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DEPARTMENT OF VETERANS AFFAIRS (VA)

SALT LAKE CITY HEALTH CARE SYSTEM

Salt Lake City, Utah

MEMORANDUM 151.04                                                                                     
June 21, 2016



SUBCOMMITTEE ON RESEARCH SAFETY
1. PURPOSES:

a. To establish the Subcommittee on Research Safety (SRS) as a subcommittee of the Research and Development Committee (RDC) and the Safety, Occupational Health and Fire Protection (SOHFP) Committee at the VA Salt Lake City Health Care System (VASLCHCS).

b. To establish the Institutional Biosafety Committee (IBC) as a subcommittee of the SRS.

2. POLICIES:

a. This policy applies to all VA research laboratories, VA funded research laboratories off campus, and all non-VA funded research conducted on VA property.

b. The SRS must meet all requirements of VHA Handbook 1200.08, Safety of Personnel Engaged in Research. The SRS reviews all Research Protocol Safety Surveys (RPSS) and oversees the Research Safety and Security Program (RSPP).  This includes all safety, laboratory security, environmental, and emergency response issues related to research.

c. The SRS will convene the IBC when research involving recombinant DNA that is not exempt from the National Institutes of Health (NIH) Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines) is being reviewed.  The IBC is registered with NIH Office of Biotechnology Activities (OBA) and must meet all requirements of the NIH Guidelines.   

d. The SRS Chair must be approved by the RDC and appointed in writing by the VASLCHCS Director for a term of one year.  The Chair may be re-appointed without any lapse in time.  The SRS Chair also serves as the IBC Chair, but may not simultaneously chair the RDC or any other subcommittee of the RDC. The Chair will normally be a research principal investigator (PI) or member of the RDC.  Any voting member may be the Acting Chair for the purpose of conducting a meeting when the Chair is not present.
e. SRS and IBC members, other than ex-officio members, must be appointed in writing by the VASLCHCS Director for a specified period of time, normally three years. Members may be re-appointed without any lapse in time. Ex-officio members must also appointed in writing by the Director, but no period of time is specified.   
f. Except for community members, the membership of the SRS and IBC are the same and appointment to the SRS implies appointment to the IBC.  A community member may be appointed to the SRS and IBC, or to just the IBC. (NIH Guidelines require the IBC to have two community members, but community members are optional for the SRS.)  
g. Excused absences require the member to notify the Chair or Research Administration in advance. Substitutes for voting members are not authorized, except when an alternate member has been appointed in writing by the Director.  Alternate members are appointed and participate in meetings according to the following guidelines:

(1) The alternate must be appointed in advance as the alternate for a specific primary member by name.  

(2) Alternate members are expected to attend if possible when the primary member is not available.  When the alternate attends in place of the primary member, the alternate has the same voting status as the primary member.  Alternate members are expected to vote according to their own best judgment, and are not to be influenced by what the primary member would do. 

(3) If the alternate attends meetings when the primary member is also present, the alternate will be there as a non-voting guest.  
(4) Alternate members will receive all applicable SRS and IBC agenda items and minutes to keep them informed of the committee activities.

h. Members who do not attend six consecutive committee meetings may be replaced.
i. Conflicts of Interest.  SRS and IBC members and others in attendance are required to recuse themselves from the meeting during deliberation and voting on any protocol for which they have a financial conflict of interest and any protocol which they are a participant in.  Anyone who is aware of a potential conflict of interest should remind the individual or raise the question if the individual does not leave the meeting.   

3. DEFINITIONS:
a. Ex-officio members are members of the SRS based on their position.  They may be voting or non-voting.

b. Quorum is more than 50 percent of the voting members.

c. Core members are designated members that count toward the VHA Handbook 1200.08 requirement for the SRS to have at least five core members.
4. COMMITTEE MEMBERSHIP:

a. Voting Members. SRS membership will include the following voting members. Individuals may fill more than one role.
(1) Chair.

(2) Research Chemical Hygiene Officer (CHO)—ex-officio, appointed by the RDC.

(3) Research Bioengineering Technician—ex-officio.

(4) At least three research PIs or lab technicians—core members.

(5) VASLCHCS Safety Office representative—core member, ex-officio.

(6) VASLCHCS Radiation Safety Officer—core member, ex-officio.

(7) Other VASLCHCS personnel with training/experience in safety, occupational health, infection control, or other disciplines of value to the committee—optional.
(8) VASLCHCS AFGE representative—ex-officio.

(9) RDC Liaison—ex-officio, appointed by the RDC. If the Chair serves on the RDC, the Chair may also serve as the liaison.

(10) Chief, Veterinary Medical Unit (VMU)—core member, ex-officio.

(11) Biological Safety Officer (BSO)—core member.

(12) Community member(s) with no other VA affiliation—optional. 

b. Non-voting Members. SRS membership will include the following non-voting members:

(1) Associate Chief of Staff (ACOS) for Research and Development (R&D)—ex-officio.

(2) Administrative Officer (AO) for R&D—ex-officio.

(3) Research Safety Officer—ex-officio.

c. IBC Membership.  The IBC will include the above listed SRS voting and non-voting members except that the IBC must include at least two community members not otherwise affiliated with the VA as core, voting members.
d. Ad hoc consultants and non-voting guests may be invited to SRS and/or IBC meetings as needed based on agenda item topics.  Examples include the Research Compliance Officer (RCO) and representatives from the VA Police, Engineering, or Environmental Programs.
5. RESPONSIBILITIES:

a. The SRS is responsible for:

(1) Reviewing all research activities involving biological, chemical, physical, and radiation hazards for compliance with all applicable regulations, policies, and guidelines. This includes all such research that will be conducted at the VA facility regardless of funding source and all such research by VA personnel with VA funding located off-site. (See VHA Handbook 1200.08 for definitions and examples of each class of hazard.)

(a) The SRS or IBC must review all RPSSs at convened meetings at which a quorum is present. A quorum must be maintained for each vote to occur. If a quorum is not maintained, then only non-protocol related issues may be discussed. Committee approval requires the approval of the majority of the voting members present. Additionally, the VASLCHCS Safety Office Representative and Radiation Safety Officer may exercise a veto power by withholding their signature if based on safety issues in their respective areas that have not been addressed to their satisfaction.

(b) The review must include a risk assessment of the facilities, level of containment, laboratory procedures, practices, training, and expertise of personnel involved in the specific research.

(c) All research projects involving biological, chemical, physical, and radiation hazards must be approved by the SRS or IBC and then by the RDC prior to commencement.

(2) Annually reviewing all active research protocols involving biological, chemical, physical, and radiation hazards, regardless of funding status or source. Normally the SRS will conduct the annual review of protocols that required initial approval of the IBC.  If issues relating to non-exempt recombinant DNA are raised, the annual review will be referred to the IBC.  The due date of the annual review is the end of the month,  based on the anniversary date of the initial SRS or IBC approval. The due date may be adjusted to an earlier date to align multiple reviews for the same investigator. The goal of the SRS is to complete all annual reviews by the due date.  Any annual reviews that are over two months overdue will be placed on the SRS agenda for consideration of alternatives.     

(3) Reviewing any research protocol changes not included in the original application.  Changes must be documented on an amendment to the RPSS and must be approved by the SRS or IBC and RDC prior to implementation of the changes. Mid-year reviews to approve amendments may be used to update the annual review due date if a complete review is accomplished.

(4) Reporting operational problems, violations of directives, or failure to correct deficiencies discovered during annual review or safety inspections to the ACOS for R&D and Research Administration within 30 days of occurrence, detection, or failure to meet a deadline set for taking corrective action. The SRS or IBC may recommend suspension of research to the ACOS for R&D and the RDC when serious violations warrant immediate suspension or when corrective actions are not taken within the timeframe established by the SRS or IBC based on the seriousness of the problem and the difficulty of corrective action. See reporting requirements related to research safety and laboratory security below.

(5) Ensuring that a complete chemical inventory has been submitted and approved by the Safety Office representative prior to approval of the RPSS.

(6) Coordinating all safety, security, emergency preparedness and environmental activities in research laboratories including mandatory and non-mandatory training, inspections, accident reporting, and liaison with appropriate facility committees and officials. This includes coordinating follow-up evaluations to ensure that deficiencies cited during inspections are permanently and effectively abated, and reporting follow-up results to the RDC.

(7) Identifying the need for health surveillance of personnel involved in individual research projects, and advising the RDC and Employee Health on the need for such surveillance when appropriate.

(8) Maintaining adequate documentation of all SRS and IBC activities.

(9) 
Ensuring that all laboratory personnel, including principal investigators (PI), receive annual research specific safety training.

(10) Coordinating appropriate safety issues with the RDC, the Institutional Animal Care and Use Committee (IACUC), the Laser Committee, the Radiation Safety Committee, and other regulatory committees/offices as appropriate.

(11) Coordinating with the VASLCHCS Safety Manager to ensure collection of samples to make employee exposure determinations whenever the proposed use of laboratory chemicals may exceed OSHA Permissible Exposure Limits or Action Levels.

(12) Coordinating with Research Administration and appropriate supervisors to  develop, approve, and implement the Hazardous Agents Control Program (HACP), which includes the R&D General Safety Plan, Emergency Preparedness and Response Plan, Chemical Hygiene Plan, Biosafety Plan, and Security Plan. Also coordinating with Research Administration and the IACUC to approve the Veterinary Medical Unit (VMU) Occupational Health and Safety Plan (OHSP). Annually review these plans and make adjustments as necessary. (Final approval of these plans is the responsibility of the RDC.) 

(13) Ensuring the review of investigation reports of all lost-time injuries and all significant adverse environmental events.

(14) Ensuring the proper reporting of injury and illness trends to the RDC, as appropriate.

(15) When appropriate, requesting 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.

(16) Ensuring the development of a policy for the preservation of employee medical and OSHA exposure records and environmental records (i.e., hazardous waste, air monitoring).

(17) Cooperating with appropriate medical center personnel to review the quantity and type of hazardous waste generated by each PI annually.

(18) Providing technical assistance in the reduction of the quantity of waste and/or recycling programs, where appropriate. 
(19) Providing an annual report to the ACOS for R&D each January evaluating the performance of the SRS and IBC during the previous calendar year. 

b. The Research Administration Office is responsible for:

(1) Providing administrative support to the SRS and IBC by preparing the agendas, maintaining minutes, maintaining the membership rosters, and assisting the SRS and IBC in notifying appropriate personnel of committee decisions, including notifying and RDC of the results of the committee’s review of safety surveys. After RDC approval of the SRS/IBC minutes or a list of SRS/IBC actions, the ACOS/R&D will notify the PI of the approval of safety surveys and amendments (initial and annual review).
(2) Providing administrative support throughout the RPSS approval process by receiving surveys, submitting them to the SRS or IBC for evaluation, and tracking RPSS approval progress. 
(3) Ensuring that biological safety cabinets and fume hoods are certified at least annually (semi-annually where airborne pathogens are used).
(4) See reporting requirements related to research safety and laboratory security  below.

c. The PI is responsible for:

(1) Submitting a complete RPSS and addendum to Research Administration with each research proposal to be submitted for funding. The “work proposed” section, as a minimum, of the grant application must also be submitted when applicable. More than one protocol may be included in a single safety survey if all safety issues are adequately addressed. A complete chemical inventory must be submitted with the RPSS if Research Administration does not already have a current inventory on file.

(2) Ensuring that active protocols and new pilot projects have been reviewed and approved by the SRS or IBC and RDC, regardless of funding status or source.

(3) Identifying laboratory specific hazards, ensuring that all personnel receive training specific to the hazards, advising laboratory personnel of any potential risks to themselves or the research environment, and establishing and enforcing standards of practice which minimize employee exposures to biological, chemical, physical, and radiation hazards.

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

(5) Reporting problems and concerns about operation and containment practices and procedures to the ACOS/R&D, facility Safety Officer, Radiation Safety Officer, Biological Safety Officer or other appropriate authority.  See reporting requirements related to research safety and laboratory security below.
(6) Ensuring that all accidents are reported to the Employee Health office and the Safety Office.

(7) Securing approval of the SRS or IBC and RDC prior to implementing any significant changes to the original research plan.

(8) Coordinating with appropriate safety staff for removal or disposal of all chemicals, biological agents, radioisotopes, and waste generated by these materials.

(9) Notifying the ACOS/R&D in writing at least 30 days prior to reassigning, vacating, converting to non-laboratory use, or otherwise decommissioning existing laboratory space that requires identification and disposal of hazardous materials, infectious agents, or equipment between uses. 
(10) Ensuring a copy of the HACP is readily available to all personnel in the lab, that employees have been trained on the contents of the HACP, and that all provisions of the HACP have been fully implemented in the lab.

(11) Maintaining employee exposure to hazardous chemicals in laboratory activities at the lowest possible levels.

(12) Maintaining an up-to-date chemical inventory and ensuring that all laboratory personnel know the location of the inventory. Providing an updated copy of the inventory to Research Administration at least semi-annually.

(13) Managing all biological and chemical waste in accordance with Federal, State, and local regulations and all VA, VHA, and facility policies.  Implementing waste reduction techniques where appropriate.

(14) Investigating the deficiencies cited during all inspections of work areas and submitting written abatement plans for all deficiencies cited to the SRS within the specified time period.    

6. PROCEDURES:

a. When an IBC meeting is needed, the IBC will normally meet on the first Thursday of the month at 9:00 a.m.  The SRS will normally meet immediately following the IBC.  If no IBC meeting is needed, the SRS meeting will normally start at 9:00 a.m. on the first Thursday of each month.  The SRS is required to meet at least quarterly.

b. SRS and IBC agendas and minutes will be maintained separately in the Research Administration office in accordance with VHA Handbook 1200.08 and Center Policy Memorandum 00.06, with the instructions in VHA Handbook 1200.08 taking precedence. The minutes will normally be prepared within seven calendar days of the meeting and sent to the committee members by e-mail for information. A list of committee actions requiring RDC approval, signed by a voting SRS or IBC member, will be provided to the RDC at the next RDC meeting.  (The RDC will use this list to approve safety surveys, amendments, or other subcommittee decisions that require RDC approval.)  Minutes will be reviewed by the committee for approval at the next convened meeting. Once approved the minutes will be signed by the Chair and Acting Chair (if applicable) and forwarded to the RDC and the VASLCHCS Safety Office (138S) for review and appropriate action.  IBC minutes will also be signed by the BSO.
c. Items may be placed on the agenda for SRS and IBC meetings by the RDC or any SRS or IBC member by contacting the SRS or IBC Chair, the Research Safety Officer, or Research Administration. RPSSs received less than seven workdays before the meeting will normally not be reviewed until the next meeting. 
d. Reporting Requirements Related to Research Safety.  The following research safety related events must be reported according to the procedures described in the following paragraphs.

(1) Work or Research-related Injuries.  Within 5 business days of becoming aware of any apparent work-related injury to VA research personnel, or any apparent research-related injury to any other person that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death, members of the VA research community are required to ensure that the injury has been reported in writing to the SRS.  
(2) Work or Research-Related Exposures.  Within 5 business days of becoming aware of any apparent work-related exposure of VA research personnel, or any apparent research-related exposure of any other person to hazardous, toxic, or infectious materials at greater than routine levels (i.e., Permissible Exposure Limits or Infection Threshold) or any exposure that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death, members of the VA research community are required to ensure that the exposure has been reported in writing to the SRS.
(3) Reportable Incidents Under Applicable Federal Standards.  Within 5 business days of becoming aware of any incident reportable under applicable Federal standards, including but not limited to VHA Handbooks on research safety, NIH guidelines, Occupational Safety and Health Administration requirements, CDC requirements, Department of Transportation requirements, and Nuclear Regulatory Commission (NRC) requirements, members of the VA research community are required to ensure that the incident has been reported in writing to the SRS.  Examples include, but are not limited to:
(a) Any finding of noncompliance with research safety requirements by any VA office (other than ORO) or any other Federal or state entity.  Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings.

(b) Initiation of VA research requiring safety review without written notification from the ACOS/R&D that the project has been approved.
(c) Conduct of research requiring safety review without required approval by the SRS or other relevant research review committees.

(d) Continuation of research beyond the expiration date, if established, without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees.

(e) Failure to implement changes required by the SRS as a condition of approval.

(f) Unauthorized deviation from an SRS-approved protocol.  NOTE:  The SRS must be consulted in advance of implementing changes to determine if a protocol modification requires prior SRS approval.

(g) Failure to comply with continuing review requirements of the SRS or other relevant research review committees.

(h) Conduct of official SRS business by an improperly constituted committee or with less than a quorum of voting members present.

(i) Failure to correct identified programmatic or facility deficiencies within the periods specified below unless written justification has been sent to ORO.

(j) Conduct of research by unauthorized personnel or personnel who lack appropriate training.

(k) Any noncompliance or other deficiency that substantively compromises the effectiveness of a facility’s research safety programs.

(4) SRS Review of Reported Events.  The SRS must review at its next convened meeting any report involving an incident or event described above.  If the significance of a reported event is not clear, the Chair, or designee, must consult with the ORO Regional Office (RO) or the ORO Associate Director for Research Safety and Animal Welfare.
(a) 
Incidents that present a significant risk to the safety of research personnel or the environment may require immediate attention and result in the need to convene an emergency session of the SRS prior to the next scheduled meeting.

(b) 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.  Remedial actions involving programmatic noncompliance must be completed within 120-180 days after the SRS’s determination, unless remediation requires substantial renovation, fiscal expenditure, legal negotiation, etc.  If remedial actions require more time, written justification must be sent to ORO.
(c) 
Should the SRS determine that a reportable incident or event as described above occurred, the Chair must report the determination directly (without intermediaries) to the facility Director within 5 business days after the SRS’s determination.

(d) 
The report must be made in writing, with a simultaneous copy to the ACOS/R&D, the R&D Committee, and any other relevant research review committee.

(e) The facility Director must report the SRS determination (i.e., that a reportable incident or event occurred) to the appropriate ORO RO, with a simultaneous copy to the VISN Director and ORD within 5 business days after receiving such notification.

(f) An initial report of an SRS determination is required regardless of whether the determination is preliminary and still under review or final disposition of the matter has been resolved at the time of the report.  

(5) Suspensions or Terminations.  Any suspension or termination of research (e.g., by the SRS or other research review committee, or by the ACOS/R&D or other facility official) related to concerns about research safety must be reported directly (without intermediaries) to the facility Director within 5 business days after the suspension or termination occurs.

(a) The report must be made in writing with simultaneous copies, as applicable, to the ACOS/R&D, R&D Committee, the SRS, and any other relevant research review committee.

(b) The facility Director must report such suspension or termination of research to the appropriate ORO RO within 5 business days after being notified.
(6) Laboratory Decommissions.  The PI must obtain permission from the SRS and the ACOS/R&D prior to reassigning, vacating, converting to non-laboratory use, or otherwise decommissioning existing laboratory space that requires identification and disposal of hazardous materials, infectious agents, or equipment between uses.

(a) The request for authorization to decommission laboratory space must be made in writing at least 1 month prior to implementation.  Upon receiving such a request, the ACOS/R&D must notify the VISN Safety Office to coordinate inventory and removal of hazardous materials, infectious agents, or equipment.

(b) Within 5 business days of discovering, receiving a credible report of, or otherwise becoming aware of any decommissioning implemented without the required authorization, the ACOS/R&D must report the incident directly (without intermediaries) to the facility Director and the VISN Safety Office.

(c) The facility Director must report any unauthorized decommissioning to the appropriate ORO RO within 5 business days after being notified.
e. Reporting Requirements Related to Research Laboratory Security.  The following research laboratory security related events must be reported according to the procedures described in the following paragraphs.
(1) Research Laboratory Security Incident Reports.  Within 5 business days of becoming aware of any situation described below, members of the VA research community are required to ensure that the situation has been reported in writing to the ACOS/R&D.
(a) Physical Security Problems.  Any break-in, physical security breach, or other physical security problem affecting VA research that involves any of following:

1 Injury or harm to a human individual or laboratory animal.

2 Substantial damage to the facility.

3 Substantial loss of equipment, physical resources, or research animals.  NOTE:  Loss of any equipment that holds electronic data or documents must be reported in accordance with VHA Handbook 1058.01, paragraph 10.

(2) Findings of Noncompliance.  Any findings of noncompliance related to research laboratory security by any VA office (other than ORO) or any Federal or state entity (e.g., Department of Homeland Security).  Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings.

(3) Other Deficiencies.  Any other deficiency that substantively compromises the effectiveness of the facility’s research laboratory security program.

(4) Suspensions or Terminations.  Any suspension or termination of research (e.g., by the ACOS/R&D or other facility official) related to concerns about research laboratory security.

(5) Reports to the Facility Director and ORO RO.  Within 5 business days of discovering, receiving  a credible report of, or otherwise becoming aware of any situation described above, the ACOS/R&D must report the incident directly (without intermediaries) to the facility Director.

(a) The report must be made in writing with simultaneous copies to the R&D Committee, SRS, any other relevant research review committee, and the VA Police.

(b) Within 5 business days of being notified, the facility Director must report the research laboratory security incident to the ORO RO. 

7. REFERENCES: 

a. VHA Handbook 1058.01, Research Compliance Reporting Requirements
b. VHA Directive 1200, Veterans Health Administration Research and Development
c. VHA Handbook 1200.01, The Research and Development (R&D) Committee

d. VHA Handbook 1200.06, Control of Hazardous Agents in VA Research Laboratories
e. VHA Handbook 1200.08, Safety of Personnel Engaged in Research
f. Center Policy Memorandum 00.06, Preparation of Meeting Agendas and Minutes
g. Center Policy Memorandum 137.01 (138.21), Safety and Environmental Inspections

h. Center Policy Memorandum 138.52, Safety and Occupational Health and Fire Protection Program
i. Center Policy Memorandum 138.57, Safety, Occupational Health and Fire Protection Committee
j. Center Policy Memorandum 151.01, Research & Development Committee

k. National Institutes of Health Guidelines for Research Involving Recombinant DNA Molecules
l. 29 CFR Part 1910.1030, Occupational Exposure to Bloodborne Pathogens; Final Rule, Federal Register, Vol. 56, No. 235

8. RESCISSION:   Center Policy Memorandum 151.04, "Subcommittee on Research Safety", dated July 12, 2010. 
9. RECERTIFICATION DATE: This Policy is scheduled for recertification on or before the last work day of June 2019
10. FOLLOW-UP RESPONSIBILITY:  Director and ACOS/Research (151)
/s//
Shella Stovall 
Acting Director

