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[insert facility name here]
[bookmark: _GoBack]Subcommittee on Research Safety and Security (SRSS)
Standard Operating Procedures 


Requirement:  As required by VHA Directive 1200.01 para 8b(3) and as described in VHA Directive 1200.08 the following describes the Standard Operating Procedures of the [insert name of facility] Subcommittee on Research Safety and Security. This SOP is required because the [insert name of facility]: (check all that apply)	Comment by Klote, Mary M.: Edit for your institution

[bookmark: Check2]|_| operates a research laboratory; or
|_| conducts research involving chemical, biological, physical, or radiation hazards
|_| conducts research with recombinant DNA molecules*
*NOTE: If research with recombinant DNA is conducted in the facility, the facility Director must comply with all requirements with respect to composition of an Institutional Biosafety Committee (IBC) as specified in the NIH Guidelines.

This document must be updated, reviewed, and approved annually by the SRSS and forwarded to the Research and Development (R&D) Committee for approval. 

Purpose:  This SOP outlines the requirements of the operation of the SRSS.  This SOP does not replace the required service-wide safety manual.   The safety manual describes procedures of biohazard controls (e.g., engineering, procedures, and personal protective equipment), emergency procedures, and an emergency cascade phone list specific to the facility. 	Comment by Klote, Mary M.: Does anyone have one to share?

Other documents related to safety: Those laboratories that work at BSL 3 containment (see 1200.08 App. A) must maintain a separate, written, regularly updated laboratory manual that includes standard operating procedures and emergency procedures, and includes, but is not limited to a: spill, power outage, or breach of security. 	Comment by Klote, Mary M.: Does anyone have one to share?

Applicability:  The provisions of this SOP apply to all research that is conducted completely or partially in VA facilities, conducted in approved off-site locations and facilities, or conducted by VA researchers while on VA official duty time. The research may be VA funded, funded from extra-VA sources, or conducted without direct funding. As a minimum, facility safety personnel must verify that other or remote facilities adhere to health and safety standards that are equivalent to VA standards. 

Responsibilities:  

CRADO:

a. Requiring the review of mandatory safety surveys by the Biosafety Office prior to release of funding for any approved research proposals (see App. F). NOTE: Alternate safety surveys may be submitted following a complete audit and approval of the local research safety program by the CRADO. 
b. Establishing standards for acceptance or non-acceptance of submitted forms. NOTE: Failure to meet these standards will result in an administrative “hold.” The following is required:
(1) VA Form 10-0398 is required for all submissions for funding. 
(2) Title of submission must correspond to the title listed on the form. 
(3) Information, including negative responses, must be completely and accurately entered on the form. No blank fields will be acceptable for submission. 
(4) All authorized signatures and dates must be present and approval must be within 12 months of submission. 

c. Establishing procedures for the field to respond to a Hazard “hold.” 
(1) The VA medical center receiving notification of the “hold” must respond within 12 weeks of receipt. 
(2) Responses must be forwarded to the ORD service that placed the hold. 
(3) Resubmission of a research proposal does not qualify as a response, and will result in an automatic “hold.” Review for that funding cycle will proceed, but the application will not be reviewed in the following cycle until a response to the original “hold” has been received and approved by the Biosafety Office. 

d. Requesting copies of SRSS meeting minutes for review. The Biosafety Office must review SRSS minutes. 

e. Scheduling site visits when operational deficiencies in the safety program are detected following new construction or renovation, or as appropriate. Failure to correct deficiencies will result in withholding research funds. 

f. Responding to a CDC notice of failure to comply with the Select Agent Laboratory Registration Program. This is accomplished by a site visit or by withholding research funds or both for the specific research program. Failure to correct deficiencies will result in withholding research funds. 


Facility Director:

a. 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. 
b. 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. 

c. Ensuring the resolution of any facilities-related deficiencies identified in inspections. 
d. Providing engineering support in conducting ventilation maintenance and validation of required specifications. 
e. Providing the technical assistance of facility safety and health professionals as needed. 
f. 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 (see 1200.08 App. E). 
g. Providing adequate administrative support for SRSS, including:
(1) Space sufficient to provide privacy for conducting sensitive duties related to biosafety, 
(2) The personnel to support the review and record-keeping functions of SRSS, and 
(3) Support for the timely preparation of investigator correspondence and other documents. 

h.  Appointing members to the SRSS in writing


The ACOS for R&D / C for R&D:

a. Ensuring that safety related communications from the Chief Research and Development Officer (CRADO) are disseminated to appropriate personnel on time after receipt. 
b. Ensuring the responses to safety “holds.” 
c. Ensuring that research activity ceases until a particular “hold” is lifted. 
d. Ensuring continuous development and evaluation of performance standards of the Research Safety program. 

Research and Development Committee:

a. The R&D Committee must establish either an SRSS or multiple subcommittees dealing with different aspects of research safety. In some instances, alternate safety oversight and review mechanisms may be developed with an affiliate safety committee or committees.
(1) Pre-approval by the CRADO is required to use such an alternate mechanism. 
(2) The alternate mechanism does not absolve the R&D Committee from any responsibilities related to the SRSS functions. 

(3) If using the services of an external subcommittee, VA interests must be adequately represented by the inclusion of at least one VA employee with appropriate qualifications. 
(4) The SRSS must meet the requirements found in 1200.08 Appendix B. 

SRSS Members:

a.  Must declared personal and financial conflicts of interest and recuse from voting on issues related to the COI
b.  Must be nominated by a current SRSS or R&DC member for appointment by the Facility Director

SRSS Committee Responsibilities: 

a. 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 for funding that will be conducted at the VA facility or by VA personnel with VA funding located off-site.
 (1) Review VA Form 10-0398, Research Protocol Safety Survey (RPSS), (see Directive 1200.08 App. F) 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 (see Directive 1200.08 App. A). 
(2) All research projects involving biological, chemical, physical, and radiation hazards must be approved by SRS and then by the R&D Committee prior to commencement. SRS must review proposed research at convened meetings at which a quorum (majority of voting members) is present. NOTE: For the research to be approved, it must receive the approval of a majority of those voting members present at the meeting. A quorum must be maintained for each vote to occur. If a quorum is not maintained, the protocol must be tabled and only non-protocol related issues may be discussed. 

b. Providing written notification of the results of SRSS review to the R&D Committee, the Research Office, and the PI. 
c. Reviewing annually all active research protocols involving biological, chemical, physical, and radiation hazards, regardless of funding status or source. The date of continuing review will is based on the date of SRSS approval. Research protocol changes not included in the original application must be documented on an amended RPSS (see Directive 1200.08 App. F) and must be submitted to and reviewed by SRSS prior to the implementation of the changes. 
d. Ensuring that a complete list of all products containing chemicals designated or identified by OSHA or EPA as “hazardous” (see 1200.08 subpar. 6c (8), subpar. 6e (2), or applicable State requirements) has been submitted to the Safety Officer for review and approval prior to the submission of a protocol for local review. 
e. 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 
(2) Reporting follow-up results to the R&D Committee. 

f. Reporting operational problems or violations of directives to the Research Office within 30 days of occurrence or detection, unless SRSS determines that a report has been previously filed by the PI. 

g. 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. 

h. Maintaining adequate documentation of all the SRS or equivalent subcommittee activities. 

i. Forwarding minutes of SRSS to the Research Office 

j. Ensuring that all laboratory personnel receive annual research specific safety training. 

k. Holding SRS meetings at least quarterly. 

l. Ensuring coordination with other regulatory programs, personnel, or committees such as the Radiation Safety Officer or Radiation Safety Committee. 

m. Ensuring the collection of appropriate personnel samples to make employee exposure determinations whenever the proposed use of laboratory chemicals may potentially exceed OSHA Permissible Exposure Limits or Action Levels. 

n. Evaluating annually the effectiveness of the laboratory’s Chemical Hygiene Plan and making necessary revisions. 


o. Ensuring the review of investigation reports of all lost-time injuries and all significant adverse environmental events. 
p. Ensuring the proper reporting of injury and illness trends to the R&D Committee, as appropriate. 
q. Requesting, when appropriate, the appointment of an ad hoc committee (consisting of members with appropriate expertise) to investigate and report on occupational injuries, illnesses, and adverse environmental events. 
r. Ensuring the development of a policy for the preservation of employee medical and OSHA exposure records (see Directive 1200.08 subpar 6c(6)) and environmental records (i.e., hazardous waste, air monitoring). 
s. Cooperating with appropriate medical center personnel to review the quantity and type of hazardous waste generated by each PI annually. 
t. Providing technical assistance, where appropriate, in recycling programs and reduction of the quantity of waste.


RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR OR LABORATORY DIRECTOR 
The PI or Laboratory Director is responsible for research activities conducted in assigned space, including:
 a. Submitting a completed VA Form 10-0398 (see Directive 1200.08 App. F) to the medical center Research Office along with each research proposal to be submitted for funding.
(1) The “Work Proposed” section of the research proposal must accompany the survey. 
(2) The Research Office arranges for review of the proposal and evaluation by SRSS. 
(3) A complete list of chemicals defined as “hazardous” to be used must be submitted with each research proposal. NOTE: Not submitting such a list will result in failure to obtain approval by the facility Safety Officer. Review and approval by the Safety Officer is required prior to local review of protocols by the R&D Committee.  NOTE: This chemical inventory is reviewed and maintained locally by the Laboratory Director. 

b. Ensuring that active protocols and new pilot projects have been reviewed by SRS, regardless of funding status or source. 

c. Identifying laboratory specific hazards, and: (1) Ensuring that all personnel receive training specific to the hazard(s). 
(2) Advising laboratory personnel of any potential risk to themselves or the research environment. 

(3) Establishing and enforcing standards of practice which minimize employee exposures to biological, chemical, physical, and radiation hazards. 

d. Supervising the performance of the laboratory staff to ensure the correct use of required safety practices and techniques (including personal protective equipment). 

e. Ensuring that Biological Safety Cabinets are certified annually. NOTE: In research settings involving airborne pathogens, certification must be performed on a semi-annual basis. 

f. Reporting problems and concerns about operation and containment practices and procedures to the Research Safety Coordinator, facility Safety Officer, Veterinary Medical Officer (VMO) or Veterinary Medical Consultant (VMC) (if applicable), Radiation Safety Officer (if applicable), and other appropriate authorities. 

g. Ensuring that all accidents are reported to the Employee Health Office and the facility safety office using appropriate VHA forms. 

h. Securing approval of the R&D Committee through the SRSS for any significant changes made in the original research plan. 

i. Coordinating with appropriate safety staff such as the Radiation Safety Officer for removal or disposal of all chemicals, biological agents, radioisotopes, and waste generated by these materials. 

j. Notifying all pertinent personnel prior to departure from the laboratory. 

k. Notifying all pertinent personnel prior to relocating the research laboratory space. 

l. Ensuring that a copy of the laboratory’s Chemical Hygiene Plan is readily available to all employees in their 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. 

m. Maintaining employee exposure to hazardous chemicals in laboratory activities at the lowest possible levels. At no time may employee exposures to chemicals exceed the Permissible Exposure Limits established by OSHA (see Directive 1200.08 subpar. 6e(3)). 

n. Maintaining an up-to-date inventory of all hazardous chemicals located in the laboratory.
(1) Ensuring that all laboratory personnel know the location of this inventory. 
(2) Providing this inventory to the facility Safety Officer. 

o. Managing all biological and chemical waste in accordance with Federal, State, and local regulations and all VA, VHA, and facility policies.
(1) Seeking technical assistance when needed to ensure proper waste management. 
(2) Implementing waste reduction techniques, where appropriate. 

p. Investigating the deficiencies cited during all inspections of work areas. Submitting a written abatement plan for all deficiencies cited during inspections to SRSS within the specified time limits. 



Infrastructure of the SRSS

Membership


a. Each SRSS 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 SRSS must include two members not affiliated with the Institution. 
b. It is usually necessary for the SRSS membership to possess expertise in:
(1) Etiologic agents, including bloodborne and airborne pathogens. 
(2) Chemical carcinogens and other chemical hazards. 
(3) Physical and radiation hazards. 

c. It is recommended that at least one SRSS member possess 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. 

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

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 R&D Committee) (voting). 
c. The Administrative Officer (AO) for R&D or other non-voting representative from the R&D office. 
d. An employee union safety representative, or other union designee, whose voting status is determined by the applicable union contract. 


Appointment of Members:

a. SRSS members and R&D Committee members forward the names of nominees for membership in SRSS 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. 
b. The facility Director appoints the SRSS chairperson for the term of 1 year. The SRSS Chairperson may be re-appointed without any lapse in time; however, the SRSS chairperson may not simultaneously chair the R&D Committee or another research subcommittee. 

MEETINGS:

Agendas and minutes of the Subcommittee on Research Safety (SRSS) must be prepared according to the following format. 

1. AGENDA. 
An agenda is to be developed before each SRSS meeting and distributed to SRSS members at least 3 working days before the meeting. At a minimum, the agenda is to include:
a. Approval of Minutes. Approval of minutes of previous meeting (date). 
b. Unfinished Business. List pending items and individual responsible. 
c. New Business. Identify individual responsible when necessary.
(1) Standing Recurring Reports. Identify individual responsible. 
(2) Issues. Any issues not previously addressed by the body. 
(3) Other. Any other item that warrants review or discussion by the committee and is not routinely reviewed by the committee. 

d. Announcements 

e. Next Meeting. Date, time, and place of the next meeting. 


2. MINUTES. 
Minutes of all SRSS meetings must be prepared according to the following format.
a. Identification of the subcommittee to be centered at the top of the page, including the Department of Veterans Affairs (VA) medical center name and number. 
b. The first paragraph is to include:
(1) Place, date, and time of the meeting. 
(2) Name of presiding officer (chairperson). 
(3) The attendance record, which must list all individuals identified as members. Members are to be marked “Absent,” if the Chairperson or recorder has not been notified in advance. Members are to be marked “Excused,” if the Chairman or recorder was notified in advance. For each member, note their role on the committee and whether they are voting or nonvoting. 
(4) Indication that a quorum is present. NOTE: A quorum is defined as more than 50 percent of the voting members are present 



c. Succeeding paragraphs are to identify the recommendations, date of the meeting when the recommendation was initially made, action taken to date or a realistic date to expect resolution, and the status as “Closed” or “Pending.” For each project under consideration, list the name of the Principal Investigator (PI) and the complete name of the project. NOTE: 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 for resolution is noted. 
d. Minutes are not to be recorded verbatim except for recommendations; however, the substance of the discussion is to be reported clearly and concisely. After summation of the discussion, the minutes must reflect: 
(1) Conclusion. This indicates what was concluded from the discussion; for example, “The follow-up action plan was ineffective, and the issue is not considered resolved at this time.” If analysis of the data occurred in the meeting, then the conclusion of the analysis needs to be in the minutes. 
(2) Recommendation. This includes who or what is expected to change. 
(3) Action. This includes what action is appropriate in view of the cause, scope, and severity of the problem, and who is responsible for implementing the action. 
(4) Follow-Up or Evaluation. This identifies the date a status report is due on the action plan, the date the action plan will be implemented, or the date the action plan will be evaluated for accomplishment of expected outcome or impact of the changes made. 

e. For each new project, the motion passed by the committee (approved, approved pending clarification, deferred, disapproved) must be recorded with the exact vote; this must include the number voting for the motion, the number voting against the motion, and the number abstaining from voting on the motion. NOTE: The motion needs to be worded in such a way that it is clear which members will review revisions and have the authority to grant approval. 

f. The minutes must note which members excused themselves from voting on which project(s) to prevent conflicts of interest. 

g. Copies of any internal or external reports or correspondence with outside agencies referenced in the minutes need to be attached to the minutes if they are important to understanding the conduct of business. 

h. SRSS members having a scientific or monetary conflict of interest for the protocol under consideration may provide information helpful to the SRSS prior to deliberations, but must excuse themselves from the meeting once deliberations begin. 

i. Minutes must be written and published within 3 weeks of the meeting date. 

j. Minutes must be signed by the Chairperson of the SRSS. 
k. Approved minutes must be forwarded to the Research and Development (R&D) Committee for review and approval. The R&D Committee may review the minutes for content regarding committee functions, protocol review, education of members, and preparation of minutes. Recommendations for changes or improvements in SRSS procedures may be made, but the R&D Committee may not alter the SRSS minutes. 
l. Minutes must be maintained by the R&D Office and made available to VA Central Office upon request. 
1

