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1. PURPOSE.
These are the Standard Operating Procedures for the North Florida/South Georgia Veterans Health System (NF/SGVHS) Subcommittee for Research Safety (SRS).  They are based on the VA (Department of Veterans Affairs) regulations and other applicable federal regulations governing the conduct of local research programs involving the use of potential hazards encountered in these settings, including, but not limited to biohazards, such as pathogens and etiologic agents corresponding to Biosafety Levels (BSL) 1-2, chemical,  physical, and radiation hazards.  NF/SGVHS does not currently have the capability to accommodate BSL-3 Research.
The major purpose of the Subcommittee for Research Safety is to ensure safety of personnel involved in research.  The SRS accomplishes its oversight function by reviewing VA Form 10-0398, Research Protocol Safety Survey for evaluation and review of personnel and laboratory safety responsibilities.  The NF/SGVHS performs expedited and full reviews of safety surveys based upon preview by the SRS Chair.

2. BACKGROUND.
Per VHA Handbook 1200.08 Safety of Personnel Engaged in Research, Research offices must maintain a Research Safety Program that is consistent with VA policies, Federal statutes and regulations from Occupational Safety and Health Administration (OSHA), the Environmental Protection Agency (EPA), the Nuclear Regulatory Commission (NRC), National Institutes of Health (NIH) and Centers for Disease Control and Prevention (CDC), etc., and any applicable State and local requirements.

3. DEFINITIONS AND ACRONYMS.
Animal.  The term “animal” is defined as any live vertebrate animal used or intended for use in research, research training, experimentation, or biological testing, or for a related purpose VHA Handbook 1200.7.  An animal for purposes of compliance with the Animal Welfare Act Regulations is any live or dead cat or dog, non-human primate, guinea pig, hamster, rabbit, or any other warm-blooded animal which is being used, or is intended for use in research, teaching, testing, or experimentation.  The term excludes birds, rats of the genus Rattus and mice of the genus Mus bred for use in research, and horses not used for research purposes and other farm animals, such as, but not limited to livestock or poultry, used or intended for use as food or fiber, or livestock or poultry used or intended for use in improving animal nutrition, breeding, management, or production efficiency, or for improving the quality of food or fiber.  

Associate Chief of Staff for Research (ACOS/R&D).  The ACOS/R&D is the individual with delegated authority for management of the research program at facilities with large, active programs.  The position of ACOS/R&D is established in the Office of the Chief of Staff (COS) when authorized by the Director and approved by the Veterans Integrated Service Network (VISN) Director.  The ACOS/R&D should have research, patient care, and teaching responsibilities, but should not have other major administrative responsibilities.  (VHA Directive 1200, VHA Handbook 1200.2).
Biohazards.  Biohazards include, but are not limited to, the following:
A. Pathogens and etiologic agents, human and non-human primate tissues including blood and body secretions, and human cell lines corresponding to BSL 1-4;

B. Toxins produced by microbial organisms;

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

D. Recombinant DNA molecule;

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

F. Animals experimentally or naturally exposed to any of the preceding.
University of Florida Institutional Biosafety Committee.  Since NF/SGVHS does not have its own BioSafety Committee, Research Service uses the University of Florida Institutional Biosafety Committee for all items 1-6 (Biohazards).  The IBC works in conjunction with the University of Florida Biological Safety Office to establish, monitor, and enforce policies or procedures for work with biohazardous materials.  The IBC is authorized to inspect research facilities; register, review, and approve research protocols; and to take actions to enforce safe research practices or halt research activities in the event of unsafe practices that endanger worker, community, or environmental health.  http://www.ehs.ufl.edu/Bio/default.asp
Chemical Hazards.  Chemical hazards include any substance or mixture of substances with properties capable of producing adverse effects on the health and safety of humans.  Chemical hazard categories include, but are not limited to, the following:

A. Corrosives;

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

C. Sensitizers;

D. Carcinogens, mutagens, and teratogens;

E. Flammables; and

F. Explosives.

Grants Administrative Core (GAC).  The Grants Administrative Core is a core group within the Research Admin office consisting of the staff that handles all grants and or protocols as well as coordinators of all R&D Committees and Subcommittees.   

Human Subject.  A human subject is a living individual about whom an investigator

conducting research obtains data through intervention or interaction with the individual or through identifiable private information (38 CFR 16.102(f)).  The definition provided in the Common Rule includes investigators, technicians, and others assisting investigators, when they serve in a "subject” role by being observed, manipulated, or sampled.  As required by 38 CFR 16.102(f) an intervention includes all physical procedures by which data are gathered and all physical, psychological, or environmental manipulations that are performed for research purposes (VHA Handbook 1200.5).

Institutional Official (IO).  The IO is the Director or Chief Executive Officer (CEO).  The IO is the VA official responsible for ensuring that the Research Safety Program at the facility has the resources and support necessary to comply with all federal regulations and guidelines that govern research safety.  The IO is legally authorized to represent the institution, is the signatory official for all Assurances and Accreditations, and assumes the obligations of the institution’s Assurance.  The IO is the point of contact for correspondence addressing research safety in accordance with VHA Handbook 1200.08.
Laboratory Safety Manual.  The Laboratory Safety Manual is designed to provide basic elements of laboratory safety and the policies and procedures that govern this facility.  All personnel must be familiar with the Laboratory Safety Manual.  A copy of the Laboratory Safety manual is required to be kept in each laboratory.  This manual serves as a resource and reference to assist in the minimization of risk associated with the VA Research Service employees’ daily responsibilities.

Office of Research and Development (ORD).  ORD is the office within VA Central Office responsible for the overall policy, planning, coordination, and direction of research activities within VHA.  ORO serves as the primary VHA component to advise the Undersecretary of Health on all matters pertaining to compliance and assurance of the protection of human and animal as well as research information which also includes impropriety and research misconduct.  
Physical Hazards.  Physical hazards include, but are not limited to, the following:

A. Ionizing and non-ionizing radiation,

B. Noise,

C. Vibration,

D. Extremes of temperature and pressure,

E. Explosive hazards,

F. Electrical hazards, and

G. Mechanical hazards.

Principal Investigator (PI).  Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team. 

Protocol.  A Protocol is the complete packet of materials submitted for safety review, including an abstract, research design and methodology descriptions and the delineation of the procedures for the protection of animals, human subjects and laboratory safety.  

Quorum.  A quorum is defined as a majority of the voting members.  At meetings of the SRS, a quorum must be established and maintained for the deliberation and vote on all matters requiring a vote.  (VHA Handbook 1200.08)

Research and Development Committee (R&D).  The R&D Committee is a local committee charged with oversight of all R&D activities within a facility.  The SRS is a subcommittee of the R&D committee.  The R&D Committee has the responsibility for granting final approval through the ACOS for Research that is being conducted at the VHA facility and verifies that the Research Program is compliant with all applicable regulations and policies.

Research Compliance Officer (RCO).  The Research Compliance Officer ensures that mechanisms and procedures are in place to support the compliance aspects of the Research Program, frequently developing new processes or revising existing ones as necessary.  The RCO is an active member of management who reports directly to the Director and provides guidance and counsel on incorporating compliance-related activities into the operations of the organization.  The RCO is an individual whose primary responsibility is oversight of research projects.  VA RCOs must conduct audits of research activities in accordance with VA requirements.  The RCO may facilitate along with Research Service, compliance education among research staff, R&D Committee members, investigators and their staff.  The RCO serves as a Consultant to the SRS Committee.
VA-Approved Research.  VA-approved research is research that has been granted final approval by the VA R&D Committee (VHA Handbook 1200.08).  
Without Compensation (WOC).  A WOC appointment is a VA appointment for a person who performs duties without any direct monetary compensation from VA (VHA Directive 1200)

4. RESPONSIBILITIES

Institutional Official (IO).  The institutional official is usually the medical center director.  This individual is responsible for ensuring that the research safety program is staffed adequately and that resources are available to maintain full compliance with all applicable regulations and standards of safety; ensures that all Research personnel are included in the facility Occupational Safety and Health program and that research space is included in annual workplace inspections; ensures resolution of any facilities-related deficiencies identified in inspections and provides engineering support and other technical assistance as needed.  In cooperation with the Associate Chief of Staff (ACOS) for R&D or Coordinator for Research (C for R&D), ensuring that measures for the security of the research laboratories and surrounding space is developed.  The IO is responsible for providing adequate administrative support for SRS, including space sufficient to provide privacy for conducting sensitive duties related to Biosafety, and the personnel to support the review and record-keeping and timely preparation of investigator correspondence and other documents.
SRS Chair and Members.  The SRS Chair and Members are responsible for:

A. Reviewing all Research Protocol Safety Survey forms to determine and assure that the applications receive expedited or full review by the committee as appropriate as well as assure all information is documented accurately and timely in the minutes.  

B. Reviewing all research activities involving biological, chemical, physical, and radiation hazards for compliance with all applicable regulations, policies, and guidelines prior to submission for R&D funding.  This includes a review of all research applications that will be conducted at the VA facility or by VA personnel with VA funding located off-site; and annual review of all active research protocols involving biological, chemical, physical, and radiation hazards, regardless of funding status or source.  
C. Conducting annual laboratory safety inspections.

D. Reviewing VA Form 10-0398, Research Protocol Safety Survey must include a risk assessment of the facilities, level of containment, laboratory procedures, practices, training and expertise of personnel involved in the specific research conducted including recombinant DNA research.
E. SRS must review proposed research at convened meetings at which a quorum (majority of voting members) is present.

F. Evaluating annually the effectiveness of the laboratory’s Chemical Hygiene Plan and making necessary revisions, and reviewing the Laboratory Safety Manual annually.

G. Ensuring coordination with other regulatory programs, personnel, or committees such as the Radiation Safety Officer or Radiation Safety Committee, Laboratory Safety Officer, and Institutional Biosafety Committee (IBC).

H. Holding SRS meetings at least quarterly.

I. Ensuring that all laboratory personnel receive necessary specific safety training.
J. Coordinating all safety-related activities in research laboratories including mandatory and non-mandatory training, safety inspections, accident reporting, and liaison activities with all facility safety committees and officials to include:

(1) Coordinating follow-up evaluations to ensure that deficiencies cited during inspections are permanently and effectively abated, and reporting follow-up results to the R&D Committee.
(2) Identifying the need for health surveillance of personnel involved in individual research projects; and if appropriate, advising the R&D Committee and Employee Health Practitioner on the need for such surveillance.
Investigators.  The responsibility of the Investigator is to:

A. Provide a Research Protocol Safety Survey form completed and signed along with an abstract and research project and a complete list of chemicals defined as “hazardous” to be used must be submitted with each research proposal to the SRS for review.  

B. Report problems and concerns about operation and containment practices and procedures as applicable to the Research Laboratory Safety Officer, Veterinary Medical Officer (VMO), Radiation Safety Officer, etc.

C. Ensure that all accidents are reported to the Employee Health Office and the facility safety office.

D. Secure approval of the R&D Committee through the SRS for any significant changes made in the approved original research plan.

E. Coordinate with appropriate safety staff (Laboratory Safety Officer, Industrial Hygienist, Radiation Safety Officer, Chemical Hygiene Officer) for removal or disposal of all chemicals, biological agents, radioisotopes, and waste generated by these materials.

F. Notify all pertinent personnel prior to departure from the laboratory as well as notifying all pertinent personnel prior to relocating the research laboratory space.
G. Ensure that a copy of the laboratory’s Chemical Hygiene Plan is readily available to all employees in the work area, that employees have been trained in the contents of the Plan, and that all provisions of the Plan are implemented in all laboratories under the PI’s supervision.

H. Maintain an up-to-date inventory of all hazardous chemicals located in the laboratory.

I. Ensuring that all laboratory personnel know the location of this inventory.
J. Investigating the deficiencies cited during all inspections of work areas. 

K. Submitting a written abatement plan for all deficiencies cited during inspections to SRS within the specified time limits.

SRS Coordinator.  The SRS Coordinator is responsible for assuring the applications are accurately processed, proper guidelines are followed, minutes are accurate, annual renewals are accomplished, files are maintained appropriately and securely and that all work is conducted in a timely manner, and SRS minutes are forwarded to the R&D Committee.
Research Laboratory Safety Officer.  The Research Laboratory Safety Officer is responsible for review of laboratory safety and for updating the Research Laboratory Safety Manual annually and presenting it to the SRS for approval.  

Chemical Hygiene Officer.  The Chemical Hygiene Officer is appointed by the ACOS/Research and oversees and updates the Chemical Hygiene Plan for Research Service.  This individual also presents chemical safety orientation to all new personnel working in the Research labs.  
R&D Committee.  The R&D Committee is responsible for:  

A. Acting upon SRS recommendations for approval or non-approval of reviewed proposals

B. submitted to ORD for funding consideration.

C. Granting final R&D Approval to all protocols (VA Form 10-0398, Research Protocol Safety Survey) prior to the initiation of research.  

D. Reviewing and acting upon SRS minutes.

E. Ensuring that the Research Office provides support to the SRS to assist in their functions.

F. Reviewing all citations issued by regulatory agencies and ensuring that appropriate committee members and PIs take prompt corrective actions, and coordinating the necessary responses to regulatory agencies

5. MEMBERSHIP

It is recommended that the Subcommittee on Research Safety (SRS) include member(s) from the facility safety committee, such as the Safety Officer or the Facility Infection Control Committee; the Institutional Animal Care and Use Committee (IACUC); the Radiation Safety Officer; and a liaison from an affiliated University Institutional Biosafety Committee.  
Each SRS must have at least five members, exclusive of ex-officio members; when the

research reviewed involves recombinant deoxyribonucleic acid (DNA) not exempt from the current NIH Guidelines for Research Involving Recombinant DNA Molecules.  The SRS must include two members not affiliated with the Institution.

It is usually necessary for the SRS membership to possess expertise in:

A. Etiologic agents, including bloodborne and airborne pathogens.

B. Chemical carcinogens and other chemical hazards.

C. Physical and radiation hazards.

It is recommended that at least one SRS member possesses specific occupational safety and health, environmental, and Department of Transportation expertise to ensure that all pertinent hazards in protocols are identified.  It is also advisable this member have first-hand knowledge of the space and facilities assigned to each Principal Investigator (PI) to ensure that research operations can be conducted safety.

It is highly desirable that the Veterinary Medical Officer (VMO), Veterinary Medical Consultant (VMC), or a member of the IACUC be appointed to SRS.

Ex-Officio Members.  Ex-officio members must include:
A. A liaison member from the local Research and Development (R&D) Committee (voting).
B. The Chemical Hygiene Officer (appointed by the ACOS/Research) (voting).
C. The Administrative Officer (AO) for R&D or other non-voting representative from the R&D office.

D. Chemical Hygiene Officer (appointed by the ACOS/Research) (voting).
E. An employee union safety representative

Appointment of Members.  SRS members and R&D Committee members forward the names of nominees for membership in SRS to the medical center Director.  The medical center Director must officially appoint members in writing.  NOTE:  In addition, the length of the appointment needs to be specified.

The facility Director appoints the SRS chairperson for the term of 1 year.  The SRS

Chairperson may be re-appointed without any lapse in time; however, the SRS chairperson may not simultaneously chair the R&D Committee or another research subcommittee. Members may be recommended by SRS and be appointed for three consecutive years with a letter from the Institutional Official or Medical Center Director and may be reappointed without any break in membership.
6. TRAINING
All laboratory personnel must receive specific safety training as it applies:
For all training listed in this section go to:  https://www.citiprogram.org/Default.asp?

· BioSecurity Training must be completed by all Research Personnel - Required Once 

Laboratory personnel will be notified as required by the IACUC or SRS for training:
· Bloodborne Pathogen

· Select Agents

· Biohazard Shipping

· Understanding Nanotechnology and its Implications

7. PROCESS OF RESEARCH PROTOCOL SAFETY EVALUATION

A. Expedited Review:
(1) The SRS Coordinator obtains a signed original Research Protocol Safety Survey along with an electronic version, the protocol/project and an abstract.  The document is logged onto the Safety Active List and Tracking Spreadsheet and circulates to the SRS Chair on Friday for review and signature.  
(2) If SRS Chair determines that the document falls into the expedited review category, the Chair completes the review.  (If the SRS chair determines any Research Protocol Safety Survey that does not meet the criteria for expedited review process, such protocols will be included in next SRS meeting agenda for full committee meeting). 
(3) The document is then circulated for the signature of the Industrial Hygienist, scanned and distributed to the SRS members for their information.  
(4) A copy is made and only the original Safety Evaluation Survey is placed in the Research Safe located in room E-584 for the HRPP Coordinator to be placed on the next R&D Agenda.  The GAC is then notified by email that the document is available for pickup/R&D approval.  
(5) This item is added to the next SRS Agenda, updated on the tracking spreadsheet (T-drive) with the SRS meeting date.  Hold a copy in the pending folder for the signed original to return. 

(6) If it is a Human Study, HRPP Coordinator distributes the final copy electronically to the PI and forwards the signed original to the SRS Coordinator for filing.  

(7) The tracking sheet and Active Safety List are updated to show that full approval has been granted; the original is filed in the SRS files to include the R&D Approval Letter.

B. Full-Review:
(1) The research protocols that involve animals, tissues, body fluids, microbiological agents, recombinant-DNA, chemicals, radiation/radiation generating equipment require full committee review process. 
(2) The SRS Coordinator obtains a signed original Research Protocol Safety Survey along with an electronic version, the protocol/project and an abstract.  
(3) The document is logged onto the Safety Active List and Tracking Spreadsheet and added to next SRS Agenda.  
(4) The Tracking Spreadsheet is updated indicating the SRS meeting/review date.  
(5) The item is noted on the next Safety Agenda and circulated to the subcommittee for review and approval.  
(6) After the meeting, the results (Approved, Approved Pending Modifications, and Tabled) are updated on the Tracking Sheet.  

(7) If Modifications are required, follow-up will be reported to the PI and the GAC will be notified by email.  
(8) The document will be held for revisions and the date the revised protocol is received will be noted.  
(9) Signatures will be obtained from the Radiation Safety Officer (RSO) – if appropriate, Industrial Hygienist, and Chair SRS.  
(10) The Safety signed document will then be scanned;  
(11) If it is a Human Study, the original will be forwarded to HRPP Coordinator via the Research Safe located in room E-584.  The GAC is then notified by email that the document is available for pickup/R&D approval.  
(12) If it is an Animal Study, the original will be matched with a copy of the ACORP, which typically is waiting for final Safety Approval before being circulated for signature.  
(13) Once the ACORP has been circulated, signed and scanned, a copy of the ACORP cover sheet and signature page are then forwarded to HRPP Coordinator along with the original signed Safety Evaluation via the Research Safe located in room E-584.  The GAC is then notified by email that the document is available for pickup/R&D approval.

(14) A copy is made to hold in a pending folder until the signed original is returned.  This item is updated on the tracking spreadsheet (T-drive) with current status noted.  

(15) After Original is signed by R&D and returned to SRS Coordinator:  
(16) If it is a Human Study, HRPP Coordinator distributes the final copy electronically to the PI and forwards the signed original to the SRS Coordinator for filing.  

(17) The tracking sheet and Active Safety List are updated to show that full approval has been granted; the original is filed in the SRS files to include the R&D Approval Letter.

C. Amendment:
The same guidelines for the Expedited or Full Review processing of a new Safety form applies based on the SRS Chair’s review.  If there have been no changes to the protocol, only a signed original and electronic version of the Research Safety Amendment Form is required.  

D. Annual Renewal/Continuing Review:
(1) Expedited Reviews will not require Annual Renewal.  Expedited reviews will be evaluated annually by answering the IRB/HRPP VA-Continuing Renewal to determine if any safety changes have occurred since last approval.  

(2) The HRPP Coordinator will submit the Continuing Review application to each PI prior to the anniversary of the IRB approval date.  

(3) If no safety changes have occurred, the PI will check and sign the Continuing Review Form verifying that there have been no changes and return to the HRPP Coordinator who will then provide a copy to the SRS Coordinator for the record.  

(4) If significant changes have occurred, the PI will be instructed to complete the Safety Evaluation Survey Form, sign and submit the original hard copy and an electronic version along with a Protocol and Abstract to the SRS Coordinator
(5) The annual Safety Evaluation Survey renewal for IACUC protocols will be done on IACUC protocol Anniversary.
E. Record Keeping:
File Originals in Safety Files and a copy of the R&D approval memo of the Annual Continuing Review Form will be filed in the IACUC folder
8. REFERENCES.
A. VHA Handbook 1200.08 Safety of Personnel Engaged in Research 

B. VHA Handbook 1200.1 dated, June 19, 2009 - Research and Development Committee

C. SOP for Research Continuing Review Process 

D. National Institutes of Health Guidelines for Research Involving Recombinant DNA

E. Molecules,” NIH Guidelines.  National Institutes of Health, Bethesda, MD, Sept. 2009 (http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm).
9. FOLLOW-UP-RESPONSIBILITY.
The Subcommittee for Research Safety is responsible for the annual review and revisions of this SOP as needed.

Initial Approval:
September 23, 2010
Revised:
October 22, 2010
