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The Subcommittee on Research Safety is a division of the Office of Research Oversight (ORS). Legislation in support of this committee was passed by the senate and signed by the President on December 16th, 2003.

Task. The task of the Subcommittee on Research Safety (SRS) is to help ensure the safety of Veterans Health Administration (VHA) research personnel and laboratory security.  This committee oversees compliance with Federal regulations, VHA policies and procedures and all applicable NIH/CDC guidelines.

Membership.  VHA Handbook 1200.08 (Safety of Personnel Engaged in Research, dated March 6, 2009), outlines who should to serve on the committee.  The SRS must include at least five members, and include individuals from the Facility Safety Committee (such as the Safety and/or Infection Control Committee), the Institutional Animal Care and Use Committee (IACUC), and Radiological Safety Officer and Research Chemical Hygiene Officer.  Expertise in etiologic agents, including bloodborne and airborne pathogens, chemical carcinogens and other chemical hazards, physical and radiation hazards, as well as an individual with occupational safety and health and environmental expertise is recommended.  A union safety representative is also recommended to assure employee health and safety.  Besides individuals with the above expertise, the PVAMC SRS has also included a non-voting, ex-officio representative from the PVAMC Police Service to assist in overseeing the security aspects of the Research Service.  SRS members will vote on new members and the approval submitted to the Research and Development Committee for nomination and subsequent approval of the Medical Center Director (to include length of nomination).  The SRS chairperson is appointed by the Director for a one year term.  Reappointment by the Director may occur without any lapse in time; however the chairperson may not simultaneously chair any other Research committee.  Alternates for the SRS Committee members may be nominated in the same manner as regular members, approved by the R&D Committee and appointed by the Medical Center Director.  The alternate members are not designated for a particular member and may serve as needed.  The alternate member’s term expires with the term of the individual that s/he is representing. Members of the SRS committee are required to adhere to VA policy in compliance with VA mandatory training and the following SRS committee specific training: BloodBorne Pathogens, Infection Control, and Environment of Care.


Meetings. SRS meetings will be held monthly if at all possible, but no less than ten times/year.  If a quorum (defined as one-half plus one of the voting members present) is not present, the meeting will be rescheduled or review of the agenda items will be postponed until the following month.  It is the responsibility of each member to immediately communicate their absence to the chairperson and if assigned as a reviewer, it is the responsibility of said reviewer to find their own replacement reviewer or forward their comments and recommendations to the chairperson prior to the meeting.

Guidelines/Procedures for Principal Investigators (PIs).  PIs are required to submit their new protocol, annual safety continuing review and/or study closure packet to the Research Administrative Office no later than ten (10) days prior to the scheduled SRS meeting.  Besides having a complete study packet prepared, the PI must ensure they have completed the VetPro process and have a current lab/animal Scope of Practice on file with the Research Office (Scope of Practice must be renewed annually for PI and all associated staff).  

1.  New Protocol 

    a. Required Documents For All Studies.

1) Completed Request to Review Research Proposal/Project Form with all applicable signatures
2) Completed Principal Investigator’s Certification: Storage & Security of VA Research Information
3) Abstract (in lay person’s terms)
4) Full protocol and Grant Application (if applicable)
5) Contract of funding agency (if applicable)
6) Data Use, Storage and Disposition Appendix (may be incorporated into full protocol or may be a separate document)
7) Budget
8) Off-Site Data Removal form (if applicable)
9) De-Identified Data Checklist (if applicable)
10) Completed Principal Investigator’s Conflict of Interest Disclosure Form (Note: Co-investigators will also need to complete this form)
11) Completed Chief of Service Statement Supporting Research Project
12) Completed Research Protocol Safety Survey (BioSafety Form –  VA Form 10-398)
13) Applicable training PVAMC training certificates (see each Committee requirements below)
14) CV of Investigators (new investigator only)
15) Completed R&D Information System Investigator Data sheet (Page 18) and Personal Data on VA Investigator sheet (new investigator only)
  
    b. Additional Required Documents for Laboratory/Safety-Related New Protocols

1) Laboratory specific Chemical Hygiene Plan
2) List of chemicals to be used in the protocol
3) Laboratory Standard Operating Procedures
4) Date of last chemical review
5) Please contact the Research Office if using radiation, as this requires review/approval from the Radiation Safety Officer.
6) Proof of Training (conducted within the past year) is required to include: Chemical Hygiene, Hazardous Waste Training and Bloodborne Pathogen for all lab personnel.  Additional safety-related training is required if special chemicals such as carcinogens, formaldehyde, controlled substances are used (the special training required is dependent the chemicals/processes involved).  Equivalent Brown University training will be accepted (if conducted within the past year), however, orientation to the PVAMC facility is required)
7) Radioisotope Training (just radioisotope user)
8) If the research occurs at another facility, Institutional BioSafety Committee (or equivalent) approval or exemption letter for the project required.
9) Lab/Animal Scope of Practice for PI and all associated staff members (if not already submitted within the past year).  Only one lab/animal Scope of Practice required per PI and staff annually (regardless of the number of studies a PI has open).

2.  Annual Safety Continuing Review Documents.

1) Safety Continuing Review Form (please ensures any modifications from the previous and current year are checked off and explained under the “amendment” blocks on page 2 of form).
2) Abstract (in lay person’s terms)
3) Narrative of events from the past year
4) Training documentation.  Training must have been completed within the past year and must include general lab training (chemical hygiene/lab safety, hazardous waste and bloodborne pathogen training).  Specific chemical training [i.e. carcinogen, formaldehyde, hazardous drug (if using a controlled substance)] is also required annually if used in the study.  Training slides are located on the Research SharePoint Site, or if a unique chemical (i.e. ethidium bromide), you must document that you’ve reviewed that specific MSDS.
5) Current list of chemicals (chemical inventory) for this specific protocol.
6) Specific Laboratory SOPs
7) Copy of  most current approved  BioSafety Form (dated 2009 or later)
8) If laboratory is off-site, the SRS or equivalent committee approval or exemption letter required.
9) Lab/Animal Scope of Practice for PI and all associated staff members (if not already submitted within the past year).  Only one lab/animal Scope of Practice required per PI and staff annually (regardless of the number of studies a PI has open).

    3.  Study Closure Documents.

1) Safety Continuing Review Form is required with study termination blocked checked, and form signed/dated.
2) Provide a final abstract
3) Provide the disposition of each chemical, bacteria, tissue culture, used in this protocol.  Please specify if they are to be disposed of, or used for other/future studies.
  
Guidelines/Procedures for Research Administrative Staff.

1) Research Administrative Staff receives the protocol and provides to Research Safety Office (submissions required 10 days before SRS meeting). The deadline for the submission of any protocols requiring a review by the SRS committee is due on the first Friday of each month.
2) Protocol is reviewed by Research Safety Office to ensure all required documents are present and completed correctly, appropriate training conducted/documented, Scope of Practice is current for all study personnel and VetPro process complete.  Training and Scope of Practice records will be maintained in the Research Administrative Office.
3) The Research Safety Coordinator (or SRS Chairperson if the Research Safety Coordinator is unavailable) will review each proposal submitted and “sign-off” the BioSafety Form of proposals that do not involve safety concerns (namely human studies).  
4) PI is contacted if corrections are needed and/or missing items are found.
5) If upon review, all documents are present and properly completed, the Research Safety Coordinator will sign the requisite forms (i.e. Biosafety Form, Continuing Review Form), signaling the protocol is ready for review by the Committee (this signature does not denote study approval).
6) The agenda for the upcoming SRS meeting (to include the identification of proposed protocol reviewers) will be generated based on correctly completed study submissions and any other information/business (i.e. the previous month’s minutes) which is to be conducted.  The SRS Chairperson will review/approve the agenda before it is released to committee members.
7) Agenda, protocols and any other relevant information to be reviewed at the upcoming SRS meeting will then either be scanned and posted to the Research Safety SharePoint Site, or hard copies of the protocols and corresponding packet will be copied and distributed to the SRS members (the aim is to get these scanned and/or copied and distributed by the Wednesday before the meeting).
8) The SRS meeting will be recorded, minutes generated and voted on by the SRS the following month (if possible).
9) A safety-related protocol may involve instances whereby review and approval of one or more subcommittees (Institutional Review Board-IRB and/or the Institutional Animal Care and Use Committee-IACUC) is also required.  In these cases, close interaction between subcommittee coordinators will occur to ensure all requirements of each subcommittee is addressed.   Approval of all corresponding subcommittees is required before submission to the Research and Development (R&D) Committee.  
10) An IRB-approved study using any bodily fluid (e.g. human blood, tissue, etc) is exempt from SRS review ONLY if those procedures are not conducted by any research personnel, but rather collected by clinical personnel and tested in a clinical laboratory (because it would be covered under clinical safety practices).  Additionally, PIs must explicitly state on the BioSafety Form that no research personnel will be involved in the handling and/or processing of any bodily fluid and explain how the handling/process of the bodily fluids will be carried out (e.g. blood draw and processing will be conducted by PVAMC clinical laboratory personnel).
11) Submission to the Research and Development (R&D) Committee.
12) Approved SRS minutes (with corresponding agenda) will be submitted to the Research and Development (R&D) Committee for their review/approval.
13) SRS approved new (safety) protocols will also be submitted to the R&D Committee for review/approval.
14) A memo addressed to the R&D (and signed by any SRS voting member) outlining the status of all reviewed protocols (in terms of new protocols, continuing safety reviews, study closures and whether they were approved, conditionally approved with reason, or tabled with reason) will accompany the SRS minutes (which will be completed within three weeks after each SRS meeting).   Other miscellaneous correspondence which the R&D needs to review such as nomination letters, various safety-related plans/policies, etc will also be included in this memo and associated documents attached.
a. Processing of conditionally approved or tabled protocols will be addressed under the “SRS Documentation/Signatures” section below.
b. Upon approval by both the SRS/R&D Committees and after corresponding protocol approval letters are generated and signed, the study information will be entered into the E-Promise database, study documentation (to include signed approval letters and BioSafety Form) placed in a file, and packet stored in the appropriate filing cabinet. 

Guidelines for Reviewers. Each reviewer is expected to thoroughly review and comment on the proposal assigned to him or her for review.  It is also expected that all members of the committee have familiarized themselves and are in a position to comment on all proposals presented at each meeting.  Since the committee’s responsibility involves the important task of VA personnel safety, it is asked that members of this committee review other non-assigned proposals for questions or comments specifically related to their areas of expertise (i.e., infection control, chemical hazards, etc.).  Each reviewer is charged to present comments or concerns on their assigned proposal orally at the meeting, or if the meeting is electronic in nature, submit comments electronically to the committee.  If the reviewer is unable to attend the meeting and unable to identify a replacement reviewer, he/she should submit comments electronically to the chairperson prior to the meeting.  All New Proposals (NP) will have a Primary and Secondary Reviewer.  All assigned reviewers are expected to comment on the proposal, and the Primary reviewer will present the proposal to the committee.  

Selection of Protocol Reviewers.  The SRS chairperson will make every attempt to distribute the workload fairly in terms of assigning reviewers to each protocol submission, and select reviewers who are most familiar with the proposed study design.   For example; committee expertise would include:

	Animal Research
Laboratory Research
Human and bloodborne illnesses
Chemical Hazards
Radioactive Hazards

The following are guidelines for reviewers.

1. Background.  Provide an overview of the proposal.  Please be sure to clarify for the committee terms and words that are not familiar to a layperson.  Particular focus should be on the materials, methodologies, and hazards (e.g. chemical, biological, radiological) associated with conducting this experiment (consider using the attached SRS Reviewer Checklist to assist with reviewing proposals).

2. Using the “Research Protocol Safety Survey” (BioSafety Form), review the protocol to ensure the investigator has checked, specified and appropriately documented the biological hazards that will be used in the proposal.  If something is not checked by the primary investigator (PI), it is oftentimes an oversight or a lack of understanding about the biohazard classification.  If this is the case, the PI will be requested to edit the “Research Protocol Safety Survey” and provide documentation.

3. If the PI states that Standard Operating Procedures (SOP) will be used, material permits have been obtained (i.e., radiation) or that annual training has been completed; documentation is necessary.  Training is of major importance, so it is incumbent upon reviewers/committee members to match the stated hazard in the proposal with appropriate, annual training requirements.  The Research Office retains copies of this documentation.

SRS Documentation/Signatures.
   
1. SRS Letters.  Upon review of any protocol submission, the SRS Chairperson will send letters to PIs informing them of the committee’s decision to approve, conditionally approve (with rationale), table (with rationale), etc their respective protocol submission.  For those instances where studies are not fully approved by the committee, PIs must respond back to the SRS Chairperson (in writing) highlighting all corrective actions taken based the committee’s comments.  If complete, the submission will either be given expedited review by the SRS Chairperson (based on conditional approval), or resubmitted for review during the next scheduled meeting (if tabled).  Approval letters are not sent to PIs until the study has been approved by the Research and Development Committee (R&D).

2. New Protocols.  Before submission to the SRS, the Research Safety Coordinator will review the submission packet and sign the BioSafety Form (BSF) attesting to the fact that requisite documents are present before forwarding the packet to the committee.  If incomplete, the packet will be returned to the PI with comments related to missing items/corrections.  Upon approval by the committee, the SRS Chairperson, Facility Safety Officer and Radiation Safety Officer (if appropriate) will sign the BSFs of all new protocols approved by the SRS.  Upon approval by the Research and Development (R&D) Committee, the Chairperson, R&D will also sign the BSF.  No new protocol is fully approved until R&D approval is granted.

3. Continuing Reviews/Modifications.  Before submission to the committee, the Research Safety Coordinator will sign the BSF attesting to the fact that requisite documents are present.  If incomplete, the packet will be returned to the PI with comments related to missing items/corrections.   Upon approval by the committee, the SRS Chairperson, Facility Safety Officer, Radiation Safety Officer (if appropriate) will sign both the BSF and the Continuing Review (CR) Form of all continuing reviews/modifications approved by the SRS. Upon approval by the Research and Development (R&D) Committee, the Chairperson, R&D will also sign the BSF.  No continuing review/modification is fully approved until R&D approval is granted.  The SRS Chairperson is authorized to expedite the approval of modification requests for inclusion of new personnel on existing studies pending review of required training certifications/authorizations. In addition, the SRS Chairperson is also authorized to expedite the approval of a continuing review submission if no amendments have been made to the current proposal and all training has been verified and is current.

4. Study Closures.   Before submission to the committee, the Research Safety Coordinator will sign the BSF attesting to the fact that requisite documents are present.  No other signatures are required on BSF or CR forms for approved study closures.  Study Closures do not require R&D review/approval.

Reporting Requirements Related to Research Safety

1. Responsibilities.

a. The Research Compliance Officer (RCO), Principle Investigators (PIs) and members of the research community must report the research events listed below to the Associate Chief of Staff for Research (ACOS-R) and the SRS as soon as possible, but no later than 5 business days after becoming aware of them.

b. The ACOS-Research (ACOS-R) or SRS Chairperson must report the research events listed below to the RCO, the R&D and Facility Director as soon as possible, but no later than 5 business days after becoming aware of them.

c. An RCO identifying serious or continuing noncompliance, during a regulatory audit, must report the noncompliance to the Facility Director, the ACOS for R, the R&D Committee, and the SRS as soon as possible, but no later than 5 business days after becoming aware of them.

2.   Reportable Events.

a. Work-Related and Other Injuries.  Any work-related injury to personnel in VA research, or any research-related injury to any other person, that requires more than minor medical intervention or leads to serious complications or death.

b. Work-Related Exposures.  Any work-related exposure of VA research personnel to hazardous materials at greater than routine levels or that requires more than minor medical intervention or leads to serious complications or death.

c. Serious or Continuing Noncompliance.  Any serious or continuing noncompliance with VA or other Federal requirements related to research safety (e.g., VHA Handbook 1200.06; VHA Handbook 1200.8; 7 CFR 331; 9 CFR 121; 29 CFR 1910 and 1960; and 42 CFR 72 and 73).

d. Suspensions or Terminations.  Suspensions or terminations of ongoing research
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e. Laboratory Decommissions. Laboratory space that is being reassigned, vacated, or converted to non-laboratory use and requires identification and disposal of hazardous materials and/or equipment between uses. NOTE: Such laboratory decommissions must also be reported to the VISN Safety Office.

f. External Noncompliance Findings. Any findings of noncompliance related to research safety by any VA office, any other Federal department or agency (e.g., United States Environmental Protection Agency), or any other entity (e.g., State Environmental Protection Agency). The Facility Director’s report to ORO must include a copy of the entity’s official findings.

g. Reports to Office of Research Oversight (ORO) Central Office. As soon as possible, but no later than 5 business days after being informed of any change in an MOU with an affiliate institution (or other entity related to research safety arrangements), the Facility Director must report the change to ORO Central Office, with a copy to the appropriate ORO RO (see App. A, Table 2 of VHA HANDBOOK 1058.01).

4. Monitoring Safety Events.  
a. Upon notification of an incident in which an employee was not wearing the proper protective equipment, the SRS committee will conduct a thorough investigation to establish the circumstances (i.e., negligence, lack of training, lack of supplies, and improper use of personal protective equipment). The SRS Chair, Industrial Hygienist, Research Compliance Officer, Research Administrative Officer, a SRS Committee Member, and the Research Safety Coordinator will interview all parties involved in the incident. Following the first offense, documentation will be administered to the offender and will be placed in their personnel folder; this will serve as a formal warning and the Principal Investigator will be immediately notified.

b. If a second offense is committed, the Principal Investigator will again be immediately notified. It will be at the discretion of the supervisor to impose a form of reprimand in accordance with Policy Memorandum 05-7 date April 5, 2010. The Investigator will be asked to provide the SRS committee with a memorandum indicating course of action taken for the second offense. If these occurrences are found to be recurring within the same laboratory, at the discretion of the SRS Chair, Research Administration, and Research Compliance Officer, the respective laboratory may be temporarily placed on suspension of work until corrective actions can be taken.

c. The Subcommittee of Research Safety will require that the Principal Investigator sign an Investigator Responsibility Form requiring the Investigator to conduct a quarterly evaluation of their respective labs to ensure compliance with standard operating procedures and approved protocols.  This responsibility form will be kept on file in the initially approved protocol folder.


Reporting Requirements Related to Laboratory Security

1. Responsibilities

a. Investigators, RCOs, and other members of the VA research community must report the research events listed below in to the ACOS for R as soon as possible, but no later than 5 business days after becoming aware of the problem.

b. The ACOS-R must report the research events listed below to the Facility Director and the R&D as soon as possible, but no later than 5 business days after becoming aware of them.

c. The RCO identifying serious or continuing noncompliance, during a regulatory audit, must report the noncompliance to the Facility Director, the ACOS-R, and the R&D Committee as soon as possible, but no later than 5 business days after becoming aware of them.

d. Reports to ORO ROs.  The Facility Director must report the following research events to the appropriate ORO RO as soon as possible, but no later than 5 business days after being informed of them (see App. A, Table 1 of VA Handbook 1058.1).

2. Reportable Events.

a. Injuries.  Any injury or harm to a human individual or laboratory animal related to
	a break insecurity breach or other security problem involving a VA research facility.

b. Serious or Continuing Noncompliance. Any serious or continuing noncompliance with Federal, VA, or VHA requirements related to research laboratory security.

c.   Biosafety Level 3 (BSL-3) Breaches. Any break-in or security breach involving a VA BSL-3 Research Laboratory.

d.   Other Breaches. Any break-in or security breach involving a VA research facility that results in any of following:

(1) Loss of any quantity of a select agent or toxin.
(2) Loss of any quantity of a highly hazardous agent (see VHA Handbook 1200.06).
(3) Substantial damage to the facility.
(4) Substantial loss of equipment or resources.
(5) External Noncompliance Findings. Any findings of noncompliance related to research laboratory security by any VA office, any other Federal department or agency (e.g., Department of Homeland Security), or any other entity. The Facility Director’s report to ORO must include a copy of the entity’s official findings.

3. [bookmark: _GoBack]Reports to Office of Research Oversight (ORO) Central Office. As soon as possible but no later than 5 business days after being informed of any change in an MOU with an affiliate institution or other entity regarding research laboratory security arrangements, the Facility Director must report the change to ORO Central Office, with a copy to the appropriate ORO RO (see App. A, Table 2 of VA Handbook 1058.1).


Accepted as a guideline at the October 4, 2005 Research Safety Meeting;

Revised on January 31, 2012
Revised on June 4, 2012



__________________________________
Kerry LaPlante, Pharm D., Chairperson, SRS
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