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[bookmark: _Toc355360114]1. PURPOSE.
The purpose of the Subcommittee for Research Safety (SRS) is to ensure the safety of all NF/SG VHS personnel conducting research involving the use of potential hazards encountered in research 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.

2. POLICY.
The SRS is responsible for the oversight of research activities and studies involving biological, chemical, physical, and radiation hazards, including assuring that studies are reviewed and in compliance with all applicable regulations, policies, and guidelines prior to approval by the NF/SG VHS Research and Development Committee (R&DC); reviewing, prior to submission, studies for VA R&D funding; conducting annual review and oversight of all studies with potential safety hazards; and conducting an annual program of review and coordination of all safety-related activities in research laboratories including mandatory and non-mandatory training, safety inspections, chemical inventory updates, accident reporting, and liaison activities with all facility safety committees and officials as required in VHA Handbooks 1200.08 and 1200.06.

[bookmark: _Toc355360116]3.  DEFINITIONS.
A. Administrative Closure. SRS study closure for administrative reasons, which include; failure to respond to SRS communications, failure to submit a requested SRS item, or by direction of the R&DC. 
B. Animal.  The term “animal” as covered by VHA Handbook 1200.07 and Animal Welfare Act Regulations (Sec. 1.1), 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 (Public Health Service (PHS) Policy on Humane Care and Use of Animals, Sec. III).
C. Animal Component of Research Protocol (ACORP).  The ACORP, the official VA animal protocol form, is a set of questions that must be considered during a review of animal protocols.  It must be used by VA’s Institutional Animal Care and Use Committee (IACUC) when a project involving animal research is submitted for consideration of VA funding.
D. Associate Chief of Staff (ACOS) for Research. The assigned individual who is responsible for the overall supervision and operation of NF/SGVHS Research Safety. 
E. Biological hazards / Biohazards.  Biological substances that pose a threat to the health of living organisms (human or animal). Biohazards include, but are not limited to, the following:
1. Pathogens and etiologic agents, human and non-human primate tissues including blood and body secretions, and human cell lines corresponding to BSL 1 and BSL-2;
2. Toxins produced by microbial organisms;
3. Poisonous, toxic, parasitic, and venomous animals or plants;
4. Recombinant DNA molecules;
5. Select agents, as specified in Title 42 Code of Federal Regulations (CFR) Part 73; 7 CFR 331; and 9 CFR 121; and
6. Animals experimentally or naturally exposed to any of the preceding.
F. Biological Agent. Any bacteria, viruses, rickettsia, parasites, prions, fungi, toxins, deoxyribonucleic acid (DNA), and ribonucleic acid (RNA), including any recombinant DNA or RNA, known to be, or suspected of being, hazardous to humans, plants, and animals.
G. Biological Safety Officer (BSO). The individual appointed to oversee management of Biosafety risks and implementation of the Biosafety Program.
H. Biosafety Level (BSL). A description of the degree of physical containment required to be employed to confine bio-hazardous organisms, including those containing recombinant DNA molecules, to reduce the potential for exposure of laboratory workers, persons outside of the laboratory, and the environment.  Biosafety levels are graded from BSL-1 (the least stringent) to BSL-4 (the most stringent).
I. 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:
1. Corrosives;
2. Toxic substances (poisons, irritants, asphyxiates);
3. Sensitizers;
4. Carcinogens, mutagens, and teratogens;
5. Flammables; and
6. Explosives.
J. Controlled Substances. Controlled substances are drugs or other substances that are controlled under the Controlled Substances Act (CSA).  This act categorizes all substances which are regulated under federal law into “schedules” depending on how hazardous they are.  The schedule the drug is placed under depends on its medical use, its potential for abuse, and its safety or how easily people become dependent on it. 
K. Ex-officio. By virtue of office or position.
L. Grants Administrative Core (GAC).  The Grants Administrative Core is a work team within the Research Service Office consisting of staff and administrators that are charged to administer all VA grant activities, and human, animal, laboratory and safety compliance.  The GAC members also act as R&D committee coordinators and liaisons.
M. Human Subject.  A human participant as a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or identifiable private information.    For research covered by Food and Drug Administration (FDA) regulations, human subject is defined as an individual who is or becomes a participant in a clinical investigation, either as a recipient of the test article or as a control.  For research covered by FDA device regulations, subject means a human who participates in an investigation, either as an individual on whom or on whose specimen an investigational device is used or as a control.  A subject may be in normal health or may have a medical condition or disease.
N. Human Subject Research Protocol.  A human subject research protocol clearly and plainly provides an overview of a proposed study in order to satisfy the VA organization’s guidelines for protecting the safety of human subjects who might be impacted by the research study.
O. Infections Biological Agents.  Biological agents and biologically derived materials that present a risk or potential risk to the health of humans and animals, either directly through infection or indirectly through damage to the environment.  Categories of potentially infectious biological materials include the following: 
1.	Human, animal, and plant pathogens (bacterial, parasites, fungi, viruses, prions).
2.	All human blood, blood products, tissues and certain body fluids (excluding routine use of human blood and body fluid for clinical purposes).
3.	Cultured cells and potentially infectious agents these cells may contain. 
4.	Clinical specimens.
5.	Infected animals and animal tissues.
P. Institutional Animal Care and Use Committee (IACUC). An IACUC is a committee formally designated by an institution to review and conduct continuing oversight of animal research to ensure ethical treatment of animals and compliance with animal research regulations and guidelines.  The IACUC is responsible for monitoring the animal care and use program (ACUP) and the facilities utilized to house and work with animals.
Q. Institutional Biosafety Committee (IBC).  The NF/SGVHS does not have its own Biosafety Committee. Therefore the Research Service uses the University of Florida Institutional Biosafety Committee (IBC), established by a Memorandum of Understanding (February 22, 2012).  Under the MOU, the UF IBC shall review and approve or disapprove, as appropriate, all requests to perform research using recombinant DNA (rDNA) at NF/SG VHS, whether funded or unfunded and without regard to funding agency.  While the UF IBC reviews research protocols for biosafety matters beyond biohazards, the scope of the UF IBC authority under the MOU extends only to rDNA.  The NF/SGVHS SRS reviews and approves or disapproves, as appropriate, VA research using rDNA after the review and approval by the UF IBC.  In addition, NF/SGVHS permits the UF IBC to inspect VA laboratories in which rDNA research is, or is proposed to be, conducted.  (NF/SGVHS recognizes that UF is authorized to conduct inspections jointly with VA Safety staff of VA labs in which UF funded research is conducted).
University of Florida Institutional Bio-Safety Committee Web site: http://www.ehs.ufl.edu/Bio/default.asp
R. Institutional Official (IO). The NF/SGVHS Medical Center Director serves as the IO and is responsible for all aspects of the research program including but not limited to human subjects protection, animal welfare care and use, privacy and security of VA data and biosafety.
S. Institutional Review Board (IRB). An IRB is a board, committee, or other group formally designated by an institution to review, approve, require modification in, disapprove, and conduct continuing oversight of human research in accordance with 38 CFR Part 16 and other applicable VA and Federal requirements.
T. 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 associated with VA laboratories must be familiar with the Laboratory Safety Manual.  A copy (either digital or paper) of the Laboratory Safety manual must be kept in each laboratory, and the Research Service SRS Coordinator’s office.  This manual serves as a resource and reference to assist in the minimization of risk associated with the VA Research Service employees’ daily responsibilities.  The NF/SGVHS Laboratory Safety Manual can be downloaded from:
http://www.northflorida.va.gov/NORTHFLORIDA/Research/SafetyCom.asp
U. Minor Changes.  Changes that do not substantively impact the nature of the research as related to safety (i.e. addition/deletion of research personnel, changes in laboratory location).
V. 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.  The ORD serves as the primary VHA component to advise the Under Secretary 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.  
W. Physical Hazards.  Physical hazards include, but are not limited to, the following:
1. Ionizing and non-ionizing radiation,
2. Noise,
3. Vibration,
4. Extremes of temperature and pressure,
5. Explosive hazards,
6. Electrical hazards, and
7. Mechanical hazards.

X. Principal Investigator (PI).  A qualified individual who is a VA Investigator designated by NF/SG VHS to direct a research project or program, and who usually writes the grant application and protocol.  The PI oversees scientific, technical, and day-to-day management of the research, and is considered to be the responsible leader of the research team.  
Y. Protocol for Research Safety.  A protocol, whether an ACORP or a human subject research protocol, is part of the submission packet to the Sub-Committee for Research Safety. The protocol, Research Protocol Safety Evaluation (VA Form 10-0398), and other required documents, are used to determine a study’s safety with regard to biological, chemical, physical, and radiation hazards and to determine compliance with all applicable regulations, policies, and guidelines prior to approval by the NF/SG VHS Research and Development Committee (R&DC), 
Z. Quorum.  A quorum is defined as a majority of the voting members.  At meetings of the R&D Committee and its subcommittees, including the SRS, a quorum must be established and maintained throughout the entire meeting in order for business to be conducted.    A member with a conflict of interest cannot 1) contribute to a quorum, 2) be present for the discussion of the issue for which they are conflicted, except to answer questions from the committee or 3) be present for the vote on the issue (VHA Handbook 1200.05).
AA. Recombinant DNA (rDNA). Molecules constructed outside of living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or molecules that result from their replication.
AB. Research and Development Committee (R&DC).  The Committee who assists the IO in fulfilling the responsibilities to ensure the NF/SGVHS research program operates effectively.  The R&DC, through its oversight of its subcommittees, makes appropriate recommendations to the IO based on their oversight and evaluation of the research program.
AC. Research Safety Coordinator. The research staff member in the Research and Development office assigned to provide secretarial and other administrative support to the SRS.
AD. Research Safety Administrator. The assigned individual who is responsible under the direction of the ACOS for the administrative operation of the NF/SGVHS Research Safety.  (Note: The AO for R&D generally assumes this role.)
AE. Select Agents and Toxins. Biological agents and toxins that are deemed to pose a threat to public, animal or plant health.  The Department of Health and Human Services (HHS), Centers for Disease Control and Prevention (CDC), and the United States Department of Agriculture (USDA) have identified those select agents and select agent toxins that are subject to protocol and regulatory oversight.  The HHS/CDC lists of select agents and toxins (including those that overlap with the USDA) are identified at 42 CFR 73.3 9HHS list) and 42 CFR 73.4 (Overlap list).  The USDA list of select agents and toxins are identified at 9 CFR 121.3.(National select agent registry: http://www.selectagents.gov/Select%20Agents%20and%20Toxins%20List.html)
AF. VA-Approved Research.  VA-approved research is research that has been granted final approval by the NF/SG VHS R&D Committee (VHA Handbook 1200.08).  VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. The research may be funded by VA, by other sponsors, or be unfunded (VHA Handbook 1200.01)
AG. Without Compensation (WOC).  A WOC appointment is a VA appointment for a person who performs duties without any direct monetary compensation from the VA (VHA Handbook 1200).

[bookmark: _Toc355360117]4. Delegation of Authority and RESPONSIBILITy.

A. NF/SG VHS Director (IO).  The NF/SG VHS Director is responsible for:  
1. Ensuring that the research safety program is staffed adequately and resources are available to maintain full compliance with all applicable regulations and standards of safety. 
2. Ensuring that all Research personnel are included in the facility Occupational Safety and Health program and that research space is included in annual workplace inspections. 
3. Ensuring the resolution of any facilities-related deficiencies identified in inspections.
4. Providing engineering support in conducting ventilation maintenance and validation of required specifications. 
5. Providing the technical assistance of facility safety and health professional, as needed. 
6. In cooperation with the Associate Chief of Staff (ACOS) for Research ensuring that measures for the security of the research laboratories and surrounding space are developed. 
7. Providing adequate administrative support for the SRS, including: a) space sufficient to provide privacy for conducting sensitive duties related to biosafety, b) the personnel to support the review and record-keeping functions of SRS, and c) support for the timely preparation of investigator correspondence and other documents.

B. Associate Chief of Staff for Research.  The NF/SG VHS Associate Chief of Staff for Research (ACOS/R) is responsible for: 
1. Ensuring that safety related communications from the Chief Research and Development Officer (CRADO) are disseminated to appropriate personnel
2. Ensuring the responses to safety “holds”. 
3. Ensuring that research activities cease until a particular “hold” is lifted. 
4. Ensuring continuous development and evaluation of performance standards of the Research Safety and Security Program.
5. Notifying the PI in a timely manner that all applicable R&DC and subcommittee approval(s) have been received and a research project can be initiated.
6. Notifying the PI in a timely manner that all applicable R&DC and subcommittee continuing review approval(s) have been received and a research project can be continued (continuing review).
7. Assignment of staff to provide administrative support to the SRS.
8. Serves as the Research Safety Administrator.

C. Research and Development Committee.  The NF/SG VHS R&D Committee (R&DC) is responsible for:  
1.  Establishing and providing oversight for the SRS committee, including assuring that the SRS meets the requirements of the VHA Handbook 1200.08, Appendix B, and approving the SRS Chair and SRS members. 
2.  Ensuring that the SRS reviews all study protocols for funding that involve safety hazards to personnel and the environment, and ensuring that the Safety Officer has bi-annually reviewed and approved a complete list of chemicals (identified as hazardous by OSHA or EPA). 
3. Acting upon SRS recommendations for approval or non-approval of reviewed proposals to be submitted to ORD for funding consideration; reviewing and acting upon SRS minutes.
4. Ensuring the development and implementation of the laboratory Chemical Hygiene Plan. 
5. Appointing a Chemical Hygiene Officer to provide technical guidance on the implementation of the Plan.  The Chemical Hygiene Officer must be a standing member of the SRS. 
6. Overseeing compliance with VHA Handbook 1200.08 by all NF/SG VHS Principal Investigators. 
7. Ensuring the development and implementation of safety protocols by all PIs for all their research studies, and that VA Form 10-0398, Research Protocol Safety Evaluation is completed. 
8. Granting final R&D approval to all protocols prior to the initiation of research. 
9. Ensuring support to the SRS to assist in their functions. 
10. Ensuring the SRS meeting minutes are documented correctly and maintained by the Research Service Office. 
11. Providing the ACOS/R, Medical Center Director, and VISN 8 safety officials with adequate information to evaluate the performance of the R&D safety program. 
12. Ensuring coordination with all other NF/SG VHS and applicable UF regulatory committees. 
13. Reviewing accident and injury trends reported by the SRS and recommending and ensuring the implementation of corrective actions. 
14. Ensuring that updates to the safety program provided by regulatory agencies are promptly acted upon.

D. Sub-Committee for Research Safety.  The Sub-Committee for Research Safety is responsible for:
1. 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&DC approval.  This includes a review of all research applications that will be conducted at the VA facility or by VA personnel with VA funding.
2. Reviewing VA Form 10-0398, Research Protocol Safety Evaluation including 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 (rDNA) research. 
3. Reviewing proposed research at convened meetings at which a quorum (majority of voting members) is present.  In order for the research to be approved, it must receive the approval of a majority of those voting members present at the meeting.
4. Excusing themselves from a SRS meeting once deliberations begin on any item under consideration when a scientific or monetary conflict of interest exists. 
5. Approving all research projects involving biological, chemical, physical, and radiation hazards, with a majority of members, and forwarding the SRS decision to the R&DC for review and approval prior to the commencement of the study. This is done via a written set of minutes or a written list of approved protocols forwarded to the R&DC.
6. Providing written notification of SRS outcomes to the R&DC and PI.
7. Annually reviewing all active research protocols involving biological, chemical, physical, and radiation hazards, regardless of funding status or source. All protocol changes must be documented, reviewed and approved.
8. Ensuring that, prior to R&DC approval, the SRS reviews all study protocols that involve safety hazards to personnel and the environment.
9. Coordinating all safety-related activities in research laboratories including mandatory and non-mandatory training, safety inspections, bi-annual chemical inventory up-dates, accident reporting, and liaison activities with all NF/SG VHS subcommittees and applicable UF committees (IBC and IRB). This includes follow-up evaluations and correction of deficiencies, and ensuring coordination with other regulatory facility committees. (i.e. R&DC subcommittees, VA Radiation Safety Officer, IRB, and VA Safety Officer).
10. Identifying the need for health surveillance of personnel involved in research projects and advising the R&DC and Employee Health, if needed.
11. Maintaining adequate documentation of all SRS activities and forwarding the SRS minutes to the R&DC and Research Service Office.
12. Ensuring that all laboratory personnel receive/review annual and specific research safety training as applicable. 
13. Holding the SRS meeting at least monthly, with a minimum of 11 meetings within the annual year. The SRS meeting schedule is available on the Research Service Web site at: http://www.northflorida.va.gov/NORTHFLORIDA/Research/indexResearchers.asp ;
14. Annually evaluate and correct, if needed, the effectiveness of the laboratories’ Chemical Hygiene Plan.
15. Ensure the review of all injury reports, adverse environmental reports, injury and illness trends. Conduct investigations as needed (Ad Hoc committees may be used) to provide corrective plans, and ensure issues have been resolved.  All issues and corrective action plans will be reported to the R&DC and ACOS/R.
16. Ensure there are policies and procedures in place to protect employee health, and work with the facility staff to review quantity and type of hazardous waste; monitor environmental factors, as needed, and maintain records; and provide technical assistance where applicable.

E. SRS Coordinator.  The SRS Coordinator is responsible for the following:
1.	Assuring that the Safety, Research Protocol Safety Evaluation form (VA Form 10-0398), Research Protocol Safety Amendment Form, and Request for Annual Continuing Safety Review Form are completed.
2.	Ensure that submissions are accurately processed, and proper guidelines are followed. 
3.	Compile and maintain minutes of SRS meetings.  Ensure that SRS minutes are accurate and that the final SRS approved minutes are submitted to the R&DC and Research Service.
4.	Ensure that annual safety renewals are accomplished within required timeframes.
5.	Ensure that files are maintained appropriately and securely.
6.	Maintain official roster of SRS members.
7.	Schedule SRS meetings.
8.	Distribute meeting materials prior to the scheduled meeting (minimum of 5 working days prior).
9.	Maintain all SRS documents and records.
10.	Facilitate communication between investigators and the SRS.
11.	Work closely with the SRS Chair on SRS reviewer assignments.
12.	Maintain electronic spreadsheet (database) for tracking purposes and record incoming information into the spreadsheet. 
13.	Serve as the resource for investigators on SRS procedures and practices, and provide guidance regarding submission procedures.
14.	Draft reports and correspondence on behalf of the SRS or SRS Chairperson.
15.	Review SRS submissions/documents for accuracy.

F. SRS Chairperson or designee.  The SRS Chair is responsible for:
1. Conducting each meeting in an orderly manner. 
2. Chairing the meeting, conducting business so that each item is fairly and completely reviewed, and that the SRS reaches a decision on each item.
3. Assigning or conducting SRS duties/functions/reviews as needed.
4. Reviewing and signing correspondence and minutes on behalf of the SRS. 
5. Committing to a term of at least 1-year with option for re-appointment without any lapse in time.
6. Not simultaneously chairing the R&D Committee or another research subcommittee.
G. 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.  

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

I. Radiation Safety Officer.  The Radiation Safety Officer is appointed by the Institutional Official and reviews all research involving use of ionizing radiation to ensure safe and effective use.  

J. Principal Investigators.  All NF/SG VHS Principal Investigators are responsible for:
1. Ensuring all active protocols and new projects have been reviewed and approved by SRS, regardless of funding status or source, prior to initiating any research activities.
2. Providing a complete and signed Research Protocol Safety Evaluation form (VA Form 10-0398), Coversheet – Safety, abstract, protocol, complete list of “hazardous” chemicals, training records, radiation safety approval letter (if required, and other required documentation) to the SRS Coordinator before the published submission deadline for the next SRS meeting.
3. Reporting 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, SRS, and other facility officials as required.
4. Minimizing employee exposure to hazardous chemicals.  At no time may employee exposures to chemicals exceed the Permissible Exposure Limits established by OSHA.   
5. Ensuring that all work related or research related injuries/accidents/exposures of VA personnel to hazardous, toxic, or infectious agents (on or off-site) are reported within 5 business days to the Research Office, SRS, Employee Health Office and the Facility Safety Officer using appropriate VHA reporting processes.
6. Securing approval of the R&D Committee through the SRS for any significant changes made in the approved original research plan (documented using the Research Protocol Safety Amendment Form).
7. Securing annual and 3-year ACORP continuing safety reviews through the SRS (documented using the Request for Annual Continuing Safety Review Form).
8. Coordinating with appropriate safety staff (Laboratory Safety Officer, Industrial Hygienist, Radiation Safety Officer, and Chemical Hygiene Officer) for the removal or disposal of all chemicals, biological agents, radioisotopes, and waste generated by these materials.
9. Notifying all pertinent Research Service personnel prior to departure from the laboratory, as well as, notifying all pertinent Research Service personnel prior to relocating the research laboratory space.
10. Ensuring 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.
11. Maintaining an up-to-date inventory of all hazardous chemicals located in the laboratory.
12. Ensuring that all laboratory personnel know the location of this inventory.
13. Maintaining an up to date file of Safety Data Sheets (SDS) for all chemicals.
14. Assessing risk, that is, probability of harm, injury, or disease in the laboratory and ensuring proper level of containment.
15. Investigating the deficiencies cited during all inspections of work areas.
16. Submitting a written abatement plan for all deficiencies cited during inspections to SRS within the specified time limits.
.
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A. The NF/SH VHS Sub-Committee for Research Safety (SRS) will include the following member roles: 
1. SRS Chair (voting)
2. SRS Vice Chair (UF Affiliated, voting)
3. Member of the Research and Development Committee, and R&DC Liaison (SRS Chair, voting)
4. Chemical Hygiene Officer (Ex Officio voting)
5. Biological Safety Officer / Alternate Biological Safety Officer (UF Affiliated, voting)
*only one vote may be cast between the primary BSO and the alternate; they may not simultaneously vote on any single item.
6. Safety Officer (Facility Safety Officer, voting)
7. Industrial Hygienist (voting)
8. Radiation Safety Officer (voting)
9. Laboratory Safety Officer (voting)
10. VA Representative on UF IBC (voting)
11. 3 VA Scientists/Principal Investigators (voting)
12. 1 VA Clinician/Principal Investigator (voting)
13. 3 UF Affiliated Scientists/Principal Investigators (voting)
14. Administrative Officer for Research Service (Research Service Liaison, Ex Official Member R&DC) (Ex Officio, non-voting)
15. NF/SG VHS Union Representative (Ex Officio, non-voting)
16. Research Service Liaison (Ex Officio, non-voting)
17. Research Compliance Officer and Research Compliance Auditor (Consultants, non-voting)
18. SRS Coordinator (non-voting)

B. The SRS maintains at least five voting members, exclusive of ex-officio members at all times. Routinely the SRS has from 10 to 15 voting members, each person representing more than one role listed above.  A minimum of one UF affiliated member must attend each SRS meeting.  The expertise of the SRS membership is diverse and represents expertise in the local facility, and various safety and research areas such as:
1. Etiologic agents, including blood borne and airborne pathogens
2. Chemical carcinogens and other chemical hazards
3. Physical and radiation hazards
4. Specific occupational safety and health, environmental
5. Research operations

C.  Appointment of Members.
	SRS and R&DC members may forward the names of nominees for membership to the Research Service Office.  Nominees will be forwarded to the RD&C for review.  The R&DC votes on the appointment of all SRS members and the Medical Center Director officially appoints members and the Chair in writing.  The lengths of the appointments are: 
1. The SRS Chair is appointed for the term of 1 year.  The SRS Chair may be re-appointed without any lapse in time; however, the SRS Chair may not simultaneously chair the R&D Committee or another research subcommittee.
2. Members may be appointed for up to three consecutive years and may be reappointed without any break in membership.
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The SRS Coordinator provides an agenda with attachments for review and approval to the SRS members prior to the SRS meeting.  Examples of items for review/approval may include: finalized SRS meeting minutes, unfinished business, new business, reoccurring reports, and other needed discussion of pertinent issues. 

The SRS minutes document the discussion of the SRS meeting and includes the place, date, and time (start and end) of the meeting, attendance record including a lists of guests, the signature of the SRS Chair, an indication of quorum on all votes, a record of all discussions (including conclusions, recommendations, follow-up needed, actions taken, conflicts of interest, and deliberation recusals).

A recommendation is not to be carried for more than two meetings awaiting a resolution unless there is clear documentation that a plan of action is being followed and an anticipated date of resolution is noted in the minutes.  

In addition, the SRS must review, at its next convened meeting, any report involving an incident or event as described in Handbook 1058.01, Section 9. Requirements Related to Research Safety.
1. Emergency sessions of the SRS may be convened if an incident is a significant risk to the safety of research personnel or the environment.
1. If the significance of a reported event is not clear, the SRS Chair, or designee, must consult the ORO RO and the ORO Associate Director for Research Safety and Animal Welfare.
1. Following the requirements of Handbook 1058.01, Section 9. Requirements Related to Research Safety, the SRS Chair must send a written report on reportable incidents to the Medical Center (MC) Director within 5 business days, and copy the ACOS/R and R&DC Chair. 
1. The SRS must reach a determination that a reportable event did (or did not) occur within 30-45 days after receiving a relevant report. Remedial actions involving a specific study or research team must be completed within 90-120 days of the SRS’s determination, unless remediation required substantial renovation, fiscal expenditure, legal negotiation, etc. The determination will be discussed with the R&DC Chair and ACOS/R, and reported to the MC Director.

Minutes are written and published within 3 weeks of the meeting date, reviewed and approved at the next meeting.  The minutes are signed by the SRS Chair and distributed to:   
· PDF copy to R&D Secretary
· PDF copy to Safety Committee Members
· File Original in Committee Meeting Minutes Binder

[bookmark: _Toc355360120]TRAINING

Training requirements for all personnel are specified in Appendix A Guidelines for Safety Training. Both initial and annual trainings are specified in the Guidelines.

Training certificates must be provided at the time of submission with these documents: Coversheet – Safety, Research Protocol Safety Evaluation Form (VA Form 10-0398), Research Protocol Safety Amendment Form, and Request for Annual Continuing Safety Review Form. 
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A. Safety Protocol Review Guidelines
1. All study protocols (human, animal and laboratory) must have an initial Safety evaluation.
2. Bench studies (non-human/non animal – does not go through IACUC or IRB)
2. Should the study require an initial SRS Full Board Safety Review (because there is a lab involved and there are safety issues), the IACUC Coordinator will monitor this study and will receive the annual safety renewal through the Safety Committee.  
2. Should the study have an initial SRS Chair Safety Review (there are no safety issues), this study will be treated as a non-human study and does not require any further action by the SRS, and will be processed through the HRPP Office.
3. The review of the Research Protocol Safety Evaluation (VA Form 10-0398), for each protocol, 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. 
4. All studies that receive an initial Full Board SRS evaluation must complete the Annual Renewal/Continuing Review by the anniversary SRS approval date (365 days after the initial or last SRS approval date – Committee meeting date).  All IACUC studies must also annually submit an ACORP 3rd Year Safety Renewal for a Full Board SRS evaluation.
5. At least 60 days before the end date of a study’s current approval period, notice is sent by the HRPP, IACUC, or SRS Coordinator to inform the study PI that they are required to submit their Request for Annual Continuing Safety Review.
6. Safety protocol reviews will be performed at the same time IRB and IACUC reviews are being performed.
7. No study with a safety component may be given initial approval by the R&DC unless the Safety evaluation has been reviewed and approved by the SRS, and the SRS Chair has signed the Safety evaluation form.
8. Under no circumstances may a study (human, animal or laboratory) start without the final R&DC approval of the initial protocol.
9. Consideration of pending items for a protocol in review by the SRS may not be carried for more than two SRS meetings awaiting a resolution unless there is a clearly documented plan of action and an anticipated date of resolution is noted. 
10. Should a study under review pass its last date of SRS approval, remedial actions will occur, based on the requirements of Handbook 1058.01, Section 9- Requirements Related to Research Safety.  Remedial actions involving a specific study or research team must be completed within 90-120 days of the SRS’s determination, unless remediation requires substantial renovation, fiscal expenditure, legal negotiation, etc. The determination will be discussed with the R&DC Chair and ACOS/R, and reported to the MC Director.
11. The Study Start Date is: The date the study is initially approved by the R&DC (Committee meeting date).  
12. The SRS Expiration Date is:  No longer than 1 year (365 days) from date of the SRS (Committee meeting date) initial or annual approval.


B. Initial Safety Protocol Review
1. The SRS Coordinator obtains a complete and signed original Research Protocol Safety Evaluation (VA Form 10-0398), along with the Coversheet-Safety, protocol, abstract, approval letters and training certificates, if required, from the Principal Investigator. The PI must complete and submit the following documentation to the SRS for review at the time of initial research protocol submission:
i.  A complete signed electronic copy of the NF/SGVHS Initial Review packet (depending on the protocol type – applicable Animal, Basic Science, or Human Study documents).  The title listed on all forms in the submission packet must be identical to the title of the research proposal.
ii. An electronic copy of the Chemical Inventory list, Research protocol, Abstract and all other applicable subcommittee/committee forms.
2. An electronic copy of the initial review packet will be forwarded to the SRS reviewers for review/comment at the next SRS meeting.  The reviewers present their findings at the next convened meeting of the SRS.    
3. This study is added to the next SRS Agenda and discussed during the SRS meeting.
4. A quorum (majority of voting members) must be present during the discussion and vote in order for the research to be approved.  If quorum is not maintained the protocol will be tabled.
5. Following the reviewers presentation and SRS discussion of the items, one of the following recommendations is made and voted upon by the SRS:
i. Approved – No issues
ii. Contingent Approval – Revisions are requested.  The PI must address SRS requested revision(s) or requirement(s).  PI response will be reviewed in a timely fashion by the SRS Chairperson or designee. 
iii. Tabled – Numerous /significant issues that cannot be resolved during the SRS meeting.  PI response is sent to the reviewer(s), but requires full committee consideration for approval. Response will be placed on the next regularly scheduled meeting agenda.
iv. Disapproved – Proposal cannot be conducted at NF/SGVHS.
6. Once all applicable subcommittee/committee approvals have been obtained, the R&DC Coordinator will place the protocol on the R&DC meeting agenda for vote at the next fully convened R&DC meeting. 
7. Following approval by the R&DC, the HRPP or IACUC Coordinator will email the final approved copy of the SRS Evaluation Form and original R&DC Initial Approval Letter to the PI. The original Evaluation Form, supporting documents and copy of the ACOS Approval Letter are put into the SRS Study file (filed by PI last name and title).
8. The HRPP or IACUC Coordinator will update the Master Study Spreadsheet and ePromise to show that full Safety approval has been granted.

C. Amendments for Safety Protocols
1. The SRS Coordinator obtains a complete and signed original Research Protocol Safety Amendment Form, along with the Coversheet-Safety, protocol, abstract, IRB/IACUC approval letters and training certificates, if required, from the Principal Investigator.  
a.   If the HRPP or IACUC Coordinators receive a HRPP or IACUC protocol with amendments, they will ask the PI if there are also Safety Protocol changes.  If there are Safety Protocol changes that impact safety, the Coordinator will make sure the PI knows to complete and submit a Research Protocol Safety Amendment Form, Coversheet-Safety, and supporting documents, to be submitted to the SRS Coordinator. If there are no safety protocol changes such research protocols only requires a Chair Review.
b.   A change in location/lab, research activity, use of chemicals, radiation, rDNA, PI, or the addition of personnel/staff requires Full-Board SRS Review.  
c.   Removal of personnel/staff only requires a Chair Review. 
2. The SRS Coordinator reviews the forms and documents to determine if the Safety protocol is complete and if full SRS Committee review is required.  If full review is required the Safety Protocol Amendment will be placed on the next SRS meeting agenda as an item for discussion.
3. The SRS Committee will notify the PI in writing of the SRS decision. 

D. Annual Renewal/Continuing Review for Safety Protocols
1. All Safety protocols/studies require annual SRS continuing safety renewal (and for animal studies: 3 year renewals).
2. The HRPP, IACUC, or SRS Coordinators notify the PI that the Request for Annual Continuing Safety Review, Coversheet-Safety and supporting documents must be submitted 60-90 days prior to the anniversary of the SRS approval date.
3. The PI must submit a complete signed SRS Request for Study Closure, along with all other applicable corresponding documentation).  
4. If there have been no changes to the protocol, only a signed original of the Coversheet – Safety and the Request for Annual Continuing Safety Review are required.  The Chair or a designee will review and approve such protocol renewals.  
5. For Safety protocols with minor to extensive changes within the past renewal period, SRS Committee Review is required.  
6. The annual Safety Evaluation Renewals for IACUC and HRPP protocols are due before the SRS protocol approval anniversary (365 days after prior SRS approval date).  It is suggested that the continuing review be submitted such that it can be reviewed at least two SRS meetings prior to the expiration date. When the Safety Evaluation is reviewed/approved before the annual renewal deadline SRS will grant approvals effective anniversary approval date. 
7. Written communication of approval is signed by the SRS Chairperson and the ACOS/R&D who notifies the PI of approval.

E. Study Closure
1. PI must submit the signed SRS Request for Study Closure form and all applicable documents (i.e. IRB/IACUC study closure letter, etc.)
2. Closure review is placed on the agenda for the next regularly scheduled meeting to assure all reagents and chemicals associated with the protocol being closed have been transferred or placed in waste disposal. 
Written communication of study closure is signed by the SRS Chairperson and the ACOS/R&DC who notifies the PI of study closure.
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Appendix A
GUIDELINES FOR SAFETY TRAINING
NF/SGVHS Sub-Committee for Research Safety
APPROVED BY THE SUB-COMMITTEE FOR RESEARCH SAFETY ON MARCH 28, 2013

	REQUIRED FOR
	FREQUENCY
	TRAINING TITLE
	METHOD

	
TRAINING REQUIRED WHEN FIRST HIRED OR STARTING A NEW POSITION

	All VA-Paid and WOC employees who work in VA biological research labs*, work with hazardous agents including select agents or toxins, work in BSL-2 labs, and all employees that have administrative duties associated with such labs.
	Initially** and 
Only One Time
(within 30 days
of hire)
	VA ORD Biosecurity Training, Basic Course
	CITI
http://www.citiprogram.org

	All VA-Paid and WOC employees who are responsible for shipping (sending) bio-hazardous materials in VA labs
	Initially
(within 30 days
of hire)
	VA Biohazard Shipping Training
	CITI
http://www.citiprogram.org

	All VA-Paid and WOC employees who work with human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones and/or animals exposed to such materials in VA labs
	Initially
(within 30 days
of hire)
	VA Blood borne Pathogens,
Basic Course
	CITI
http://www.citiprogram.org

	All VA-Paid or WOC employees who work with nanotechnology in VA labs
	Initially
(within 30 days
of hire)
	VA Understanding Nanotechnology and Its Implications
	CITI
http://www.citiprogram.org

	All VA-Paid and WOC employees who work in a VA lab.
	Initially
(within 30 days
of hire)
	Review and training on the Lab’s Chemical Hygiene Plan
	Provided by the
Lab’s PI

	All VA-Paid and WOC employees who work in a VA lab with liquid nitrogen present.
	Initially
(within 30 days
of hire)
	Liquid Nitrogen Training
	Provided by the
Lab’s PI

	All VA-Paid and WOC employees who work in a VA lab and deal with radiation.
	Initially
(within 30 days
of hire)
	Radiation Safety Training
	Provided by the
Radiation Safety Officer
(Dr. S. Shukla, Ext. 6514, Sal.Shukla@va.gov)


  *NOTE: VA labs = VA biological research laboratories that may include work with bio-hazardous materials, blood borne pathogens, radiation, chemicals, and other potentially hazardous materials
**NOTE: Definition of “initially” = training must be taken within 30 days of the employee’s hire date.

Appendix A

GUIDELINES FOR SAFETY TRAINING – Continued

	REQUIRED FOR
	FREQUENCY
	TRAINING TITLE
	METHOD

	
TRAINING REQUIRED ANNUALLY

	All VA-Paid and WOC employees who are responsible for shipping (sending) bio-hazardous materials in VA labs
	Every 2 Years
(within 730 days
of last training
	VA Biohazard Shipping Training
	CITI
http://www.citiprogram.org

	All VA-Paid and WOC employees who work with human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones and/or animals exposed to such materials in VA labs
	Annually
(within 365 days
of last training
	VA Blood borne Pathogens, Basic Course
	CITI
http://www.citiprogram.org

	All VA-Paid or WOC employees who work with nanotechnology in VA labs
	Annually
(within 365 days
of last training
	VA Understanding Nanotechnology and Its Implications
	CITI
http://www.citiprogram.org

	All VA-Paid and WOC employees who work in a VA lab.
	Annually
(within 365 days
of last training
	Review and training on the Lab’s Chemical Hygiene Plan
	Provided by the Lab’s PI

	All VA-Paid and WOC employees who work in a VA lab and deal with radiation.
	Annually
(within 365 days
of last training
	Radiation Safety Training
	Provided by the
Radiation Safety Officer
(Dr. S. Shukla, Ext. 6514, Sal.Shukla@va.gov)

	
REFERENCES:  
· VHA Handbook 1200.06
· VHA Handbook 1200.08
· Title 29 CFR 1910.1030
· CDC-NIH Biosafety in Microbiological and Biomedical Laboratories, 5th Edition

	
NOTE:
· Training Certificates must be provided as proof of completing initial and annual training when protocols and Safety Evaluations (initial, annual, 3-year ACORP and amendments) are submitted for SRS review.
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VHA Handbook 1200
VHA Handbook 1200.01
VHA Handbook 1200.06
VHA Handbook 1200.08
VHA Handbook 1058.01
TITLE 42 CFR PART 73.3 - HHS select agents and toxins
TITLE 42 CFR PART 73.4 - Overlap select agents and toxins
TITLE 7 CFR PART 331 – Possession, Use, and Transfer of Select Agents and Toxins
TITLE 9 CFR PART 121 – Possession, Use, and Transfer of Select Agents and Toxins
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The Subcommittee for Research Safety is responsible for the annual review and revisions of this SOP as needed.

Initial Approval:     	09/23/2009
Revised:  		11/04/2013
