research involving any quantity of botulinum neurotoxin should be
evaluated for DURC potential.

4. Burkholderia mallei

5. Burkholderia pseudomallei

6. Ebola virus

7. Foot-and-mouth disease virus

8. Francisella tularensis

9. Marburg virus

10. Reconstructed 1918 Influenza virus

11. Rinderpest virus

12. Toxin-producing strains of Clostridium botulinum

13. Variola major virus

14. Variola minor virus

15. Yersinia pestis

5. Report instances of noncompliance with this Policy, as well as mitigation measures undertaken by
the institution to prevent recurrences of similar noncompliance, within 30 calendar days.

b. The Louis Stokes Cleveland DVAMC IRE must:

Submit all studies that involve an agent of Dual Use Research of Concern to the Case Western
Reserve University (CWRU) Institutional Review Entity (IRE).

*Only CWRU IRE-approved DURC submissions will be reviewed by the Louis Stokes Cleveland
DVAMC IRE.
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5. MEMBERSHIP: Individuals who serve on the SRS also serve on the Institutional Review Entity in their
respective roles.

6. MEETINGS: The IRE will meet when a Research Study has been submitted to the SRS that involves one
or more of the fifteen agents listed in Section 4, part a, subpart 4.

7. REFERENCE: United States Government Policy for Institutional Oversight of Life Sciences Dual Use
Research of Concern (USG Policy), September 2015.

8. RESCISSION: Medical Research Service Policy: INSTITUTIONAL REVIEW ENTITY, SRS-025, dated
August 11,2021. The date rescission of this policy is August 14, 2024.

9. FOLLOW UP: Research Safety Coordinator.
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: JANUARY 25, 2023

SOP Title: SUBCOMMITTEE ON RESEARCH SAFETY MEMBERSHIP

SOP Number: SRS--026

SOP Version: .04

1. PURPOSE: To establish membership criteria for those who serve on the Subcommittee on Research
Safety.

2.  POLICY: Membership on the Subcommittee on Research Safety must be constituted according to the
criteria outlined within this standard operating procedure.

3. DEFINITIONS:
a. SRS — Subcommittee on Research Safety
b. RSC - Research Safety Coordinator
c. R & D —Research and Development
d. Candidate — Individual being considered for SRS membership
e. Voting Members — Members who cast a deciding vote during convened SRS meetings.

f.  Ex-officio Members — Members who have an interest in or are involved with Medical Research by
virtue of their position at the Louis Stokes Cleveland DVAMC.

g.  Quorum — Fifty-one percent of the voting members present when a vote is taken at a convened SRS
meeting.

h. SOP — Standard Operating Procedure

i.  Louis Stokes Cleveland DVAMC — Louis Stokes Cleveland Department of Veterans Affairs Medical
Center

j.  IRE — Institutional Review Entity: A committee that is responsible for the effective oversight of Dual
Use Research of Concern (DURC): 15 agents that have the potential to pose a severe threat to human,
animal, or plant health, or to animal or plant products.
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4.

RESPONSIBILITY:

RSC:
(1) Sends out a notice to SRS Committee Members when an opening on the SRS exists.

(2) Contacts current SRS members when their appointments are due to expire and confirms if current
member volunteers to serve for another one or three-year appointment.

(3) Confirms permission from candidate’s employer (Principal Investigator, Doctor, etc.) that
candidate is permitted to serve on the SRS.

(4) Forwards candidate or re-appointee curriculum vitae to SRS members as part of their monthly
SRS meeting packet.

(5) Presents candidate or re-appointee’s curriculum vitae at a convened SRS meeting.

(5) Forwards curriculum vitae for candidate or re-appointee to the R & D Committee, when
approved by the SRS.

(6) Forwards approval notice to the candidate or re-appointee when the Medical Center Director’s
approval notice is received from the R & D Coordinator.

b. CHAIR/ALTERNATE CHAIR:

C.

(1) Review curriculum vitae for candidates and/or re-appointees.

(2) Review SRS SOP Subcommittee on Research Safety Membership to ensure that candidates
and/or re-appointees meet the qualifications outlined in Section 5, Procedure, below.

R & D COORDINATOR:
(1) Presents SRS candidates and re-appointees at convened R & D Committee meetings.

(2) Forwards an approval notice to the Medical Center Director for his/her approval when approved
by the R & D Committee.

(3) Forwards to the RSC the signed Medical Center Director’s approval when a candidate or re-
appointee has been officially appointed or re-appointed to serve on the SRS.

VOTING MEMBERS:
(1) May nominate potential candidates when an opening occurs on the SRS.
(2) Review curriculum vitae for candidates and/or re-appointees.

(3) Review SRS Policy Subcommittee on Research Safety Membership to ensure that a candidate
Page 2 of 5
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and/or re-appointee meet the qualifications outlined in Section 5, Procedure, below.

(4) Submit any questions or concerns regarding candidates and/or re-appointees prior to the next
convened SRS meeting.

(5) Vote to approve or disapprove a candidate or re-appointee at a convened SRS meeting when
quorum is met.

(6) Two SRS voting members (with knowledge/understanding of work involving recombinant
DNA and synthetic nucleic acids) must serve on Case Western Reserve University’s Institutional
Biosafety Committee (IBC)*. Only one member needs to be in attendance when non-exempt
synthetic and recombinant nucleic acid studies conducted at/associated with the Louis Stokes
Cleveland Department of Veterans Affairs Medical Center are on an IBC agenda. Attendance at
monthly IBC meetings needs to be coordinated between these two members.

*The SRS nominates potential candidates to serve as voting members on the IBC. The IBC makes the
determination as to who will be approved to serve.

Ex-OFFICIO MEMBERS
(1) May nominate potential candidates when an opening occurs on the SRS.
(2) Review curriculum vitae for candidates and/or re-appointees.

(3) Review SRS SOP Subcommittee on Research Safety Membership to ensure that a candidate
and/or re-appointee meet the qualifications outlined in Section 5, Procedure, below.

(4) Submit any questions or concerns regarding candidates and/or re-appointees prior to the next
convened SRS meeting.

5. PROCEDURE:

a.

b.

MANDATORY VOTING MEMBERS

(1) Must include a member of the local Institutional Animal Care and Use Committee, a
representative from the facility Infection Control Department, and the facility Radiation Safety Officer.

(2) Review materials to be presented at convened SRS meetings.
(3) Have three-year appointments.

(4) Also have a three-year appointment on the Institutional Review Entity (IRE).

OTHER VOTING MEMBERS

(1) Include the SRS Chair.
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C.

(2) May also include a Clinical Research Coordinator, a Rehabilitation R & D Representative, and a
Biological Science Laboratory Technician.

(3) Must have a VA appointment or Without Compensation (WOC) appointment with the Louis
Stokes Cleveland DVAMC for a minimum of one year.

(4) Review materials to be presented at convened SRS meetings.
(5) Have three-year appointments.

(6) Also have a three-year appointment on the Institutional Review Entity (IRE).

ALTERNATE VOTING MEMBERS

(1) Serve in lieu of voting members.

(2) Have the same qualifications as the “mandatory” or “other” voting member as listed above.
(3) Have three-year appointments.

(4) Also have a three-year appointment on the Institutional Review Entity (IRE).

d. Ex-officio MEMBERS

(1) Ex-officio members include the RSC, who serves as Secretary (voting), an employee union safety
designee, a representative from the Facility Safety Office, a liaison voting or non-voting member
of the facility R&D Committee — who will serve as a non-voting member of the SRS, and may
include a representative from Personnel Health Service.

(2) Have three-year appointments.

(3) Review materials to be presented at convened SRS meetings.

(4) Serve on the Institutional Review Entity (IRE).

SRS Chair

(1) Must be a VA-associated Principal Investigator for a minimum of one year.
(2) Attends at least 50% of the convened SRS meetings.

(3) Reviews materials to be presented at convened SRS meetings.

(4) Has a one-year appointment.

(5) Also serves as Chair of the Institutional Review Entity (IRE).
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f. SRS Alternate Chair
(1) Must be a VA-associated Principal Investigator for a minimum of one year.
(2) Attends in lieu of the SRS Chair.
(3) Reviews materials to be presented at convened SRS meetings.
(4) Has a one-year appointment.

(5) Also serves as Alternate Chair of the Institutional Review Entity (IRE).

5. REFERENCES: Medical Center Policy 151-007, Subcommittee on Research Safety.

6. RESCISSIONS: Medical Research Policy SRS-026. The rescission date of this Subcommittee on Research
Safety and Security Policy is January 24, 2028.

7. FOLLOW UP: RSC/CHO
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VA NORTHEAST OHIO HEALTHCARE SYSTEM
Louis Stokes Cleveland DVAMC
Medical Research Service
Subcommittee on Research Safety Policy

Effective Date: February 14, 2023

Policy Title: INFECTION CONTROL PROCEDURES FOR WORK INVOLVING SARS-CoV-2

Policy Number: SRS--027

Policy Version: .05

1.

3.

PURPOSE:

This policy promotes the prevention of exposure to SARS-CoV-2.

a.

b.

By defining permitted work with SARS-CoV-2 in research.
By mandating actions that protect personnel/eliminate exposure to SARS-CoV-2.

By developing a safe environment in which to conduct research involving the use of SARS-
CoV-2.

DEFINITIONS:

a.

b.

SARS-CoV-2; the coronavirus that causes Coronavirus disease 2019 (COVID-19).

Research Protocol Safety Survey (RPSS) — A detailed survey of all hazards associated with a
Principal Investigator’s research plan.

In Appendix B-III-D of the NIH Guidelines (April 2019), coronaviruses other than SARS-
associated coronavirus (SARS-CoV) and Middle East respiratory syndrome coronavirus
(MERS-CoV) are classified as Risk Group 3 (RG3) agents. This classification reflected the
state of knowledge prior to the emergence of the novel coronavirus SARS-CoV-2. RG3 agents
are those that are associated with serious or lethal human disease for which preventive or
therapeutic interventions may be available. At the present time, SARS-CoV-2 best meets the
definition of a RG3 agent and Institutional Biosafety Committees (IBCs) should consider the
agent to be RG3 as a starting point in their risk assessments when reviewing research subject
to the NIH Guidelines. The RG classification may change over time as additional information
about the virus, such as potential treatments or the development of an effective vaccine,
becomes available.

RESPONSIBILITY:

Research personnel working with SARS-CoV-2 are required to be familiar with and comply
with this policy and all policies set-forth by the Microbiology Lab, Pathology and Laboratory
Medicine Service (PALMS), and all Medical Center Infection Control Policies, including:

o Isolation and Infection Control Precautions, MCP 011-056

o Bloodborne Pathogen Exposure Control Plan, MCP 011-039

o Personnel Health Infection Control Policy
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o Pathology and Laboratory Medicine Service Infection Control Policy No. 113-2

b. The Principal Investigator is responsible for ensuring that their lab has safety protocols (RPSS)
in place and approved and that their laboratory personnel and trainees are fully credentialed
and trained prior to starting work. The PI is ultimately responsible for the safety and oversight
of work with SARS-CoV-2 virus. The PI must provide the SRS a detailed step-by-step protocol
for procedures for work with SARS-CoV-2 up to and including the steps in which the sample
is inactivated of live virus; please see Appendix D for an example. In cases where inactivation
is not possible as it alters downstream experimentation, please see Section Sk. Furthermore,
the procedure for inactivation of the virus, must be verified, please see Appendix D for an
example. Verification that the virus has been inactivated may be performed via PCR or Plaque
Assay, which measure viral infectivity and multiplication in cultured cells. This verification
must be performed with the start of each new protocol, and if a new piece of equipment, kit,
etc. is introduced, this verification process must be repeated. In cases where verification is not
possible, please see Section Sk.

The PI must also provide experimental evidence to the SRS that their inactivation and
verification protocols are effective on either SARS-CoV-1, SARS-CoV-2, or MERS-CoV; a
peer-reviewed publication, recommendation from Centers for Disease Control (CDC),
Association on Biosafety and Biosecurity (ABSA) International or similar may be acceptable,
pending SRS approval. If a surrogate is used to verify the inactivation procedures, primary
literature or experimental evidence must also be provided for the chosen surrogate. All
submitted materials will be scrutinized by the SRS and may be rejected if contradictory
experimental evidence is found.

Note: At this time, it cannot be confirmed that inactivation procedures for SARS-CoV-2 are
100% effective at VANEOHS, as these experiments must be conducted under BSL-3.

Post-inactivation: Research personnel are recommended to use an abundance of
caution when working with inactivated samples. Itis recommended that a PAPR
is worn when working with inactivated samples due to the limitation listed above
and that a Biological Safety Cabinet is used when feasible.

c. Subcommittee on Research Safety (SRS) is responsible for updating this policy as needed by
reviewing guidelines from the CDC and ABSA International, as they are released. Based on
these guidelines, the SRS is responsible for assessing the risks associated with research on
SARS-CoV-2 and determining the procedures (Section 5) to be used by VA research personnel
within the VA Northeast Ohio Healthcare System. Risk assessments were made based on the
following criteria: the procedures being performed and associated hazards, competency level
of personnel, laboratory facility, and available resources. The SRS will also investigate and
approve, if deemed acceptable, any virus inactivation protocols provided by Pls.

POLICY:

To ensure compliance as described in Section 5, PROCEDURES, below. Please note, this policy is
a living document and will be updated as new data and recommendations come forth. SARS-CoV-2
is an incompletely characterized virus and as such this document aims to provide risk management
guidelines that extend beyond current recommendations of the CDC based on knowledge that has
been made available over this short period of time. The guidelines, here in, are in-line with the CDC’s
Interim Laboratory Biosafety Guidelines for Handling and Processing Specimens Associated with






Coronavirus Disease 2019 (SARS-COV-2) available at https://www.cdc.gov/coronavirus/2019-
ncov/lab/lab-biosafety-guidelines.html and the recommendations ABSA available

https://absa.org/wp-content/uploads/2020/03/ABSA2020_SARS-CoV-2-dr3.pdf

PROCEDURES:

a.

Approved research personnel: To limit the potential for exposure and be able to track any
accidental exposures to SARS-CoV-2, a limited number of research personnel at the VA
NORTHEAST OHIO HEALTHCARE SYSTEM Louis Stokes Cleveland DVAMC will be
permitted to work with specimens that are suspected or confirmed for SARS-CoV-2. The
Research Safety Coordinator, Administrative Officer for Research, Associate Chief of Staff for
Research, and Chairperson of the Subcommittee on Research Safety will coordinate with all
Principal Investigators (with an approved Research Protocol Safety Survey) to conduct
research on SARS-CoV-2 with approved personnel only.

NOTE: Only three trained individuals* (at one time, one person per research team) will be
permitted to work with specimens with suspected or confirmed for SARS-CoV-2 and/or
inactivated samples in the enhanced BSL-2+ laboratory space (B-D360) in Medical Research.
Only two trained individuals* (at one time) will be permitted to work with specimens with
suspected or confirmed for SARS-CoV-2 and/or inactivated samples at Case Western Reserve
University (CWRU); see Appendix A for guidance.

*By limiting the number of study staff working in one given area, this will reduce the risk of
exposure to personnel that need not be present.

Training in enhanced BSL-2+ procedures must be conducted prior to initiation of work in the
enhanced BSL-2+ Lab, which is conducted by an SRS-approved VA employee who is
knowledgeable about handling/working with infectious agents (including SARS-CoV-2) and
the Research Safety Coordinator. Training must be documented and repeated annually.

This stipulation is based on preliminary data found in the Rapid Expert Consultation Update
on SARS-CoV-2 Surface Stability and Incubation for the SARS-COV-2 Pandemic (March 27,
2020) report from the National Academy of Sciences, Engineering and Medicine, available at
http:// http://nap.edu/25763, “Aerosol and surface distribution of severe acute respiratory
syndrome coronavirus 2 in hospital wards, Wuhan, China, 2020.” Emerg Infect Dis. 2020 Jul.
https://doi.org/10.3201/eid2607.200885, “Aerosol and Surface Stability of SARS-CoV-2 as
Compared with SARS-CoV-1.” N Engl J Med. 2020 Apr 16;382(16):1564-1567. doi:
10.1056/NEJMc2004973, “Stability and Viability of SARS-CoV-2”, NEJM, April 13, 2020
Correspondence https://www.nejm.org/doi/full/10.1056/NEJMc20079422query=recirc_curatedRelated_article,
“Stability of SARS-CoV-2 in different environmental conditions.” The Lancet Microbe. 2020
Apr https://doi.org/10.1016/S2666-5247(20)30003-3 .

NOTE: Staff must be compliant with VHA Directive 1193, CORONAVIRUS DISEASE 2019
VACCINATION PROGRAM FOR VETERANS HEALTH ADMINISTRATION HEALTH
CARE PERSONNEL, dated August 13, 2021, which can be found at:

https://dvagov.sharepoint.com/sites/ VHACLEPH/2021-2022-
Vaccine/GENERAL%20INFORMTION/VHA%20Directive%201193.pdf

at
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b. Restricted space for research activities: To limit the transport of specimens with suspected or
confirmed for SARS-CoV-2, research will be restricted to two designated locations at the VA
NORTHEAST OHIO HEALTHCARE SYSTEM Louis Stokes Cleveland DVAMC. Research
on specimens with suspected or confirmed for SARS-CoV-2 is restricted to PALMS and to the
enhanced BSL-2+ laboratory space (B-D360) in Medical Research. Research on these
specimens may also be conducted at the University affiliate, CWRU in their enhanced BSL-2+
laboratory. This stipulation is based on preliminary data found in the Rapid Expert Consultation
Update on SARS-CoV-2 Surface Stability and Incubation for the SARS-COV-2 Pandemic
(March 27, 2020) report from the National Academy of Sciences, Engineering and Medicine,
available at http://nap.edu/25763, “Aerosol and surface distribution of severe acute respiratory
syndrome coronavirus 2 in hospital wards, Wuhan, China, 2020.” Emerg Infect Dis. 2020 Jul.
https://doi.org/10.3201/eid2607.200885, “Aerosol and Surface Stability of SARS-CoV-2 as
Compared with SARS-CoV-1.” N Engl J Med. 2020 Apr 16;382(16):1564-1567. doi:
10.1056/NEJMc2004973, “Stability and Viability of SARS-CoV-2” NEJM April 13, 2020
Correspondence https://www.nejm.org/doi/full/10.1056/NEJMc20079422query=recirc_curatedRelated_article,
“Stability of SARS-CoV-2 in different environmental conditions.” The Lancet Microbe. 2020
Apr https://doi.org/10.1016/S2666-5247(20)30003-3

Specimens with suspected or confirmed for SARS-CoV-2 with a high viral load (e.g.,
respiratory swabs, please see “Detection of SARS-CoV-2 in Different Types of Clinical
Specimens.” JAMA. 2020 Mar 11. doi: 10.1001/jama.2020.3786 and “Viral load of SARS-
CoV-2 in clinical samples.” The Lancet Infectious Diseases Volume 20, Issue 4, April 2020,
Pages 411-412) must be inactivated using an SRS approved protocol prior to any additional
downstream assays. Inactivation of respiratory swabs ONLY may be performed in PALMS,
in the enhanced BSL-2+ lab within Medical Research Space (B-D360) or in the enhanced BSL-
2+ lab at CWRU, the University affiliate. If high viral load samples (e.g., respiratory swabs,
sputum, saliva, bronchoalveolar lavage fluid, and tissues) are collected and sealed in an
impenetrable, decontaminated primary container on the wards and within a sealed biohazard
bag, then they are permitted to be shipped out without inactivation. These samples may be
shipped out of PALMSs, the enhanced BSL-2+ lab within Medical Research Space (B-D360),
or the enhanced BSL-2+ lab at CWRU, the University affiliate.

Specimens with suspected or confirmed for SARS-CoV-2 with an unknown or undetermined
viral load (e.g., environmental swabs) must be inactivated using an SRS approved protocol
prior to any further experimental procedures. Inactivation of environmental swabs ONLY may
be performed in PALMS, in the enhanced BSL-2+ lab within Medical Research Space (B-
D360) or in the enhanced BSL-2+ lab at CWRU, the University affiliate. If samples with
unknown or undetermined viral load (e.g., environmental swabs) are collected and sealed in an
impenetrable, decontaminated primary container on the wards and within a sealed biohazard
bag, then they are permitted to be shipped out without inactivation. These samples may be
shipped out of PALMSs, the enhanced BSL-2+ lab within Medical Research Space (B-D360),
or the enhanced BSL-2+ lab at CWRU, the University affiliate.

Specimens with suspected or confirmed for SARS-CoV-2 with a low viral load or low
likelihood to cause infection (e.g., blood, feces, urine, rectal swabs, and cerebral spinal fluid)
please see “Detection of SARS-CoV-2 in Different Types of Clinical Specimens.”
JAMA. 2020 Mar 11. doi: 10.1001/jama.2020.3786 and “Viral load of SARS-CoV-2 in clinical
samples.” The Lancet Infectious Diseases Volume 20, Issue 4, April 2020, Pages 411-412) may
be directly taken in an impenetrable, decontaminated primary container and within a sealed
biohazard bag to PALMs, the enhanced BSL-2+ lab within Medical Research Space (B-D360)
or to the enhanced BSL-2+ lab at CWRU, the University affiliate for inactivation and
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downstream assays. These samples may be shipped out of PALMs, the enhanced BSL-2+ lab
within Medical Research Space (B-D360), or the enhanced BSL-2+ lab at CWRU, the
University affiliate.

Shipping and receiving: If samples are to be shipped, samples with suspected or confirmed for
SARS-CoV-2 are classified as Category B and the cultured virus is classified as Category A
(as per Saf-T-Pak).

All SARS-CoV-2 samples must be shipped in a sealed container within an insulated shipping
“shipper” container; triple containment for Category A and double containment for Category
B.

Packaging would apply according to sample for transport on a public road, in accordance with
the current edition of the International Air Transport Association (IATA) Dangerous Goods
Regulations. There are specific shipping containers for overnight delivery (on gel ice packs),
which hold ten 10ml tubes, and for dry ice shipments, which hold eight 10ml tubes.

Personnel must be current in their Department of Transportation (DOT) training to pack and
ship according to the regulations and in a manner that corresponds to their function-specific
responsibilities. DOT Training must include both Category A and B Shipping, which will be
confirmed by the Research Safety Coordinator.

Materials received by any laboratory containing SARS-CoV-2 or patient samples known or
suspected of infection with SARS-CoV-2 must be sprayed with 70% ethanol or a 10% bleach
solution and must opened inside of a BSC. Both the outer container and inner sample tubes
must be fully decontaminated prior to starting your work.

The following specimens with suspected or confirmed for SARS-CoV-2 with a high or
unknown/undetermined viral load that are collected and sealed in an impenetrable,
decontaminated primary container on the wards and within a sealed biohazard bag are
permitted to be shipped without gny further manipulation: non-inactivated respiratory or
environmental swabs, sputum, saliva, bronchoalveolar lavage fluid, and tissues. These samples
may be shipped out of PALMS, the enhanced BSL-2+ lab within Medical Research Space (B-
D360) or the enhanced BSL-2+ lab at CWRU, the University affiliate.

Other specimens with suspected or confirmed for SARS-CoV-2 with a low viral load or low
likelihood to cause infection (e.g., blood, feces, urine, rectal swabs, and cerebral spinal fluid)
may be shipped out of PALMs, the enhanced BSL-2+ within Medical Research Space (B-
D360) or the enhanced BSL-2+ lab at CWRU, the University affiliate.

Scheduling and access: If investigators will be using PALMS to inactivate samples or for
shipping, their SRS approved research studies must also be approved by the Chief of PALMS
prior to initiation of work and a letter of support must be attached to the approved RPSS. The
Research Safety Coordinator will serve as the conduit between PALMS and the principal
investigators and their research team. Clinical samples specific to PALMS will always be the
priority. All researchers must follow the rules and regulations set forth by PALMS. Research
work in PALMS will be limited to Spm-12am Monday through Friday and 7am-5pm on
Saturday and Sunday. Christopher Paine, Lab/Medical Technologist, is the second shift
supervisor who will be the point of contact for those times during this SARS-COV-2 crisis.
When this crisis has ended, a PALMS staff member will be on-call. Access into PALMS by
Research personnel will be coordinated by the Research Safety Coordinator.

5





All principal investigators with SRS approved research studies on specimens with suspected or
confirmed SARS-CoV-2 must coordinate with the Research Safety Coordinator to obtain
access and schedule time within the enhanced BSL-2+ lab within Medical Research Space (B-
D360).

Any unauthorized access into the enhanced BSL-2+ lab within Medical Research Space (B-
D360) or PALMS will automatically be a breech in security, which must be reported to the
Office of Research Oversite. Improper use of the space (e.g. propping open doors) will also be
considered a breach in security and may result in the termination or suspension of the study.

Exposures: Any researcher found to have an accidental exposure to SARS-CoV-2, and/or not
adhere to the guidelines set forth in this policy, as well as those of PALMS, will be
immediately/permanently removed from all protocols using specimens with suspected or
confirmed for SARS-CoV-2 and no longer permitted to work on any study involving SARS-
CoV-2. Personnel must also follow Medical Center Policy when exposed to SARS-COV-2 .

The primary routes of exposure are contact, droplet, and airborne.

Many routine laboratory procedures can potentially generate aerosols and droplets that are
often undetectable. The following laboratory procedures have been associated with the
generation of infectious aerosols and droplets: centrifugation, pipetting, vortexing, mixing,
shaking, sonicating, ELISA plate washing, removing caps, decanting liquids, preparing smears,
flaming slides, aliquoting and loading specimens, loading syringes, manipulating needles,
syringes or sharps, aspirating and transferring blood and body fluids, sub-culturing blood
culture bottles, spilling specimens, and cleaning up spills.

1) Contact transmission in the laboratory occurs via indirect contact. Indirect contact
transmission occurs when infectious agents are transferred to a susceptible individual
when the individual makes physical contact with contaminated items and surfaces (e.g.
equipment, benchtops, door handles, etc.).

2)  Droplet transmission can occur during routine laboratory manipulations, e.g. the
preparation of cultures. Transmission occurs when droplets are generated and come into
direct contact with the mucosal surfaces of the eyes, nose, or mouth of a susceptible
individual.

3)  Airborne transmission occurs through very small particles or droplet nuclei that contain
infectious agents and can remain suspended in air for extended periods of time. When
they are inhaled by a susceptible individual, they enter the respiratory tract and can cause
infection.

Personnel must wash epidermis (hands, forearms, open wound, etc.) when suspected of an
exposure:

Follow these five CDC steps every time.

1)  Wet the affected area with clean, running water (warm or cold), turn off the tap, and

apply soap.
2)  Lather the affected surface with the soap. If hands are suspected of being contaminated,
lather the backs of hands, between fingers, and under nails.
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3)  Scrub affected area for at least 20 seconds.
4)  Rinse affected area well under clean, running water.
5)  Dry affected area using a clean towel.

Exposures that occur to the eyes, nose, or mouth must be deluged immediately using an
emergency eyewash for a minimum of fifteen minutes.

Following washing of epidermis/deluging of eyes, nose, or mouth, personnel must report to
Personnel Health immediately for treatment; after-hours, personnel must report to the
Emergency Department.

Exposures must be reported to PALMS Staff, Personnel Health, the Principal Investigator of
the study, and Research Administration (the Research Safety Coordinator, Administrative
Officer for Research, Associate Chief of Staff for Research, and Chairperson of the
Subcommittee on Research Safety).

Note: In the event of any suspected exposure, an employee must be quarantined at home for a
period of 14 days.

Communication: Until more information becomes available, precautions should be taken in
handling specimens that are suspected or confirmed for SARS-CoV-2. Timely communication
between clinical and laboratory staff is essential to minimize the risk incurred in handling
specimens from persons with possible SARS-CoV-2 infection or surrounding environmental
samples. Such specimens should be labeled accordingly, and all personnel should be alerted to
ensure proper specimen handling.

Permitted experiments:
1) The following experiments/procedures using specimens with suspected or confirmed SARS-
CoV-2 must be conducted using enhanced BSL-2+ precautions in PALMS, the enhanced BSL-
2+ lab within Medical Research Space (B-D360) or the enhanced BSL-2+ lab at CWRU, the
University affiliate (see Section 5h):
1) Processing, aliquoting or preparing specimens for research use and storage
2) Inoculating bacterial or mycological culture media
3) Performing diagnostic tests that do not involve propagation of viral agents in vitro
or in vivo
4) Nucleic acid extraction procedures involving potentially infected specimens
5) Preparation and chemical- or heat-fixing of smears for microscopic analysis
6) Any experiment that may generate an aerosol (centrifugation, pipetting, vortexing,
mixing, shaking, sonicating, ELISA plate washing, removing caps, decanting
liquids, preparing smears, flaming slides, aliquoting and loading specimens, loading
syringes, manipulating needles, syringes or sharps, aspirating and transferring blood
and body fluids, sub-culturing blood culture bottles, spilling specimens, and cleaning
up spills
7) Inactivation of respiratory or environmental swabs
8) Processing of blood for shipment
9) Shipment of non-inactivated respiratory swabs, sputum, saliva, bronchoalveolar
lavage fluid, tissues, feces, urine, rectal swabs, and cerebral spinal fluid. Specimens
must sealed in an impenetrable, decontaminated primary container on the wards and
within a sealed biohazard bag and cannot be further manipulated.






i) The following experiments/procedures using specimens with suspected or confirmed SARS-
CoV-2 are permitted to be conducted using BSL-2 precautions (PPE: surgical mask, single
gloves, gown/lab coat, eye protection). It is recommended that a PAPR is worn when working
with inactivated samples due to the limitation listed above in Section 3¢ and that a Biological
Safety Cabinet is used when feasible. All aerosol-generating procedures must be conducted in
a Biosafety Cabinet.
1)  Using automated instruments and analyzers
2) Staining and microscopic analysis of fixed smears
3) Examination of bacterial cultures
4) Pathologic examination and processing of formalin-fixed or otherwise inactivated
tissues
5) Molecular analysis of extracted nucleic acid preparations
6) Final packaging of specimens for transport that were collected, packaged, and sealed
in_the shipping container on the wards to laboratories for additional testing
(specimens should already be in a sealed, decontaminated primary container)
7)  Using certain inactivated specimens that were approved by SRS:
a. Flow cytometry of fixed samples
b. ELISA plate reading of inactivated samples
8) Performing electron microscopic studies with glutaraldehyde-fixed grids

Note: Any deviation from an approved RPSS involving SARS-CoV-2 will result in an
automatic suspension of all activities.

h. Enhanced BSL-2+ Precautions: Enhanced biosafety level-2+ (BSL-2+) precautions include
the following biosafety level-3 (BSL-3) enhancements, please see Appendix A for detailed
procedures:

1) All procedures will be performed in a certified Class II A2 Biological Safety
Cabinet (BSC). BSC must be decontaminated with an EPA approved disinfectant
for coronavirus, see Section 5n for decontamination.

2) Standard (Universal) Precautions must be used, ALL personnel present during the
procedures outlined in Section 5h will wear the following PPE until samples have
been inactivated, see Section 5j. Research Service will supply PPE.

a. A closed impervious front gown OR disposable lab coat with disposable
impervious sleeve covers
b. Double pair of gloves

c. PAPR.
3) Centrifugation of specimens must be performed using sealed centrifuge rotors (or
sample cups) or housed in a BSC.
4) The use of sharps should be eliminated wherever possible.
5) Surface decontamination at every step with an EPA approved disinfectant for

coronavirus will be performed, see Section 5n for decontamination.
6) Use Good (Standard) Microbiological Practices.

i. Administrative controls: The following administrative controls must be in place:

1) Scheduled time for handling SARS-CoV-2 samples (best practice).

2) Minimization of withdrawing hands from BSC is required: it is recommended to
have two employees present to prevent exposure, e.g. handing supplies to an
employee working within a BSC.

3) Training and competency verification on donning and doffing required PPE. For
work at CWRU, training must be documented by the Department of Occupational
and Environmental Safety at CWRU. For work at the VA, training must be
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documented by a VA employee who is proficient in enhanced BSL-2+ practices,
and whose own training in these procedures has been documented and approved by
the SRS.  On the VA network, go to “W: Public drive” and navigate to “Medical
Center Information folder”, then to “Town Hall” folder, and then to “PPE videos”
to see videos on donning and doffing PPE properly.

4) Mandatory reporting of laboratory exposures to PALMS Staff, Personnel Health,
the Principal Investigator of the study, and Research Administration (the Research
Safety Coordinator, Administrative Officer for Research, Associate Chief of Staff
for Research, and Chairperson of the Subcommittee on Research Safety), see

Section Se.

5) Demonstrated competency on working in a BSC.

6) Laboratory personnel have specific training in handling pathogenic agents and are
supervised by scientists competent in handling infectious agents and associated
procedures.

7) Note: Experiments that will be generating genetically modified SARS-CoV-2 are
NOT included in this policy and must be reviewed and approved by the local
Institution Biosafety Committee (IBC) prior to initiation.

Inactivated samples: The use of inactivated specimens must be completely free of live virus. It
must be documented who will be inactivating samples. If it will be PALMS, a letter of support
will be needed. Specific protocols for inactivation must be reviewed/approved by the SRS.
Please see “Evaluation of heating and chemical protocols for inactivating SARS-CoV-2.”
https://www.biorxiv.org/content/10.1101/2020.04.11.036855v1.full.pdf and “Stability of
SARS-CoV-2 in different environmental conditions.” The Lancet Microbe. 2020 Apr
https://doi.org/10.1016/S2666-5247(20)30003-3

Once samples are inactivated using an approved inactivation protocol and inactivation
process has been verified (if possible, see Section 5k), the samples may be processed further
maintaining the use of BSL-2+ precautions, as stated above, within the enhanced BSL-2+ lab
within Medical Research Space (B-D360) or a BSL-2+ lab at CWRU, the University affiliate.
Experiments/procedures under Section 5gii are permitted at BSL-2. The SRS must approve
the work to be conducted prior to initiation of work.

Problems with inactivation and/or verification: If low titer samples (blood, urine, or feces)
are not able to be inactivated due to interference with downstream assays, then enhanced
BSL-2 precautions must be maintained throughout the duration of the experiments, see
Section 5h. Verification of inactivation may not able to be completed due to the low viral
load present in the sample, which can result from the following possible scenarios: 1. The
data obtained from a plaque assay or PCR not falling within the limits of detection to measure
any difference in viral load before or after inactivation. 2. Residual viral RNA present may
interfere with verification methods as inactivation only removes live virus and not RNA. If
it is not possible to verify an inactivation protocol, then primary literature that shows that the
inactivation is effective on either SARS-CoV-1, MERS-CoV, or SARS-CoV-2 must be
provided. At this time, it cannot be confirmed that inactivation procedures for SARS-CoV-
2 are 100% effective at VANEOHS, as these experiments must be conducted under BSL-3.
Research personnel are recommended to use an abundance of caution when working with
inactivated samples. It is recommended that a PAPR is worn when working with inactivated
samples due to the limitation listed above and that a Biological Safety Cabinet is used when
feasible. All aerosol generating procedures must be conducted in a Biosafety Cabinet.
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When/if the minimum infectious dose of SARS-CoV-2 in humans is published in a peer-
reviewed journal, further consideration for inactivation/verification of specimens with
suspected or confirmed for SARS-CoV-2 with a high or unknown or undetermined viral load
will be considered by the SRS. This consideration includes the verification of an inactivation
protocol (using identical sample types, protocols, and equipment as on the PI’s RPSS) for
samples with SARS-CoV-2 by a registered BSL-3 Facility. The BSL-3 Facility must
demonstrate that the number of viral particles is below the minimum infectious dose in
humans via experimental evidence (plaque forming units (PFUs), viral genome copies/PFU,
and viral particle:PFU ratio). If approved by the SRS, future samples can be inactivated in
PALMs or an enhanced BSL-2+ lab and processed further in a BSL-2 laboratory. Prior to
this taking place, the BSL-3 Facility must provide documentation of their most recent
certification, a letter of verification that the inactivated samples possess a number of viral
particles that is below the minimum infectious dose in humans, including their experimental
evidence. Work with these samples may only begin once these documents have been
reviewed and approved by the SRS.

Equipment: All equipment to be used must be located within PALMS or the enhanced BSL2
laboratory within Research space. Equipment cannot be moved-in and out of this space.
Equipment will have restricted use to the approved SARS-CoV-2 protocol. When a new
piece of equipment is introduced to the research protocol, the SRS must be notified. Also,
when new equipment is introduced to the inactivation of SARS-CoV-2, the verification
procedure in Section 3, Responsibility, part b, must be repeated. When work with SARS-
CoV-2 is completed by an investigator and their team, the investigator may remove their
equipment, however, it must be decontaminated with a 10% bleach solution that has been
made that same day or any EPA-listed disinfectant for SARS-CoV-2.

Note: See Section 5c, Packaging and shipping of specimens with suspected or confirmed
SARS-CoV-2 sealed in an impenetrable, decontaminated primary container on the wards and
within a sealed biohazard bag is permitted. However, these samples must be packaged and
shipped out of PALMs, the enhanced BSL-2+ lab within Medical Research Space (B-D360),
or the BSL-2+ lab at the University affiliate, unless they are packaged and sealed in the final
shipping container on the wards.

. Sharps Safety: Refer to Medical Center Policy Bloodborne Pathogen Exposure Control Plan,
which notes, “In the event of a needle stick or other sharps injury, mucous membrane splash,
or cutaneous exposure, [employees must] report immediately to Personnel Health”.

Disinfection: Decontamination of work areas involving infectious agents is mandatory. The
following procedures must be followed:

Research personnel working with SARS-CoV-2 must decontaminate work surfaces,
including high-touch surfaces, i.e., door handles, etc. and equipment with appropriate
disinfectants Use EPA-registered hospital disinfectants with label claims to be effective
against SARS-CoV-2 and follow manufacturer’s recommendations for use, such as dilution,
contact time, and safe handling., as described in the Research Protocol Safety Survey (VA
Form 10-0398), which is associated with the Principal Investigator’s research plan, when
work with infectious agents takes place. Please see, https://www.epa.gov/pesticide-
registration/list-n-disinfectants-use-against-sars-cov-2
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70% ethanol and 10% bleach may be used, as per PALMS guidance for work. Bleach
solutions degrade rapidly over time, therefore a 500ml bottle of 10% bleach should always
be prepared fresh each day prior to starting experiments and kept within easy reach so that
in the event of a spill, there is enough to cover the area.

Waste disposal:

Solid waste should be placed into primary biohazard bag within the BSC and the bag should
be sealed and decontaminated with EPA-registered hospital disinfectants with a label that
claims to be effective against SARS-CoV-2 and follow manufacturer’s recommendations for
use, such as dilution, contact time, and safe handling. The primary biohazard bags will then
be removed from the BSC and placed within a secondary biohazard bag outside the BSC.
The secondary biohazard bag will then be sealed and decontaminated fully prior to removal
from the enhanced BSL-2 space placed into an appropriate biohazard container for pick up
by Environmental Management Service (EMS). PPE using during research on SARS-CoV-
2 must be disposed of as solid waste.

Liquid waste must be autoclaved must be disinfected/deactivated with a final volume of 10%
bleach or approved EPA-registered hospital disinfectants with a label that claims to be
effective against SARS-CoV-2 and follow manufacturer’s recommendations for use, such as
dilution, contact time, and safe handling. Liquid waste should also be labelled with name
and date if it requires extended periods of decontamination. Once contact time has been met
(20 minutes) decontaminated liquid waste can be disposed down the drain followed by at
least 2 volumes of water.

Sharps waste should be placed into puncture-resistance containers provided by EarthSmart
within the BSC. The container should be decontaminated with an EPA-registered hospital
disinfectant with a label that claims to be effective against SARS-CoV-2 and follow
manufacturer’s recommendations for use, such as dilution, contact time, and safe handling
placed into an appropriate location for pick up by EarthSmart.

Enhanced BSL-2+ laboratory in Medical Research must:

1) Have negative room pressure to the corridor.

2) Have two sinks. One for lab work; one for personnel to wash-up prior to leaving lab.
3) Have a Proximity Card Reader, which monitors/limits personnel who enter this lab.
4) Have all required PPE available.

5) Have red hard sided sharps boxes and red biohazard receptacles in place.

6) Have a specific “clean” area designated in the lab.

7) Have a designated workflow so as not to contaminate “clean” areas of the lab.

8) Have a nearby spill kit.

Documentation of Decontamination in PALMS: Workstations, equipment, floors, etc. must
be disinfected. There is a log in PALMS documenting decontamination procedures; each
employee initials/dates that they have decontaminated their workspace.

Spill Procedure: For spills that occur within a Research Laboratory, See Appendix B. For a
spill in PALMS, refer to the PALMS Infection Control Plan, See Appendix C. When
attending to a spill, personnel must wear the same PPE as described on page 11, Personal
Protective Equipment.
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Note: PPE required to attend to a SARS-CoV-2 related spill will be provided by Research
Service, whether the spill in in PALMS or a SARS-CoV-2 designated Research Laboratory.

s.  Post-approval Monitoring
Post-approval monitoring of personnel working in the BSL-2+ enhanced laboratory will be
conducted and documented by the RSC.

Monitoring will be performed to ensure that work areas are visibly clean, i.e. all disposable
PPE is placed into a red biohazard receptacle, sharps (pipette tips, needles, etc.) are disposed
of into a red hard sided sharps box, and all “soft” waste (paper towels, absorbent pads, etc.)
is placed into a red biohazard receptacle.

Anyone found out of compliance with this policy who is working directly with SARS-
Cov-2 will permanently lose the privilege of working with SARS-CoV-2 on this and any
other study where the individual is working directly with this material.
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RESCISSION:
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APPENDICES:
o Appendix A: Case Western Reserve University Enhanced BSL2 Practices and Guidelines

for Work with SARS-CoV?2 Clinical Specimens Prepared by the Biosafety Working Group
of the Cleveland SARS-CoV-2 Task Force April 10, 2020 Version 4
Appendix B: SARS-CoV-2 Spill Procedures in Medical Research
Appendix C: Pathology and Laboratory Medicine Service Infection Control Policy No.
113-2

o Appendix D: Examples of inactivation and verification protocols required are attached as
well as primary literature supporting both.
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APPENDIX A — Case Western Reserve University

Enhanced BSL2 Practices and Guidelines for Work with SARS-CoV2 Clinical Specimens
Prepared by the Biosafety Working Group of the Cleveland SARS-CoV-2 Task Force
Feb. 15, 2022 ver 5

*Please note this is a living document and will be updated as new data and recommendations
come forth. SARS-CoV2 is an incompletely characterized virus and as such this document aims
to provide risk management guidelines that extend beyond current recommendations of the
CDC based on knowledge that has been made available over this short period of time.*

*Please note the following:

1. This document only covers guidelines for work with standard clinical patient specimens
being processed for routine diagnostic testing or similar assays (please see Appendix A).
This document does not cover work involving virus isolation, virus propagation, nor
recombinant molecular virology work. Please see the Appendix, and contact Safety
Officerl you have any questions regarding the classification of specific workflows. We
have adapted this document from Duke University's guidelines for Biosafety Level
classification to provide additional guidance on how work should be performed and
including work that may be performed in a BSL2 space using standard practices.

2. This guidance does not replace the need for each laboratory to have an ECP that
includes all workflows with SARS-CoV2 that is fully approved by EHS prior to work with
any potentially infected samples. The space must be approved for enhanced BSL2 work
by EHS, to ensure that specific facility requirements such as negative airflow, locked
door to restrict access to workspace, and a sink for handwashing/eyewashing and spill
cleanup are all available within the space. Every laboratory’s space, equipment and
sample and assay workflow is uniqgue and must be assessed and approved
independently. Each laboratory’s ECP must clearly state the specific types of samples
that will be processed with specific assays, and when new sample types or assays are
added these must be approved and integrated into a revised ECP and approved by EHS
prior to beginning work on these sample types and/or performance of these assays.

3. Allindividuals working with infectious or potentially infectious samples must be trained
by the PI or their laboratory designate who is highly experienced in enhanced BSL2
work. In the absence of suitable trainers, please contact Andrew Young at
aby3@case.edu to request assistance in training.

4. All work with SARS-CoV?2 falls under the standard CWRU biosafety regulations and
compliance. This document provides additional guidance in practices to facilitate rapid
ECP preparation and submission, but does not replace or usurp CWRU’s biosafety
regulations in any way.

5. The Pl of each lab is responsible for ensuring that their lab has safety protocols in place
and approved, that their laboratory personnel and trainees are fully trained prior to
starting work, and that their laboratory space is approved for Covid-19 work. The Pl is
ultimately responsible for the safety and oversight of work with SARS-CoV2 virus.
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In addition to complying with standard BSL2 practices as outlined in the BMBL (5th Ed.) and
according to CWRU'’s IBC and EHS policies, the following additional practices and procedures
must be conducted when working with materials that are known to be or potentially infected
with SARS-Cov2 at Enhanced BSL2. These guidelines are not meant to address every aspect of
every project. This is general guidance that has been compiled from the recommendations
provided by the CDC, the American Biological Safety Association, as well as other research
institutional guidelines and protocols. Each research group will need to review their aims and
experimental procedures and perform an independent risk assessment that analyzes the
specific risks and the safety precautions required to mitigate those risks.

Disinfection/Deactivation:
Researchers must ensure that all solid and liquid Enhanced BSL2 waste is dealt with
appropriately upon the completion of each experiment.

e Solid waste should be placed into sealed biohazard bags in an autoclavable container
and autoclaved the same day, following autoclave procedures. Primary biohazard bags
located within the BSC are sealed and decontaminated, followed by removal and
placement within a secondary biohazard bag outside the BSC. The secondary biohazard
bag will then be sealed and decontaminated fully prior to removal from the enhanced
BSL2 space for autoclaving.

e Liquid waste must be disinfected/deactivated with a final volume of 10% bleach or
approved liquid decontaminated for SARS-CoV2 (see approved EPA list at
https://www.epa.gov/pesticide-registration/list-n-disinfectants-use-against-sars-cov-2 ).
Liquid waste should also be labelled with name and date if it requires extended periods
of decontamination. Once contact time has been met (5 minutes) decontaminated
liguid waste can be disposed down the drain followed by at least 2 volumes of water.

e Bleach solutions degrade rapidly over time, therefore A 500ml bottle of 10% bleach
should always be prepared fresh each day prior to starting experiments, and kept within
easy reach so that in the event of a spill, there is a sufficient quantity to cover the area.
A spill kit with absorbent materials must also be placed in a convenient and obvious
location. Additional clothing (i.e. scrubs) should be stored near the spill kit so that in the
event of clothing contamination, the worker is able to remove contaminated clothing
and place contaminated clothing into a biohazard bag and sealed for decontamination.
Both the Pl and Biosafety Officer, Andrew Young, must be notified immediately of any
spills, potential or suspected exposures.

Personal Protective Equipment:

e Back closing disposable gowns, front-zipped Tyvek suits, or similar PPE that provides
liquid impermeable protection of the front and arms, should be worn, if available, while
working with Enhanced BSL2 materials and must be disposed of with Enhanced BSL2
waste. They may be reused if not contaminated, with a name written clearly and hung
carefully within the room. Disposable gowns and soiled lab coats must never be worn
outside of the lab. Soiled lab clothes (scrubs or street clothes) should be
decontaminated (i.e. soaked in disinfectant or autoclaved) prior to laundering.
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Eye protection must be worn to protect the eyes at all times. If performing any
manipulations where there is the possibility that splashes or sprays of infectious or
other hazardous materials may be generated and contamination to the face (eye, nose,
or mouth) can be anticipated, full face protection (faceshield) must be used. Obviously,
this type of manipulation should be avoided if at all possible.

Two pairs of gloves must be worn while working with Enhanced BSL2 materials. The
outside glove must be removed before leaving the biosafety cabinet and carefully
disposed of in the biohazard bag inside the cabinet. The inner glove may then be
removed outside of the cabinet and disposed of as biohazardous waste in the biohazard
container outside of the BSC, but within the lab. Gloves must be immediately disposed
of when contaminated, replaced frequently, and removed when work with potentially
infectious materials is completed or when leaving the area. Gloves must not be reused,
nor sprayed with alcohol to “wash” (this degrades glove material and results in
pinholes). Gloves must be removed before handling common non-lab equipment such
as phones, desks, and door knobs. Gloves that fit over the sleeves of the lab gown are
recommended. Hands must be washed immediately at the lab sink with soap and water
after removing PPE.

Disposable sleeve covers are recommended to help protect the disposable lab coat from
contamination and excessive wear. These should be removed within the BSC along with
the second, outer pair of gloves.

Respiratory protection is not currently required for enhanced BSL2 work with blood
samples, however use of N95 masks will be necessary for work with certain other
specimen types as outlined in each laboratory’s approved ECP. Each lab’s ECP must
clearly state the specific types of samples that will be processed with specific assay
details, and will specifically outline the use of respiratory protection accordingly.

N95 masks will be required for enhanced BSL2 work with standard small volume (<2ml)
clinical lab respiratory specimens such as nasopharyngeal swabs, sputum, and saliva as
well as other sample types which potentially have high titers of virus. All people working
in that laboratory space during the time that these specimens are processed must also
wear N95 masks, as the masks are used to protect personnel in the event of a spill
outside the biosafety cabinet which would potentially expose all personnel within that
working space. A note to all other users must be posted on the door to the space and on
equipment and lab space schedules so that all users are aware that work with samples
requiring respiratory protection and know to don N95 masks upon entry. Verbal
notification by the person processing samples requiring N95 masks must also be made
to all others entering the room.

When doffing PPE the outer pair of gloves should be removed with the sleeve cover (if
wearing) within the biosafety cabinet. Remove the disposable lab coat and hang up if
not contaminated. Remove goggles. Remove inner gloves and wash hands.
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Manipulations of Enhanced BSL2 agents

e All manipulations of Enhanced BSL2 materials must be performed in a properly
maintained and certified biological safety cabinet (BSC) Class Il A2. No Enhanced BSL2
work will be conducted on the open bench top. This includes opening containers of
potentially infectious materials, pipetting, vortexing, transfer operations, plating,
grinding, blending, drying, sonicating, etc. with the exception noted below.

e Vortexing must be performed within the BSC. The vortexer should be placed within the
BSC while in use and decontaminated after use if removed. Sonicating may be
performed outside the BSC but only when the infectious sample is completely sealed in
a screw top tube that has been decontaminated prior to removal from the BSC, and
inspected carefully to ensure there are no cracks or defects in the plastic. No sharps are
to be used when conducting Enhanced BSL2 work if this is experimentally avoidable, and
if unavoidable as always one should never recap, bend or break sharps. Note that glass
is not always considered a sharp (if it is not broken), but the use of glass of any kind
should be avoided by using plastic substitutes (disposable hemacytometers, etc.). If use
of a glass hemacytometer is the only option, one must be sure to fully and carefully
decontaminate the slide and cover after and between uses.

e Enhanced BSL2 materials can be thawed in the water bath if they are kept in a sealed
and water tight containers or tubes.

e When Enhanced BSL2 material is pipetted using disposable pipettes in the biosafety
cabinet, care should be taken to avoid aerosolization, i.e. do not rapidly or forcefully
expel fluids into tubes. All pipettes (and pipet tips) should also be filtered, unless being
used for aspiration directly into a disinfectant (bleach or iodine-based solution). When
filtered pipets are not avalailble non filtered may be used with pipets dedicated to SARS-
CoV-2 work are utilized.

® Avoid generating aerosols when pipetting. Decontaminate all pipettes by pipetting fresh
1:10 bleach waste solution up and down in the bleach container within the BSC prior to
placing into the biohazard container within the BSC. After soaking, the pipettes should
be carefully drained in the sink with excess water before disposal as autoclave waste.
Pipettes and tips used while working with SARS-CoV?2 clinical specimens using enhanced
BSL2 practices will be first decontaminated in the BSC with 10% bleach for 5 minutes,
then drained and placed in a sealed biohazard bag within a suitable hard plastic
autoclave container and autoclaved. After autoclaving the pipettes and tips will be
placed within a cardboard box which is sealed and labelled as “biohazardous sharp
waste”. All decontaminated biohazard waste should still be handled and removed as
biohazardous wastes. The personnel that are dealing with waste have requested that
the waste be decontaminated multiple times and labelled as such out of an abundance
of caution.

® Pipette tips should be soaked in the bleach solution in the biosafety cabinet for at least
5 minutes prior to placing in a suitable hard plastic sealable sharps container for
autoclaving.
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Biosafety Cabinet (BSC) Use

® A beaker or container containing fresh 1:10 dilution of bleach or other validated
decontamination solution should be used inside the biosafety cabinet to
collect/disinfect pipettes and pipet tips prior to removal from the BSC. We must allow
for a minimum of 5 minutes contact time with bleach before removal from the BSC, or
appropriate time if using another approved disinfectant.

e Prior to starting work within the BSC, set up a small, biohazard bag-lined waste
container within the cabinet securely to collect solid biohazard waste (eppendorf tubes,
gloves, etc.) inside the BSC.

e Animpermeable hard plastic biohazard sharps container should be available to collect
sharps inside the BSC once they have been decontaminated with bleach. A spray bottle
containing approved disinfectant should be kept at each BSC for full decontamination of
work surfaces before and after each work session. Any use of bleach as a routine surface
disinfectant (or just for spills) should be eventually followed by wiping with 70% ethanol
(after sufficient bleach contact time) to remove any bleach residue that would cause
corrosion of the metal surfaces.

e All biohazardous materials should be transferred out from the biosafety cabinet for
storage in a sealed leakproof container that has been tightly closed and decontaminated
by spraying the outside with 70% ethanol, a 1:10 dilution of bleach, or other appropriate
disinfectant (approved by the safety working group). The fridge or freezer the
equipment is stored in must be clearly labelled with a biosafety sticker.

Centrifugation
o All samples must be processed in capped tubes and aerosol-containing canisters must

be used (safety cups) or sealed top centrifuge buckets. The outside surfaces of the tubes
must be wiped down with 70% ethanol before placing into safety canisters or buckets to
prevent contamination of the inner surfaces of the bucket. The outer surfaces of the
centrifuge bucket must be decontaminated prior to removal from the BSC. After
centrifugation, open the safety canisters or buckets inside the BSC. The centrifuge must
be clearly marked with a biohazard sticker.

e |[f there has been any possibility of leakage from the buckets into the centrifuge
chamber during centrifugation, this must be reported immediately to the Principal
Investigator and Andrew Young and considered a biohazardous spill with a potential for
droplet contamination. The inner walls of the centrifuge and the rotor must be
decontaminated.

Vacuum Lines and Traps

e The protocol for use of and need for vacuum lines and traps must be discussed with and
approved by Biosafety Officer. If approved, vacuum lines must be protected with
secondary traps and in-line hydrophobic filters. Traps must contain either fresh 1:10
bleach (for final concentration or approved decontamination solution. Liquid trap waste
should be decontaminated for a minimum of 5 minutes before drain disposal with
excess water. Disinfection of the vacuum line with 10% bleach, if the vacuum line was
used, before leaving the BSC is often overlooked if not incorporated as part of the
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training. The exposed end of the vacuum line should also be disinfected by this process
before storage. Filters must be replaced every 6 months or when they become clogged
(which must be avoided by regular inspection prior to beginning work).

Laboratory Doors:

e The laboratory door must be kept closed at all times during experimentation with a
notice stating “Experiment in Progress” “Authorized Personnel Only”. Doors should be
locked when laboratory is unattended. Doors must have an EHS sign identifying the
hazards in the lab, including the universal biohazard symbol, and all emergency contact
information.

Labeling:
e Equipment used for Enhanced BSL2 work must be labeled with the universal biohazard
symbol and marked “Enhanced BSL2” or “BSL2+”. Labeling should include the identity of
the material.

Housekeeping:

e Custodial staff should not have access to the laboratory space. Maintenance staff will
not be given access to the immediate areas in which the experiment is being conducted
while experiments are being carried out. Otherwise, service and maintenance staff
should conduct themselves according to institutional policy.

e Every researcher should wipe down ‘high touch’ areas, such as door knobs, faucet
handles, BSC sashes, etc. before leaving the laboratory.

Transport of ENHANCED BSL2 material:

e The transport of Enhanced BSL2 material between laboratory spaces will be for storage
purposes only and will be done only in sealed, biohazard labeled containers such as a
Tupperware box with a locking lid, clearly identified with biohazard stickers, and only in
approved, locked locations by Biosafety Officer, in equipment clearly labelled with
biohazard stickers. All containers used for transport must be clearly labeled with name,
date and identity of the material. Double biohazard bagged if large frozen samples racks
of boxed samples. Enhanced BSL2 materials may not be transported to another lab or
research area that is not registered and approved for Enhanced BSL2 work. Any
exceptions require EHS and/or IBC approval. All materials transported by vehicle,
between campuses, or between buildings must be packaged in accordance with
IATA/DOT packaging instructions.

Shipping and receiving of ENHANCED BSL2 materials:
e All personnel shipping SARS-CoV2 infected samples or related hazardous biological
materials must be trained in DOT hazardous materials transport (contact Andrew Young
at aby3@case.edu for more information).
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e Materials received by the laboratory containing SARS-CoV-2 or patient samples known
or suspected of infection with SARS-CoV-2 must be sprayed with 70% ethanol or a 10%
bleach solution and must opened inside of a BSC. Both the outer container and inner
sample tubes must be fully decontaminated prior to starting your work.

Appendix:

BSL-3/ABSL33
Storage and laboratory work with seed stocks, working stocks or specimens with the intent to grow or use live virus.
Virus isolation, characterization and/or expansion
Viral cultures or isolates should be transported as Category A, UN2814, “infectious substance, affecting humans”
Use of live SARS-CoV-2 virus in functional assays:
Plaque/Focus Forming Unit assays
Serologic virus capture/binding assays
Therapeutic MIC assays
Live cell sorting with intact virus
Processing, aliquoting or preparing specimens of high titer virus in volumes larger than 2ml
Research |aboratory processing, manipulating or preparing unfixed autopsy specimens from Covid+ donors
Use of live SARS-CoV-2 virus in animal models
BSL-2 with enhancements
Processing, aliquoting or preparing specimens for research use and storage
Preparation of chemical- or heat-fixed specimens for microscopic analysis
Nucleic acid extraction of specimens for molecular analysis
Preparation of inactivated specimens for other laboratory assessments
Performing diagnostic tests (e.g. serology) that do not involve activities with the potential to propagate virus
Inoculating bacterial or mycological culture media
BSL-2
Molecular analysis of already extracted nucleic acid preparations
Analysis of specimens that have been inactivated by a method approved by EHS
Final packaging of specimens already in a sealed, decontaminated container for transport to collaborating laboratories for additional analyses
Specimens from suspected or confirmed cases should be transported as UN3373, “Biological Substance, Category B
Pathologic/microscopic examination of fixed specimens (e.g. formalin-fixed tissues or glutaraldehyde-fixed grids).
Routine staining and microscopic analysis of fixed smears
Routine examination of bacterial and mycotic cultures

*Specimens are defined as, but not limited to, blood, serum, plasma, tissues, feces, urine, sputum, mucosal swabs or washes/secretions collected from any species.

Virus Isolation

Virus isolation in cell culture and initial characterization of viral agents recovered in cultures of
SARS-CoV-2 specimens should only be conducted in a Biosafety Level 3 (BSL-3) laboratory using
BSL-3 practices which are covered in a separate set of guidelines. Site- and activity-specific
biosafety risk assessments should be performed to determine if additional biosafety
precautions are warranted based on situational needs.

Guidance Derived from the Following Resources:
e https://www.cdc.gov/coronavirus/2019-ncov/lab/lab-biosafety-guidelines.html
e https://absa.org/covid19toolbox/
e https://ehs.yale.edu/sites/default/files/files/biosafety-manual.pdf
e http://www.dartmouth.edu/ehs/biological/biosafety_docs/150 1 ibcenhancedbsl|2policy
18.pdf
ibc-policy-bsl2-enhanced-practices_vumc.pdf
e https://www.safety.duke.edu/sites/default/files/SARS-CoV-2%20(COVID-
19)%20Biosafety%20Guidelines.pdf
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APPENDIX B. SARS-CoV-2 Spill Procedures in Medical Research

(1) Laboratories working with SARS-CoV-2 must have access to a basic Biological Spill Kit. A
Biological Spill Kit must be housed within the laboratory where work will be performed, which is easily

accessible.

Biological Spill Kit Includes:

Nk Wb~

o o

Disposable coveralls (bunny suit)

Scrubs (for use only if clothes are contaminated)

De-con boots

Gloves

Goggles

Face Shield

EPA-registered hospital disinfectant with label claims to be effective against
SARS-CoV-2 (follow manufacturer’s recommendations for use).
Bleach wipes (environmental surfaces only)

Absorbent

Disposable spatulas

(2) The following procedures are provided as a guideline to the clean-up of a biohazardous spill:

A. All Spills

1.

Take appropriate measures to prevent the spread of the contamination (e.g., drips,
tracking on shoes, etc.) to additional surfaces (e.g., floors, outside the lab, etc.).

2. Use a two-step cleaning/disinfection process of first removing contents of the spill or

contaminated area with an initial bleach wipe/solution, then clean/disinfect with a new
wipe to prevent cross contamination.

B. Spill Inside a Centrifuge

1.

2.

Remove all personnel from the room. Wait 30 minutes for any potential biological
aerosol to settle before attempting to clean-up the spill.

Personal Protective Equipment (PPE):

For all spills within a centrifuge, wear disposable coveralls, de-con boots, goggles,
PAPR, and gloves during clean-up.

Remove rotors and buckets to the nearest biological safety cabinet using a secondary
container to prevent drips.
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4. Thoroughly disinfect inside of centrifuge, rotors, and buckets using disposable towels
and 10% bleach, or bleach wipes using the two-step cleaning process. Place all
contaminated wipes and paper towels into solid biohazardous waste containers for further
processing by Environmental Management Service.

5. Remove contaminated debris, including PPE (disposable coveralls, de-con boots, and
gloves) after disinfection, place into solid biohazardous waste containers for further
processing by Environmental Management Service, and wash hands. Autoclave any
reusable items (i.e., centrifuge tubes) after they are initially cleaned with bleach.

6. Remove and discard PPE at point of use and wash hands.

C. Spill Inside the Laboratory

1. Remove all personnel from the room. Wait 30 minutes for any potential biological
aerosol to settle before entering the spill area.

2. Remove any contaminated clothing and footwear and place into a biohazard bag and
sequester, then contact the RSC for further assessment on measures to take. Change into
scrubs and/or de-con boots.

3. If the spill made any contact with the person’s skin, even thru clothing, first wipe the
affected area thoroughly with a disposable towel, soap and water to remove any excess
contamination, dry, then wipe with Chlorhexidine Gluconate wipes and allow to air dry
to ensure germicidal action of disinfectant. Dispose all towels/wipes into solid
biohazardous waste containers for further processing by Environmental Management
Service.

4. PPE:

For all spills within the laboratory, wear disposable coveralls, de-con boots, goggles,
PAPR, and gloves during clean-up.

5. Clean-up:

a. For large spills (=100 mL), cover and encircle the spill with absorbent and use a
disposable spatula to scoop up waste into a biohazard bag, being careful to minimize
aerosolization, and dispose into solid biohazardous waste containers for further
processing by Environmental Management Service.

b. For smaller spills (<100 mL), cover and encircle the spill with paper towels being
careful to minimize aerosolization, and dispose into solid biohazardous waste
containers for further processing by Environmental Management Service.

6. All items that were contaminated must be removed from the spill area; wiping each item
thoroughly with bleach wipes using the two-step cleaning process. Autoclave any
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10.

reusable items (i.e., centrifuge tubes, porous materials) after they initially cleaned with
bleach. Broken glassware must be picked-up with forceps and disposed into a red hard-
sided sharps box.

Note: Do not pick up any contaminated sharp object with your hands.

Wipe equipment with bleach wipes for designated contact time and rinse with water, if
necessary, using two-step cleaning process. Dispose of all wipes into solid biohazardous
waste containers for further processing by Environmental Management Service.

Wipe off any residual spilled material, and clean/disinfect with the area, including the
floor, with a new bleach wipe, using two-step cleaning process. Dispose of all wipes into
solid biohazardous waste containers for further processing by Environmental

Management Service.

Remove and discard PPE at point of use and wash hands.

Re-open lab when decontamination is complete.

D. Spill Outside the Laboratory

Always transport biohazardous materials in an unbreakable well-sealed primary
container placed inside a leak-proof, closed and unbreakable secondary container,
labeled with the biohazard symbol (plastic cooler, bio-specimen pack, etc.).

Should a spill occur outside the laboratory, secure the area to ensure that the spill remains
contained.

Contact the RSC at ext. 4263.

Do not attempt to clean up the spill without the proper PPE and spill clean-up materials.

E. After a Spill

1.

Inform lab personnel, laboratory supervisor, the Principal Investigator, and the RSC
about the spill and the decontamination process that took place.

Determine the root cause of the spill and propose a method to prevent this from

happening in the future. This information must also be shared with lab personnel,
laboratory supervisor, the Principal Investigator, and the RSC.
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APPENDIX C:

PATHOLOGY AND LABORATORY MEDICINE SERVICE INFECTION CONTROL POLICY

NO. 113-2
1) PURPOSE: To establish guidelines and practices to prevent transmission of infectious diseases to
patients and laboratory employees.
2) POLICY: All PALMS Personnel are required to comply with this policy.
3) RESPONSIBILITY:
A) All employees will receive an initial orientation as well as annual updates in infection control and
are responsible for compliance with this policy and all Infection Control Medical Center Policies
B) Supervisor of the area will periodically monitor compliance with this policy. Compliance will be
reflected in employee performance appraisals.
4) GENERAL PROCEDURES:

A) All employees are required to be familiar with and comply with Infection Control Medical Center

B)

Policies, including the following:
1) Isolation and Infection Control Precautions, MCP 011-056
2) Tuberculosis Control Program, MCP 011-031
3) Bloodborne Pathogen Exposure Control Plan
4) Personnel Health Infection Control Policy, COPS-002
Bloodborne, Body Fluid or Tissue Pathogens General Procedures: Bloodborne Pathogens are real
occupational hazards to all laboratory employees. All available precautions should be taken to
avoid direct contact of skin with blood, blood products, secretions, excretions or tissues. The
medical center has adopted Standard Precautions, which means that body substances of all patients
are considered potentially infectious. Laboratory workers will use protective barriers such as
gloves, gowns, masks, and protective eyewear to reduce the risk of exposure of skin or mucous
membranes to potentially infectious materials. To minimize the risk of infection, it is important
that all employees read and observe the following policies:
1) Infection may be acquired by several routes:
(a) Ingestion
(b) Direct inoculation through damaged skin or mucosal membrane
(c) Airborne droplets and aerosols
2) General Precautions:
(a) Treat all specimens as contaminated
(b) Disposable laboratory coats or gowns are provided, laundered, and maintained by the
hospital laundry. They must be worn when working with potentially infectious material
and are NOT to be worn outside assigned work areas. Laboratory coats worn in the
Laboratory must not be worn to perform phlebotomies. Laboratory coats are not to be
removed from the institution.
(¢) Handwashing:
(1) Patient care area - Hands will be decontaminated with alcohol-based waterless hand
rub (foam), or hospital supplied antimicrobial soap and water before and after each
patient contact, after contact with the patient’s environment, and before invasive
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3)

4)

(d)

(e)
&)

(2

procedures. Hands must be washed with antimicrobial soap or plain soap followed by
alcohol-based hand rub after visible soiling of hands or contact with a patient with
Clostridium difficile.

(i1) Laboratory area - Handwashing is essential and must be done frequently and
thoroughly after handling specimens, removing gloves, leaving the work area, prior to
eating, drinking, smoking, applying cosmetics/lip balm, or handling contact lenses, and
with an anti-microbial handwashing agent in Microbiology and Autopsy areas of the
laboratory.

(iii)) Handwashing sinks are not to be used for disposal of specimens, reagents or any
contaminated items and must be identified as a “clean sink”. Sinks shall always be
kept free of all debris. Ifslides or paper accidentally drop into sink(s), remove at once
with forceps and discard into the proper containers.

In accordance with MCP 011-056, fingernails should be clean, well-manicured, and not

interfere with job performance. Short (1/4” or less), unpolished nails are recommended.

Artificial nails (includes overlays, acrylic, wraps, nail jewelry, etc.), extenders and chipped

nail polish are prohibited among healthcare workers who provide direct, hands-on care to

patients, even on an occasional basis, or have contact with biohazardous materials. Long
or ragged nails, artificial nails, and chipped nail polish harbor a great number of infectious

bacteria.

Do not put pencils, pens or other work utensils in your mouth.

Do not eat, drink, smoke, apply cosmetics/lip balm, or handle contact lenses in laboratory
work areas.

Do not store food or beverages in refrigerator containing biologics, laboratory reagents,
media, or specimens.

Regulated Infectious Waste Disposal:

(a)

(b)

(c)

All blood and body fluids (except urines), cultures, stocks, and tissue specimens are to be
double-bagged, placed in biohazard containers, picked up and transported to the Sani-Pak
machine at Wade Park.

Needles, knife blades and blood gas syringes are disposed of in sharps containers. As one
of our Green initiatives the Medical Center has converted from disposable sharps
containers to reusable sharps containers. Sharps containers are exchanged on a weekly
basis by a contractor at site of collection. Sharps are removed and properly disposed of
after treatment at the contractor’s plant. Containers are then sanitized prior to reuse.
Urine is disposed of by carefully pouring into a sink not designed for handwashing,
followed by flushing with copious amounts of water. Urine cups are to be rinsed as part
of this process prior to disposal in the designated green recycling container which is then
shredded by EMS to destroy all identifiable patient information before placing into a
recycling container for offsite recycling. Alternatively, they may be discarded as infectious
waste in a closed container.

Spills Clean Up Procedures:

(@)

Wear protective clothing, such as gloves, gowns, and masks (if significant formation
of aerosol is suspected).

(b) Cover area with absorbent material.

(c)

Flood area with 10% bleach for at least 30 minutes.
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5)

6)

7)

8)

(d) Wipe up spill with disposable absorbent (paper towel); wipe from edges to center of
spill.

(e) Dispose of all contaminated material in a biohazard container

Equipment Repair and Decontamination:

(a) Decontaminate and thoroughly clean specified equipment parts with 10% bleach or
disinfectant recommended by the manufacturer before release to engineer or service
representative or before transporting equipment to manufacturer for repair. Follow
manufacturer's instructions for disinfection and cleaning.

(b) If necessary, provide appropriate personal protective barriers to engineer or service
representative at his/her request.

Environment:

(a) The disinfectant of choice is a 10% solution of commercial bleach kept in a closed
container. This disinfectant must be prepared daily (1:10 solution of bleach water), or a
self-mixing dispenser may be used.

(b) Work benches are cleaned daily with 10% bleach or other hospital approved disinfectant
(HAD). When using a HAD, the manufacturer’s instruction must be followed, including
recommended contact time. Documentation of decontamination is required.

(c) Telephones in the laboratory area must be wiped down daily with a 10% bleach solution
or other HAD.

(d) Spills of serum or biological samples are flooded immediately with 10% bleach solution
and wiped up with disposable absorbent pads or towels

(e) Biohazard specimens - contaminated specimens are placed in Biohazard bags and
transported by EMS to the Sani-Pak machine at Wade Park. Manifests are kept by
Environmental Management Service (EMS) staff. If the waste receptacle becomes
contaminated through see page, it must be disinfected with detergent, hot water, and 10%
bleach.

Plan for Reduction of Biohazardous Materials:

(a) All contaminated materials (soiled) will be discarded in the Biohazard waste container. Do
not place non-contaminated materials in biohazard containers.

(b) All used protective barriers, disposable laboratory devices, and other materials such as
paper, towels, gowns, gloves, etc., must be discarded in a regular waste receptacle if they
are not grossly soiled with blood, body fluids or tissues.

(c) In the Biosafety level 2 (BL-2) or higher labs, personal protective equipment that is
contaminated with biohazardous material is to be discarded into a designated infectious
waste container.

(d) The number and size of blood tubes drawn per patient will be re-evaluated as
technology/instrumentation changes occur.

Reportable diseases testing:

(a) Except as noted below, all reportable infectious diseases are reported to the Infection
Control office for reporting to the appropriate public health authorities.

(b) New positive HIV antibody and confirmatory results are reported to the HIV Coordinator,
who will report them to the appropriate public health authority.

(c) All new Hepatitis C cases will be reported by to Infection Control office for reporting to
the appropriate public health authorities.
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(d) Reportable infectious diseases are stipulated by Ohio law and as recommended by the
Centers for Disease Control and Prevention (CDC).

5) SPECIFIC PROCEDURES RELATED TO PaL.MS:
A) Specimen Collection and Transport General Procedures:

B)

1)

2)

3)

4)

5)

6)

7)

All phlebotomists must wear properly fitting gloves while performing venipunctures. Gloves
must be changed between each patient contact and hands decontaminated either with
antimicrobial soap and water or an alcohol-based hand rub between changes. Random spot
checks may be performed to assure that this policy is being followed. The outcome of these
spot checks will be reflected on the employee's annual performance appraisal. Failure to adhere
to this policy will result in disciplinary action.

Long sleeved scrub jackets may be worn for phlebotomy to prevent soiling of personal clothing
and to prevent direct skin contact with blood specimen or other body fluids, as well as from
potentially contaminated surfaces, materials, or objects.

Take extreme care to avoid accidental "needle stick" injuries. Do not place needles back in
their original sheaths, since this is a common cause of injury. Needles are to be disposed of in

a needle disposal container without bending, breaking, recapping, or other manual
manipulation of needles. Sharps safety devices should be used whenever they are available.
All contaminated needles are to be disposed of in a needle disposal container after activating
safety device. Notify Environmental Management when containers are ¥ full.

Clean blood spills and/or blood on the outside of Vacutainer tubes promptly with isopropyl
alcohol. Replace barcode label if necessary.

Place the specimen in a biohazard labeled leak-proof plastic bag or container for transport to
the laboratory. Specimen bags are not to be reused and must be disposed of in a bio-hazardous
waste container.

Conform to any posted isolation precautions (as applicable, including the wearing of particulate
respirators and gowns). All personnel required to enter rooms of patients on AIRBORNE
PRECAUTIONS must use a powered air purifying respirator (PAPR), after having been
cleared by Personnel Health to wear a PAPR and then trained by the Facility Safety Office.
Decontaminate hands after removing gloves (and gowns, if worn) and before leaving patient
room.

Specimen Handling General Procedures:

)

2)

When handling specimens in the laboratory, wear disposable gloves and long-sleeved

laboratory coat to prevent soiling of personal clothing and to prevent direct skin contact with

blood specimen or other body fluids, as well as from potentially contaminated surfaces,

materials, or objects. Safety goggles and/or face shields shall be worn when there is a possible

of a splash or the generation of aerosols.

Perform all procedures and manipulations of potentially infectious material carefully to

minimize the creation of droplets and aerosols.

(a) All biological specimens are covered, capped, or plugged, except while being collected or
in the process of separation or analysis.

(b) Uncap all (screw cap) tubes away from the body.

(c) Remove stoppers behind a shield or by placing a gauze pad over the stopper.

(d) Cap all specimens during centrifugation.
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(e) Mixing, shaking or vortexing should be done only when necessary and with extreme
caution. Tubes must be capped or stoppered. Use a biologic safety cabinet (BSC) or
primary containment device for these procedures.

(f) Dispense contaminated sera as closely to the bottom of any vessel as possible to minimize
"splatter."

3) Mouth pipetting is strictly prohibited. Mechanical pipetting devices are to be used for the
manipulation of all liquids in the laboratory.

4) Cover work areas (except within BSC) with absorbent material when working with any
specimens. Decontaminate work surfaces with 10% bleach or hospital approved disinfectant
following any spill and at the completion of each work shift. Decontamination of the work
surface must be documented daily.

5) Follow manufacturer’s instructions for cleaning instrument probes and other parts that may be
contaminated with blood or biohazardous material.

6) All tissue specimens for histologic examination will be fixed in 10% formalin (4%
formaldehyde) prior to dissection except as noted below. Large specimens are fixed overnight
or longer, small specimens are fixed for at least 2 hour prior to dissection. Brain biopsy
material will be fixed in formalin followed by formic acid if a prion disease is suspected.

C) Blood Bank General Procedures:

1) Screening of donors for infectious diseases:

(a) All blood and blood components from the American Red Cross have been tested by FDA
- licensed tests and found to be nonreactive for antibodies to human immunodeficiency
virus (anti-HIV-1/2), hepatitis C virus (anti-HCV), human T-cell lymphotropic virus (anti-
HTLV-I/I1), and hepatitis B core antigen (anti-HBc), and negative for hepatitis B surface
antigen (HBsAg). Licensed nucleic acid testing (NAT) for hepatitis B virus (HBV)
deoxyribonucleic acid (DNA), HCV ribonucleic acid (RNA), HIV-1 RNA, West Nile virus
RNA and Zika virus RNA has been performed and found to be nonreactive. A serologic
test for syphilis is also performed and found to be nonreactive.

2) Blood preservation and quality control:

(a) Refer to Blood Bank Procedure Manual for blood preservation and quality control
procedures.

(b) Recipient follow-up of possible transfusion transmitted diseases:

(i) Transfusion histories will be reviewed for all patients. The Blood Bank Medical
Director will notify the American Red Cross, Northern Ohio Region of all involved
units if transmission by transfusion is confirmed or probable. The same information
will be reported to the hospital Infection Control office.

(i) Work up on bacterial contamination of blood and blood products:

(1) Blood culturing will be done when inspection of blood reveals suspicious-
appearing blood or contaminants, or when patients suffer adverse transfusion
reactions suspected to have resulted from contaminated donor blood(s).

(2) The Microbiology unit will perform the test by standard blood culture techniques.

(3) The supervisor of the Blood Bank and the Infection Control office will be notified
of all positive Blood Bank cultures.

D) Microbiology
1) General Procedures:
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2)

3)

(a) Broken culture tubes or plates must be covered with paper towels and flooded with 10%
bleach. To prevent dried particles from becoming airborne, area must be kept wet with the
disinfectant and the material allowed to stand for 30 minutes before handling.

(b) Screw caps of culture tubes must be loosened or removed before autoclaving to allow for
steam penetration.

(c) Safety pipetting devices or automated equipment, not mouth pipetting, must be used in the
Microbiology Laboratory.

(d) Grossly contaminated specimen containers must not be accepted. To dispose of them, the
container must be placed in a biohazard bag and autoclaved.

(e) Media for all specimens and slides for direct examination must be inoculated within the
BSC.

Special Procedures for Mycology and Mycobacteriology

(a) In the event of gross contamination (i.e., breakage of tuberculosis culture tube), no one is
permitted to enter until the entire area has been decontaminated by personnel within the
area. Spills must be flooded with 10% bleach and allowed to stand for one-half to one hour
before wiping. Wipe from periphery, moving toward center of the spill.

(b) PAPRs will be available for use in the event of BSC failure or spill outside of a BSC.
Annual fit testing for PRs is required and done by OHS.

(c) The Mycobacteriology laboratory is at negative air pressure. The room will be checked by
the technologist on the days it is in use and recorded on form SAF 2.0 (See Attachment A).
Engineering is to be notified if the room is not operational.

(d) Biohazardous specimens from the Mycology/Mycobacteriology lab are autoclaved prior to
transport to the Sani-Pak machine.

Procedures for specimens, pipettes, slides, media, etc. disposal:

(a) After processing, all specimen containers will be placed in biohazardous waste receptacles
lined with plastic autoclave bag.

(b) Ifnecessary to decant supernatant fluid after centrifugation, pour the supernatant fluid into
receptacle containing disinfectant and autoclave prior to disposal.

(c) Agar plates, tubed media and plastic-based disposables are placed in biohazard bags and
handled as biohazardous waste.

(d) Glass-tubed media, all broken glass, and disposable glass pipettes are placed in sharps
containers.

(e) Used slides will be placed into jars of phenolic disinfectant which are kept on the
workbench. When the jar is full, the disinfectant should be drained off and the slides
discarded into a sharps container.

E) Histology and Cytology General Procedures:

)
2)
3)

4)

Gloves should be worn for handling all specimens, including fresh and fixed tissues.

All specimens will be placed in appropriate fixative prior to handling.

Discard formalin into appropriate container, neutralize, and pour neutralized formalin down
drain, followed by copious amounts of water.

Tissues (brain) from patients with prion disease will be sent to the prion lab at University
Hospitals.
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5)

The Grossing Room laboratory is at negative air pressure. The room will be checked by the
technologist on the days it is in use and recorded on form SAF 2.0 (See Attachment A).
Engineering is to be notified if the room is not operational.

F) Autopsy Pathology General Procedures:

1)

2)

3)

4)

5)

6)

Only authorized individuals may attend the autopsy examinations. Professional and
paramedical personnel are encouraged to observe the autopsy examinations; however, others
may attend only when the pathologist approves their attendance.

Autopsy Room Rules:

(a) No drinking, smoking, application of cosmetics, lip balm, handling of contact lenses, or
eating is permitted in the Autopsy Room.

(b) Do not touch the gross specimens, fixed or unfixed, with bare hands. Gloves must be worn
for palpating organs.

(¢) Hands must be washed thoroughly with an antimicrobial handwash before leaving the
autopsy area.

Dissecting Instruments:

(a) Autopsy Assistants will provide instruments which are necessary for one autopsy case only.
Too many instruments on the working table can create unexpected accidents, such as
cutting and puncturing fingers.

Cleaning Autopsy Area:

(a) All prosectors are cautioned to avoid spilling blood, fluid, or dropping tissue on the floor
during dissection. If this occurs, the floor must be cleaned and disinfected immediately by
flooding the area with 10% bleach prior to clean up.

(b) Autopsy Assistants must disinfect all dissecting tables thoroughly with 10% bleach each
time after completing an autopsy examination.

(¢) Instruments will be soaked in 10% bleach before cleaning between uses

(d) Prosectors are requested to dissect fresh organs only on the dissecting table.

(e) Camera must be handled with clean hands

(f) To discard formalinized organs and tissue, drain formalin into appropriate container,
neutralize, and pour down sink drain with copious amounts of water. Place organs or tissues
in biohazard trash for pickup and incineration.

(g) Autopsy Assistants will clean the floor in the autopsy suite after each case.

Handling Contaminated Infectious Cases:

(a) All cases are considered potentially infectious. For all cases the following PPE must be
worn: double gloves, protective eye covering, mask, cap and gown, waterproof apron, and
shoe covering. If the patient had active tuberculosis, a PAPR should be used.

(b) Specially designed electric saws will be used for dissecting bones.

(c) Cultures, if necessary, may be obtained during the dissection. The prosectors decide how
far to dissect organs based on the he prosectors' best judgement or after consultation with
staff pathologists.

(d) Proper thin tissue blocks are made from each organ at the time of the autopsy and fixed
thoroughly in a bottle with an ample amount of fixative. Any retained tissue not submitted
in blocks will be stored in an appropriate container with an ample amount of fixative.

In case of Accidental Injury in the Autopsy Room:
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(a) Wash the affected skin area with antimicrobial soap and water, or flush mucous membrane
exposures with ample amounts of water or saline. Apply first aid if necessary.
(b) Immediately proceed to the Personnel Health Clinic or Emergency Department for further
treatment.
(¢) Notify supervisor and complete an accident report.
G) Ancillary Testing and Satellite Facilities General Procedures:

1) For capillary glucose testing, only house staff, staff physicians, physician assistants, nurse
practitioners, nurse clinicians and health technicians who have been trained on the glucose
meter by a certified laboratory-approved Abbott trainer may perform the test.

2) Employees who are exposed to blood or potentially contaminated body fluids by needlestick
or other sharps injuries, mucous membrane splashes, etc. must follow the Bloodborne Pathogen
Exposure Control Plan, Medical Center Policy 011-039. The physician in charge of Personnel
Health at the CBOC must complete, with the assistance of the employee, a “Federal Employees
Notice of Traumatic Injury Claim for Continuation of Pay/Compensation Form” (Form CA-1)
using E-COMP Program.

3) For patients in isolation, the Abbott Freestyle isolation bags are a special transparent isolation
sleeve that is used for the Abbott Precision Xceed Pro Glucose Meters. The disposable sleeve
is used once and disposed of properly by following OSHA and EPA guidelines. Alternatively,
contact isolation plastic transfer pipettes may be used. The same standard precautions
recommended by the Centers for Disease Control and Prevention should be followed (MCP
011-056 Isolation Precautions). All specimens should be treated as potentially infectious.

4) The same general laboratory guidelines to prevent the transmission of infectious diseases to
patient and laboratory employees (Policy No. 113-2) apply to all Ancillary Testing and CBOC
staff.

5) The Abbott Precision Xceed Pro Glucose meters must be cleaned after each use and between
each patient with Sterile Processing Service supplied cavi-wipes. Do not use 70% alcohol or
bleach products.

6) REFERENCES:
Louis Stokes Cleveland VA Medical Center Medical Center Policy 011-056, Isolation and Infection
Control Precautions Policy, January 2017

Northeast Ohio VA Healthcare System Medical Center Policy 011-031, Tuberculosis Control Plan,
April 2016

Infection Prevention and Control Bloodborne Pathogen Exposure Control Plan, April 2018
Louis Stokes Cleveland VA Medical Center Medical Center Policy COPS-002, Personnel Health
Infection Prevention and Control policy, Attachment F, Bloodborne Pathogen Exposure Control Plan,

September 2016

Northeast Ohio VA Healthcare System Medical Center Policy 011-084, Human Immunodeficiency
Virus Diagnostic Testing, October 2018
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7)

Louis Stokes Cleveland VA Medical Center Medical Center Policy 137-011, Refuse and infectious
Waste Management Program, March 2017

Ohio Administrative Codes 3701.23 Reporting contagious or infectious diseases, illnesses, health
condition, or unusual infectious agents or biological toxins.

Clinical and Laboratory Standards Institute, May 2014. Protection of Laboratory Workers from
Occupationally Acquired Infections: Approved Guideline, 4th edition, M29-A4. CLSI, Wayne PA

Clinical and Laboratory Standards Institute, June 2012. Clinical Laboratory Safety; Approved
Guideline, 3th edition, GP17-A3, CLSI, Wayne PA

Clinical and Laboratory Standards Institute, January 2011. Clinical Laboratory Waste Management;
Approved Guideline, 3rd edition, GP05-A3, CLSI, Wayne, PA

Circular of Information for the Use of Human Blood and Blood components, American Association of
Blood Banks, American Red Cross, America’s Blood Centers, and the Armed Services Blood Program
circular

RESCISSION: PALMS Infection Control Policy 113-2 dated January 27, 2016. The date of rescission
of this policy is March 27, 2022.

SUSAN BRINK MT (AMT), MLT (ASCP)
P&LMS Safety Officer

MOHAMMAD ANSARI, MDF
Chief, Pathology and Laboratory Medicine Service

CURTIS DONSKEY, MD
Chairman, Infection Prevention Committee
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APPENDIX D
Inactivation protocol EXAMPLE:

Before going to the PaLMs lab:

1. Prepare 560uL buffer AVL in a lysis tube (one for each sample).

2. Collect the following to bring with you to the PaLMs lab:

a. Qiagen DSP kit

b. P1000 pipette, P200 pipette, and appropriate tips (disinfect with 70% ethanol)
c. Vortex (disinfect with 70% ethanol)

d. Centrifuge (disinfect with 70% ethanol)

e. marker (disinfect with 70% ethanol)

f. RNAse free molecular biology grade H20

g. 100% molecular biology grade ETOH

At the PaLMs lab:

1. Turn on BSC, put on appropriate PPE (impervious gown, goggles, double gloves, and PAPR.
2. All the below steps to be completed in the BSC

3. Vortex swab in viral transport medium 1 minute

4. Use long pipette tips to pull off 140uL from each specimen and add to corresponding lysis tube
containing buffer AVL

a. If sample volume is less than 140uL, add enough PBS to balance

5. Heat 60°C for 30 minutes

6. Virus is now inactivated

7. Disinfect BSC and equipment with 70% ethanol or 10% sodium hypochlorite as appropriate
8. Alternatively to steps 1-9, 200ul of sample could be inactivated by use of heat at 56°C for 30
minutes in a heat block before moving on to RNA purification

Reference for heat inactivation of coronavirus:
https://www.journalofhospitalinfection.com/article/S0195-6701(20)30124-9/fulltext
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Verification protocol EXAMPLE

Validation of inactivation protocol:

In a laboratory setting, inactivation methods were tested against surrogate virus Pseudomonas
phage ®6 (HER102) (a double-stranded RNA enveloped virus) to simulate inactivation of SARS-
CoV-2 (a single-stranded RNA enveloped virus).

Method:
1. Bacteriophage was suspended in sterile water or lysis buffer AVL and heated at 60°C for 30
minutes® in a heat block.

2. Surviving virus was cultured using a top agar overlay method with host strain Pseudomonas
syringae var. phaseolicola (HER1102).

3. Virus presence was observed via lysis of host bacteria and the formation of plaques.
4. Test samples were compared against untreated controls.

*60°C for 30 minutes was chosen as per attached review of inactivation methods for
coronaviruses using heat (Journal of Hospital Infection by Kampf et al.), this method was most
effective to reduce viral load by >4 log10 PFU.

Results:
5.5log10 PFU reduction of Pseudomonas phage ®6 by heating method and heat + AVL.

Limitations:

As, currently, the VA does not possess the capability to test live SARS-CoV-2 inactivation
methods, Pseudomonas phage ®6 was chosen as a surrogate. However, based on the attached
Environmental Science and Technology publication by Aquino de Carvalho et al., Pseudomonas
phage ®6 may not be a good surrogate for all viruses, thus even after the virus is inactivated;
samples will continue to be handled with BSL-2+ with the knowledge that they may actually
contain live virus.

Reference for heat inactivation of coronavirus:
https://www.journalofhospitalinfection.com/article/S0195-6701(20)30124-9/fulltext

Reference for use of Pseudomonas phage ®6 (HER102) as a surrogate:
https://pubs.acs.org/doi/10.1021/acs.est.7b01296
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