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Preface

These Standard Operating Procedures (SOPs) serve as the current policies and procedures for the Research and Development (R&D) Committee of the Stratton VA Medical Center. They are based on the Department of Veterans Affairs (DVA) regulations and other applicable federal regulations governing the conduct of research (see references in Section XII).  

Mission Statement

To maintain high standards throughout the facility’s R&D program and assure the scientific qualities of the R&D projects, protection of human rights, laboratory safety, and welfare of animal subjects in research and development.

Definitions

1. CRADO– Chief Research & Development Officer

2. FTEE- Full time employee equivalent. A person who is hired for a full time position has a 1.0 FTEE appointment.    

3. HRPP- Human Research Protection Program

4. Human subjects- “Living individual(s) about whom an investigator conducting research obtains data through intervention or interaction with the individual(s) or identifiable private information.”

5. IACUC- Institutional Animal Care and Use Committee 

6. IRB- Institutional Review Board

7. OIG- Office of Inspector General

8. OHRP- Office for Human Research Protections 

9. ORD- Central VA Office of Research and Development 

10. ORO- Office of Research Oversight

11. Principal Investigator (PI) - Individual who is ultimately responsible for the overall conduct of a research study.  The principal investigator is responsible for the safety and well being of all research participants, for ethical conduct of the study, and for ensuring the integrity of the data.

12. R&D- Research and Development 

13. RDIS- Research & Development Information System

14. Research- A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.

15. VA research - is defined as research that is conducted by VA investigators (serving on compensated, work without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources, and/or on VA property including space leased to, and used by, VA.  The research may be funded by VA, by other sponsors, or be unfunded.

16. SRS&B- Subcommittee on Research Safety and Biosafety 

17. WOC- Without compensation.  Type of VA appointment given to a person who performs functions at or for the VA but who is not salaried by the VA. 

18. VA Data or VA Information.  VA data or VA information is all information that is obtained, developed, or produced by, or for VA or its employees as part of its business activities.   

19.  VA Protected Information (VAPI).  VAPI is VA sensitive information, Privacy Act Information (PAI), Protected Health Information (PHI), or other VA information that has not been deliberately classified as public information for public distribution.  VA information that VA would have to release under the Freedom of Information Act (FOIA) is not VA protected information.  All VA protected information needs to be classified as one of the following:  VA Proprietary, VA Restricted, or VA Highly Restricted.   

20.  VA Sensitive Information.  VA sensitive information is all Department data, on any storage media or in any form or format, which requires protection due to the risk of harm that could result from inadvertent or deliberate disclosure, alteration, or destruction of the information.  The term includes information whose improper use or disclosure could adversely affect the ability of an agency to accomplish its mission, proprietary information, records about individuals requiring protection under various confidentiality provisions such as the Privacy Act and the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, and information that can be withheld under FOIA.  Examples of VA sensitive information include:   (1)  Individually-identifiable medical, benefits, and personnel information;   (2)  Financial, budgetary, research, quality assurance, confidential commercial, critical infrastructure, investigatory, and law enforcement information;   (3)  Information that is confidential and privileged in litigation, such as information protected by the deliberative process privilege, attorney work-product privilege, and the attorney-client privilege; and   (4)  Other information which, if released, could result in violation of law or harm or unfairness to any individual or group, or could adversely affect the national interest or the conduct of federal programs.  
I. Purpose

The purpose of the Research and Development Committee is to support the Research Mission of the Veterans Health Administration (VHA) of the Department of Veterans Affairs (DVA) and to ensure high standards, scientific quality, and ethical conduct of the research program.  

II. Authorization 

Basic Science, Health Services Research and Development, Rehabilitation Research and Development, and Clinical Studies Program in VHA are authorized under Title 38, U.S.C. Chapter 73, and Section 7303.  It is an intramural program administered by the Headquarters Office of Research and Development and conducted at VA medical facilities nationwide.  The R&D Committee is the local committee charged under VHA Handbook 1200.1 with oversight of all R&D activities within the local facility.

III. Scope 

The R&D Committee is responsible, through the Chief of Staff (COS) to the medical center Director, for oversight of the research program and for maintaining high standards throughout the R&D Program.  Those standards include ensuring the scientific and ethical quality of VA research projects, the protection of human subjects in research, the safety of personnel engaged in research, the welfare of laboratory animals, security of VA data, and the security of VHA research laboratories.
The R&D Committee is assisted by the Associate Chief of Staff (ACOS) for R&D and the Administrative Officer (AO) for R&D in carrying out its duties. The R&D Committee assists the medical center Director on professional and administrative procedures involving the R&D Program. 

Research in which the facility is to be engaged may not be undertaken without review and approval of the R&D Committee and its appropriate subcommittees. All research activities must be submitted for R&D Committee review and approval prior to performing the research if any of the following apply:

1. Any element of the study will be conducted at the Stratton VA Medical Center.

5. The study is directed toward or recruits veterans at the Stratton VA Medical Center (including studies involving humans that qualify as ‘exempt’ from IRB regulations per 38CFR16).

5. Funding is administered by the Stratton VA Medical Center or by the Albany Research Institute (non-profit research corporation associated with the Stratton VA Medical Center).

The PI, Co-PI, Co-, or Sub-Investigator of the study is a Stratton VA Medical Center employee and conducts the study while on official duty.
The R&D Committee may serve as the R&D Committee of record for another VA facility.  In doing so, it must fulfill all R&D Committee responsibilities for that VA facility including oversight of its subcommittees.  The R&D Committee may not serve as the R&D Committee of a non-VA institution.

The R&D committee is responsible for the review of the HRPP Resource Plan in October of each fiscal year. The R&D Committee advises the Director on professional and administrative aspects of the R&D Program. 

The scope of the R&D Committee’s responsibilities and functions include the following: 

1. Scientific Review of Research and Development (see VIB)
5. Establishment of Subcommittees (see VIC)
5. Program Oversight

5. Review of Resources Available for Research 

5. R&D Program Evaluation (see VID)
5. Recommendations to the Director 

IV. Relationship between the R&D Committee and Other Entities  

A.  Director: The Director of the Stratton VA Medical Center is the institutional official responsible for all aspects of the research program of the local VA facility.  The Director is responsible for ensuring appropriate use of research funds, and for ensuring that adequate resources (funds, space, and personnel) are available for research and its administrative functions. The R&D Committee is appointed by and is responsible to the Director for maintaining the quality and meeting the objectives of the research program. 

B.  Associate Chief of Staff for R&D (ACOS/R&D): The ACOS/R&D is the delegated authority for management of the R&D program and is responsible for administering the operations of the R&D Committee. The ACOS/R&D serves as an ex-officio non-voting member and Executive Secretary of the Committee.  

C.  Research Subcommittees: The R&D Committee establishes, as necessary, subcommittees in support of its function for oversight of the R&D Program.  All research projects must be approved by the relevant subcommittees prior to and receive final approval from the R&D Committee before being conducted. The R&D Committee may accept or reject actions or recommendations of a subcommittee.  However, it must accept and cannot overturn a disapproval, adverse report, or action of a subcommittee.  If, in the course of its own review, the R&D Committee requires changes to a protocol that relate to a subcommittee’s determination, the R&D Committee must refer these changes back to the relevant subcommittee for approval.  

D.  Other Committees and Services within Institution: The R&D Committee may require projects to be reviewed and/or approved by other VA committees or services such as the Radiation Safety Committee. 

E.  Non-Profit Research Institutes: Non-profit research institutes created pursuant to sections 7361–7368 of Title 38, United States Code (U.S.C.) may administer funds received for research studies conducted at Stratton VA Medical Center provided that the R&D Committee and any required subcommittee approve the studies.  The Stratton VA Medical Center R&D Committee and its subcommittees provide oversight of these studies. Stratton VA Medical Center is associated with the Albany Research Institute, located at the Stratton VA Medical Center. The Executive Director is an ex-officio non-voting member of the R&D committee. He/She evaluates essential documents, e.g., CRADAS, and reports any relevant findings to the R&D Committee.
F.  Other External Organizations and Institutions: Research studies approved and conducted at Stratton VA Medical Center may also be conducted at and/or funded through other institution(s). The principal investigator is responsible for complying with the policies and procedures of both the VA and the other institution(s) and for providing necessary information relating to these “common” research activities to the R&D Committee.  This, in particular, applies to studies administered by or conducted at academic affiliates of Stratton VA Medical Center such as the Albany Medical College and their affiliated hospital. A Memorandum of Understanding defining the relationship between the Stratton VA Medical Center and the affiliated Institution in regards to the collaborative research oversight and other responsibilities will be instituted and available in the research office. 
G.   The Research Organizational Chart can be found on the Research website.
H.  Regulatory Agencies: The R&D Committee is subject to regulation and/or inspection by the Department of Veterans Affairs and other authorized federal and accreditation agencies (e.g., FDA, OHRP, OIG, and ORO). 

I. Reporting between the IRB and the R&D Committees
It is the mandate, authority and policy of the IRB to ensure the safety of participants in research studies.

In order to fulfill the responsibility of protecting research participants, it is necessary to ensure the flow of critical information between the IRB and the R&D committees in an expeditious manner. The following procedure is established to ensure that this occurs and delineate circumstances when this might be necessary. This limited e-mail string will ensure that only those individuals responsible for responding to reported issues will be apprised of them and reduce the risk of the issues becoming general knowledge at the facility before being fully explored. It will also provide a forum for a continuing dialog among those responsible for acting on these issues.

.

The following is a list of circumstances where expeditious communication between the IRB and the R&D is   necessary. Such communications may include but are not limited to: 

1. Reportable issues involving research

2. Suspension of studies

3. Conflicts of interest

4. Research non- compliance

5. Termination of studies for cause

6. Delays of protocol approval due to “approval with modifications”

Circumstances requiring expeditious communication may be reported to the Research Office from any source, including the results of discussions at the IRB meetings. This information will be communicated to the IRB chair, or designee, to determine whether immediate action needs to be taken to protect research subjects. The IRB Chair, or designee, will compose an e-mail message to be sent to:

1. R&D Chair

2. ACOS-R/R&D

3. Research Office

4. Research Compliance Officer, when appropriate

Apprising them of the situation and any immediate action taken. Any immediate actions taken will be reported to the IRB for review at the next convened meeting and entered into the minutes. Non-emergent issues will be discussed at the next convened meeting of the IRB and entered into the minutes.
Other expeditious reporting

Reporting R&D reviews of new protocols for scientific and scholarly validity:
In order to facilitate the approval process for new research proposals, reviewers of new research at the IRB and R&D will receive proposals two weeks prior to the IRB Committee meeting at least one R&D reviewer will report his/her findings to the 2. R&D Chair, who will in-turn, e-mail the HRPP Coordinator with the R&D reviewer’s scientific and scholarly evaluation the HRPP Coordinator will e-mail the IRB reviewers with the R&D reviewer’s scientific and scholarly evaluation so that the IRB reviewers may consider their findings in their review of the proposals.
Multi-site Research Communication

Investigators conducting multi-site research will, on the “Application to Undertake Research Involving Human Subjects” be required to inform the IRB of:

1. Whether the site had an IRB

2. Whether the site had granted permission for the research to be conducted

3. Contact information for the site [the name and type of off-site facility participating in the study, their location and contact person (name. telephone and/or e-mail)].

4. If the site had an IRB, whether the IRB had approved the research or planned to defer review to the organization’s IRB

5. If an off-site IRB has deferred to the organization, obtain a letter so stating for the record 

6. Advise what site will be the IRB of record

7. If the organization is to be the IRB of record, a letter will be sent to those sites that have deferred to the organization, accepting the responsibility  

When the Investigator is the lead investigator of a multi-site study, or the organization is the lead site in a multi-site study, the application needs to include information about the management of information obtained in multi-site research that might be relevant to participant protections and have the IRB evaluate whether the management of information is adequate. Information may include, but is not limited to:

1. unanticipated problems involving risks to participants or others

2. Data Safety Monitoring Board (DSMB) reports 

3. Interim results

4. Protocol amendments

These submissions may be part of a continuing review or reportable events (per SOP IRB-008) that will be addressed by the Chair of the IRB and/or discussed at the full IRB meeting, as appropriate. Any discussion or actions taken will be recorded in the committee.

            When it becomes necessary for the organization IRB to communicate with an IRB at another site in a multi-site research study, the information provided in 2.2.2 (above), the following procedures should be followed. Reasons for contacting may include, but are not limited to, the off-site’s experiences with adverse and unanticipated events at their site, or protocol deviations.


Informal communications between the organization IRB and off-site IRBs may be conducted by telephone or e-mail


More formal communications should be conducted by e-mail so that, when appropriate, a hard copy of the mail string may be generated for the record and included in the minutes of the IRB and entered into the research file

Dissemination of New Information

To all research investigators and staff – new information and  changes to policies, procedures and forms that may affect the human research protection program will be communicated by the Administrative Officer for R&D/or the research administrative staff.  The means of communication may include:

1. E-mail messages

2. Website postings

3. Face-to-face meetings

4. Telephone conversations

5. Training sessions

6. Handout materials

VI. Responsibilities of the Medical Center Director

The medical center Director is responsible for:   

A.  The R&D facility’s R&D Program, and is assisted by an R&D Committee.  The medical center Director serves as the Institutional Official responsible for all aspects of the research program.  NOTE:  The term medical center Director includes Chief Executive Officer or equivalent titles.   

B.  Retaining institutional responsibility for the research program at the facility if the facility’s R&D Committee of record is that of another VA facility.
C.  Ensuring that research in which the facility is engaged is approved by the R&D Committee.    

D.  Ensuring there are adequate resources and administrative support, including personnel, space, and equipment, for the R&D Committee and its subcommittees to fulfill their responsibilities.   

E.  Providing appropriate educational and training opportunities for members of the R&D Committee, the research administration staff, and other staff involved in research.

VII. Responsibilities of the Investigator

Investigators are responsible for:   

A.  Holding specific credentials and privileges awarded by the VA facility and VHA (where applicable) to conduct research in VA.  Investigators must be qualified through education and experience.     

B.  Complying with all applicable personnel and other VHA policies, whether the investigator is compensated, WOC, or IPA.    

C.  Obtaining the R&D Committee and its appropriate subcommittee approvals prior to initiating research.   

D.  Developing a research plan that is scientifically valid; minimizes risk to human subjects, animals used in research, and personnel; and contains a sufficient description of the research including all procedures and the plan for statistical analysis, to allow the R&D Committee to fully review the research project.  Information on such issues as budgetary issues and/or needs, source of funding, space, and required personnel needs must also be submitted for review.   

E.  Developing and implementing plans for data use, storage, and security that is consistent with VA, VHA, and other Federal statues, regulations, and policies.   

F.  Preparing and submitting information annually on their research program(s) and on each project to the R&D Committee that allows the R&D Committee to review the progress of the research, the use of resources, and any problems, serious events, or need for further resources.

VIII. Membership of the R&D Committee 

a. The members of the R&D Committee are appointed by the medical center Director and must reflect the types of research being conducted at the facility.  Nominations for membership may be from current R&D Committee members, subcommittee members, and the facility’s staff.   
b. The R&D Committee must consist of at least five voting members.  Whenever possible, one member of the Committee needs to have expertise in biostatistics and research design.  If the facility has any Centers, such as Centers of Excellence, (e.g., Health Services Research and Development (HSR&D), Rehabilitation Research and Development (RR&D), or Cooperative Studies Program (CSP) Centers), it is recommended, but not required, that at least one voting member of the R&D Committee be chosen from the Center.  NOTE:  Further guidance on Centers being represented on the R&D Committee may be obtained from ORD.  The members need to have diverse backgrounds with consideration as to race, gender, ethnicity, and expertise.  Voting members of the R&D Committee must include:   
(1)  At least two members from the VA facility’s staff who have major patient care or management responsibilities.   
(2)  At least two members who are VA investigators actively engaged in major R&D programs or who can provide R&D expertise.   
(3)  In facilities affiliated with academic institutions, at least one member who holds an academic appointment, and is either a full-time Federal employee or a part-time permanent Federal employee.    
c. All voting members must be compensated full-time or permanent part-time Federal government employees.   
d. A voting member may fill more than one criterion for required membership, for example, the member may have both major patient care or management responsibilities and be actively engaged in major R&D programs.     
e. If the facility conducts research involving the use of investigational drugs, consideration needs to be given to including a representative from the investigational pharmacy or Pharmacy Service as either an ex officio nonvoting member or a voting member.    
f. If the R&D Committee serves as the R&D Committee of another VA facility, it is recommended, but not required, that at least one representative from that other facility be included.  The representative will be appointed by the other facility’s medical center director and the medical center director of the facility having responsibility for the R&D Committee will concur on the appointment.    
g. Ad hoc members may be invited to assist the R&D Committee because of their competence in special areas in the review of issues requiring expertise beyond, or in addition to, that available on the Committee.  Such ad hoc members may not contribute to a quorum or vote with the Committee.  Unless the ad hoc members are permanent VA or Federal employees, they may only provide individual advice to the R&D Committee, or exchange facts and information.    
h. Ex-officio (non-voting) members include the medical center Director, the COS, the ACOS for R&D, the AO for R&D, and compliance officers (or those who are responsible for compliance) of the facility. The ACOS for R&D functions as Executive Secretary of the Committee.  Other ex-officio members may be appointed to the Committee if their appointments assist the R&D Committee in fulfilling its responsibilities.  If the ex-officio members are not full or permanent part-time compensated VA or Federal employees, they may only provide individual advice to the R&D Committee, or exchange facts and information. All or some of these members shall serve as a liaison to the IRB Committee.
i. Alternate members, if any, serve if they are formally appointed as alternate members.  The R&D Committee’s written procedures must describe the appointment process and the functions of alternate members.  The roster must identify the primary member(s) for whom each alternate member may substitute.  The alternate member’s qualifications must be comparable to those of the primary member to be replaced.  If the alternate member and the primary member both attend an R&D Committee meeting, only the primary member may vote and only the primary member counts towards the quorum.     
j. Voting members are appointed by the medical center Director in writing and serve terms of 3 years.  Members may be reappointed without any lapse in time if it is deemed in the Committee’s best interest.  If the R&D Committee is the R&D Committee for a second VA facility, the medical center Director of the second facility must appoint its representative(s), when applicable.  The terms of members must be staggered to provide partial change in membership annually.   
k. Committee members, exclusive of ex-officio members, must elect a Chairperson on an annual basis.  The Chairperson must be approved and officially appointed, in writing, by the medical center Director for a term of 1 year.  The Chairperson may be reappointed without any lapse in time.  The Chairperson must not simultaneously chair a subcommittee of the R&D Committee.  The Committee members, exclusive of ex-officio members, may elect a vice-Chairperson.  The vice-Chairperson must also be approved and officially appointed, in writing, by the medical center Director for a term of 1 year.  The vice-Chairperson may be reappointed without any lapse in time and must assume the responsibilities of the Chairperson when the Chairperson is not available.     
l. All members of the R&D Committee must fulfill the educational requirements specified by VHA’s ORD and other applicable Federal regulations found on ORD’s web site at: www.research.va.gov.     
m. It is recommended, but not required, that at least one member from each of the following serve on the R&D Committee: the IACUC, the Biosafety Committee, the IRB, the Scientific Review Subcommittee, the Continuing Review Committee, and other subcommittees of the R&D Committee.    n. Where applicable, other ORD policies may require that additional members be included on the R&D Committee.

1. Role and Responsibilities of the R&D Chair:

a. Providing leadership for the committee and ensuring that it meets all areas of designated responsibility.

b. Conducting the monthly-convened meetings of the committee after verifying a quorum has been established.

c. Reviewing, editing, and adding to the meeting agenda prepared by the R&D office staff to verify it is complete and contains all items necessary to conduct the business meeting of the committee. 

d. Reviewing the formal minutes of the meeting and signing to verify that they accurately reflect the business conducted at the meeting.

e. Initiating memos and communications to researchers to relay committee decisions, requests for additional information, and outcomes of committee reviews.

f.  Signing approval memos for R&D proposals that have been reviewed and approved by the convened R&D Committee.

g. Signing VA form 10-9012 for approved studies involving investigational drugs.

h. When the committee requests minor changes and modifications to protocols, the Chair or designee can be the responsible individual to verify the changes and grant final approval.

i. Serve as the contact and resource for the chairs of the subcommittees.


2.
If the Chair is not available for an extended period of time (for example, on extended
annual or sick leave), or is unavailable when an urgent signature is required, the Vice-Chair may sign in lieu of the Chair. If both the Chair and Vice-Chair are unavailable, the ACOS-R&D may then sign. This latter situation should be only for urgent situations such as when delay of the action would lead to risk to research participants or loss of research funding.

E. Consultants:  The R&D Committee may request the assistance of consultants with specific
expertise not found within the Committee to provide additional scientific review of protocols. Consultants do not count towards quorum and do not vote. Consultants from outside institutions will be requested to submit a current CV to the R&D committee.

F. Training:  All R&D Committee members will be provided with orientation by the
ACOS/R&D or R&D Chair about the VA Research and Development Program, the values that guide all R&D efforts, and a copy of the standard operating procedures of the R&D Committee. Documentation of training will be recorded and placed in the personnel file in the research office. On-going training and education regarding new information on VA research guidelines, research protection (good clinical practice, human and animal subjects, safety) issues, etc., will be reviewed and discussed at Committee meetings.
1. Collaborative IRB Training Initiatives (CITI): To satisfy the annual requirement for training in both Good Clinical Practice and ethical principles of human research protection, ORD accepts the completion of the CITI group called VA Only. 
2. The animal research coursework mandated for VA use in Handbook 1200.7 (Use of Animal in Research) is available at CITI (www.citiprogram.org) or AALAS (www.aalaslearninglibrary.org) websites.
G. Liability Coverage for the R&D Committee:  R&D Committee members, both VA-salaried
and without compensation (WOC), are officially carrying out the Research Mission of the VA and are protected from liability under the Federal Tort Claims Act.  Persons who are not VA employees at the time they are appointed shall be appointed as WOC employees of the Stratton VA Medical Center.

IX. Functions of the R&D Committee 

A.  Conflict of Interest. The mission of ORD is to discover knowledge, develop VA researchers and health care leaders, and create innovations that advance health care for the nation’s veterans and the nation.  In order to fulfill this mission, VHA must preserve public trust in the integrity and quality of research carried out by its investigators and in its facilities.  One way to maintain public trust and safeguard the integrity and quality of VA research is to ensure that VA investigators and members of R&D Committees avoid actual or perceived financial conflicts of interest in the research they conduct or review.   

1.  Like all VA employees, VA investigators and R&D Committee members must comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.  The obligation to follow applicable ethics laws and regulations also applies to WOC employees and IPAs conducting VA research or participating on a R&D Committee.  R&D Committee members and VA investigators must also comply with future VA procedure(s) on financial conflicts of interest in research.  Failure to follow these ethics laws and regulations can have serious consequences.  If criminal ethics statutes are violated, civil fines and imprisonment can result.  Severe administrative disciplinary action can result from violating ethics regulations, including suspension from employment, termination of employment, and/or other administrative punishment.   

2.  R&D Committee members with outside consulting, employment, or royalty payment opportunities must ensure that these activities do not present any actual or perceived financial conflict of interest, and must recuse themselves from the review of proposals for which any conflict of interest may exist.  Such members may not be present during the deliberations or the vote on such research proposals.   

3.  When conducting the initial or subsequent review of research programs or projects, R&D Committee members must be cognizant of any financial conflicts of interest related to the Principal Investigator (PI), others working on the research project, or others that may influence the conduct of, and the reporting on the research (such as a sponsor).  Such conflicts must be resolved prior to approval of VA research projects. 

4.  The Office of General Counsel (OGC) maintains a web site with information on ethics at http://vaww.gc.va.gov/law/employment/ethics/index.htm.  For further information on the subjects, a web site based course addressing financial conflict of interest in research is available and more information may be found by contacting ORD. 
b. Scientific and programmatic review of research projects including research protocols, research grant proposals, and amendments or changes to previously submitted research protocols.  New research will not be reviewed by the R&D committee until the Research Office has verified that credentialing is complete, a scope of practice is in place (if applicable) and the education requirements have been met for all persons listed on the New Protocol Submission Form.
1. Initial Review:
 Scientific review of research and development is a primary responsibility of the R&D Committee.  The Committee will review the research protocol to assess that the research design is sound, is capable of producing meaningful results consistent with study aims (e.g. necessary statistical power), and is appropriate and relevant to the VA Mission and the research objectives. The Committee will assess the investigator’s qualifications to carry out the proposed research, determine the feasibility of the study, evaluate resources necessary (including space, equipment, and availability of sufficient staff) to successfully complete the research, and the role of the investigator at the facility.  For studies that involve human subjects, animals, and/or potential hazards (biological, radiation, chemicals, etc.), the Committee shall require appropriate subcommittee review and approval before final R&D Committee approval.  
2. Continuing Reviews:  The Committee shall conduct continuing review of all projects under the auspices of the facility, initially and at least once a year, including research determined exempt by the IRB, taking into consideration progress made, new medical knowledge, and outcomes noted during the prior approval period. 
3. Final Reviews:  At the conclusion or termination of each project, the Committee shall review and officially approve a final report submitted by the principal investigator.  The report must include the findings of the study whether positive or negative and other information relating to the appropriate closure of the study. 
4. Research manuscripts, abstracts, letters-to-the-editor, and presentations. All research manuscripts, abstracts, letters-to-the-editor, and presentations must be approved by the R&D committee (or designee) prior to submission of or presentation of the research.

C. Establishment of Research Subcommittees:  
a) The R&D Committee may establish any subcommittee(s) deemed necessary for the efficient and effective management and oversight of the R&D Program.  At a minimum, subcommittees must be appointed to oversee R&D activities related to human studies, animal studies, and biosafety including biosecurity.  Other subcommittees that assist the R&D Committee fulfill its responsibilities may include a: Scientific Review Subcommittee, Continuing Review Subcommittee, and Research Space Subcommittee.  Subcommittee members may be compensated Federal employees, WOC, or IPAs.  Findings and recommendations of the subcommittees are recorded and reported to the R&D Committee. 

b) Members of the subcommittees may serve as members of the R&D Committee.  If a subcommittee does not have one of its members serving as a member of the R&D Committee, the subcommittee needs to designate a member to serve as a liaison with the R&D Committee.  NOTE:  As stated in subpar. 8a (5), all members of the Continuing Review Subcommittee must be voting members of the R&D Committee.   

c) In lieu of establishing a subcommittee, the R&D Committee may obtain these services from another VA, from an academic affiliate’s institution, or from other sources as allowed by VA policies.  The committees that function in lieu of a subcommittee must follow all requirements for an internal subcommittee.  The facility’s representative to these “in lieu of” committees must be appointed by the facility’s medical center Director.  For the purposes of this Handbook, the committees that function in lieu of a subcommittee are to be referred to as subcommittees.  These subcommittees must:  

1. Fulfill all requirements and responsibilities of the subcommittee it replaces and must agree to fulfill these responsibilities in accordance with VHA policies.     

2. Be established through a Memorandum of Understanding (MOU) or other written agreement which defines definitions for all roles and responsibilities of each party. The agreement must include how the affiliate’s or other VA committee(s) report information to the R&D Committee, including information on adverse events, research misconduct, research impropriety, conflict of interest, privacy concerns, and security concerns including data security.  The written agreement must either be renewed within the time frame required by ORD, or it is automatically terminated.  If terminated, the “in lieu of” subcommittee may no longer serve as a subcommittee of the facility’s R&D Committee.  If it is a required subcommittee, then the facility must establish the subcommittee, develop another MOU, or obtain the services of another “in lieu of” subcommittee as required by this Handbook.    
d. Each subcommittee must maintain adequate records, which are to be maintained until expiration of the authorized retention period, a minimum of 5 years.  These records must include the following:   
1) Copies of all research proposals and their amendments reviewed by the Committee and any accompanying materials.   
2) All continuing or final reports. 
3) Minutes of its meetings.   
4) Copies of all written correspondence.   
5) A membership list of all voting, non-voting, and ex-officio members including their appointed roles.   
6) Written records documenting actions taken to carry out the Committee’s responsibilities.    
7) Standard Operating Procedures (SOPs).    
8) All communications to and from investigators, other committees, subcommittees, and other entities or individuals. 
e.  Each subcommittee must make available to the R&D Committee a complete, unredacted set of minutes (draft or final) prior to the R&D Committee meeting, at which the protocols listed and other information contained within the minutes are to be discussed.

1)  If draft minutes are submitted, formally-approved minutes must be sent to the R&D Committee prior to the following R&D Committee meeting.   

2)  If the approved minutes differ substantially from the draft minutes, the subcommittee must ensure the R&D Committee considers whether the difference would alter any R&D Committee decisions that were based on the draft minutes. 
f. Copies of all written subcommittee correspondence to and from VA investigators must be sent to the R&D Committee or VA research office at the facility.   

g. Research records may be electronic or paper.  When original signatures are required on documents, either a paper copy of the signature sheet must be maintained or an electronic signature may be used.  If an electronic signature is used, it must meet all of the requirements of VA, the Office of Human Research Protection, the Food and Drug Administration (FDA), and any other Federal requirements.  
1.   Institutional Review Board (IRB): The IRB is established as a subcommittee by the R&D Committee in keeping with VA regulations (38 CFR 16, 38 CFR 17) and VA policies (VHA Handbook 1200.5).  The IRB is charged with the protection of human subjects in all human studies research regulated by the R&D Committee. The R&D Committee and the Director, as the Institutional Official, are responsible for ensuring appropriate and adequate support of the review and record-keeping functions of the IRB.  The R&D Committee oversees the activities of the IRB by reviewing the IRB meeting minutes, IRB reports and recommendations, and other communications from the IRB regarding human studies.  No human research project is granted final approval by the R&D Committee until it has been approved by the IRB, ensuring that the rights, safety and well being of human subjects are protected. The Radiation Safety Officer is a member of the IRB Committee to ensure appropriate ties to the Radiation Safety Committee.

2.  Institutional Animal Care and Use Committee (IACUC):  VA regulations (VHA
Handbook 1200.7) and the Animal Welfare Act (CFR.  1985. Title 9, Subchapter A) require the establishment of a Subcommittee for Animal Studies, or IACUC, for VA medical centers that have a program of research involving the use of live vertebrate animals. The R&D Committee and the Director, as the Institutional Official, are responsible for ensuring appropriate and adequate support of the review and record-keeping functions of the IACUC.  The R&D Committee oversees the activities of the IACUC by reviewing the IACUC meeting minutes, IACUC reports and recommendations, and other communications from the IACUC regarding animal studies.  No animal research project is granted final approval by the R&D Committee until it has been approved by the IACUC, ensuring that the proposed research related to the care and use of animals is appropriate in accordance to established guidelines.

3.  Subcommittee on Research Safety and Biosafety (SRS&B):
 VA Research Programs are
required to maintain a research safety and biosafety program that is consistent with VA policies (VHA Handbook 1200.8), Federal Statutes, and regulations from Occupational Safety and Health Administration (OSHA), Environmental Protection Agency (EPA), Nuclear Regulatory Commission (NRC) and any applicable state and local requirements.  The R&D Committee shall establish a SRS&B subcommittee to deal with the various aspects of research safety. The R&D Committee oversees the activities of the SRS&B by reviewing the meeting minutes, reports, recommendations, and other communications regarding safety, security and compliance issues.  No research project involving potential biohazards, chemical hazards or physical hazards will be granted final approval by the R&D Committee until it has been approved by the SRSB. For studies that involve use of ionizing radiation of radioisotopes, additional approval by the Medical Center Radiation Safety Committee must be obtained.

D. Performance Measurement and Improvement 

1. Quality Assurance and Quality Improvement:  The R&D Committee will assess its performance and that of its subcommittees with regard to compliance to established policies and procedures.  Performance measures will include:

a) Review of facility RCO audits and reports, such as, QA review of research personnel folders (scopes of practice, CVs, training certificates, appointment letters, etc.)
b) Review of R&D and subcommittee work load, volume, and assessment of whether sufficient resources are available to the R&D and each subcommittee to function effectively.

c) Assessment and review of whether current R&D and subcommittee functioning is in compliance with required regulations, and effective in promoting each committees mission and improving quality of such functions.  

d) Timeliness intervals. Several intervals will be calculated and tracked with regard to receipt and processing of proposals and communications to researchers. The principle focus of tracking these intervals will be to assess effectiveness of administrative workflow and assure that reviews are accomplished in a thorough and timely manner.  This information will also be used to assess if there are a sufficient number of IRB’s.
e) Annual survey of investigators. This survey will poll a variety of items including satisfaction with the R&D processes and suggestions for improvement.

f) Review of reported unanticipated problems regarding the research program, or R&D or subcommittee function.

g) Review of any comments or complaints received or reported to the R&D or any of its subcommittees.
2. Productivity: The R&D Committee will evaluate investigator productivity.  This will be assessed by reviewing grant submissions, funding awards, presentation of abstracts, publications in peer-reviewed journals, invited presentations, and awards and honors. 
3. Planning and Recommendations for Facility Research & Development:  In addition to its
oversight role for individual research projects, the R&D Committee is tasked with continuous quality assurance and improvement in the Research and Development Program.  A review of these activities will be included in a report at least annually. The report will give an overview of the current status of the Research Service and will include elements from the prior fiscal year.
a. Summary of all VA and Non-VA (Albany Research Institute) funding

b. A list of funded Research Investigators 

c. A list of the number of research grants submitted for funding and the number funded.
d. Summary of review of committee make-up with attention to whether each committee’s membership is in compliance with regulations.

e. Summary of current administrative staffing

f. Summary of off-site research activities

g. Summary of current overall resources and whether they are sufficient for current and projected workloads. 

4. The R&D needs to review and approve on an annual basis the Standard Operating Procedures for the R&D committee and all of the subcommittees (IRB, IACUC and SRS&B).

5. The HRPP Resource Plan is reviewed each October for the current fiscal year.
6. The WOC appointment status list (which is maintained by the Research Office).
X. Operations of the R&D Committee 

A.  Written Standard Operating Procedures:  The operations of the R&D Committee shall maintain and comply with written standard operating procedures and other official VA policies and procedures (references in section XII). The R&D Committee shall maintain proper documentation of all relevant information pertaining to the R&D Committee and its subcommittees.
B.  Administrative Support and Resources:  Administrative support and resources for the operations of the R&D Committee and its subcommittees (IRB, IACUC SRS&B) are provided through the ACOS/R&D and the Research Administration offices.  A program assistant shall be assigned by the Research Administration to serve as coordinator and recorder for the Committee, with other support staff assigned to assist as necessary.  Resources include conference room areas for meetings, all necessary office equipment (computers, printers, photocopiers, etc.) for preparation of meeting agendas, research protocol files and maintenance of all other essential documents for the R&D Committee activities.  

C.  Schedule of Meetings:  The R&D Committee shall meet monthly. The annual schedule of meetings for the R&D Committee and its subcommittees is located on the Research website at: http://vaww.visn2.med.va.gov/research/albany.html and available in the research office. They are distributed to all R&D committee members at the beginning of the year.  Emergency meetings can be called at any time at the discretion of the R&D Chair.

D. Agendas for R&D Committee Meetings:
 The research program assistant in consultation

 with the R&D Chair prepares agendas for the R&D Committee meeting to include: 


1.  Time, date, and location of meeting


2.  Declaration of conflicts of interest


 3.  Minutes- R&D and R&D subcommittee meeting minutes that were approved since the last
 

R&D meeting


4.
Old business


5. Education


6. Reports and Announcements- Reports to the Committee shall be made by the chair,
ACOS/R&D, AO/R&D and/or any other responsible individual on matters of concern to the Research Program that need to be called to the Committee’s attention.  These will include local and central office R&D policy updates.


7.  Review of new research protocols 


8.  Review of protocols previously deferred, disapproved or tabled


9.  Review of major amendments to previously approved protocols 


10. Report on items approved under expedited review. These will include minor changes to
proposals prior required prior to approval; manuscripts, abstracts, and presentations; and study closures. The reviewer, date reviewed, and action taken will be noted.


11.  Review of yearly RDIS reports of research protocols 
E.  Guidelines for Preparing a Research Protocol (see Appendix B)

F.  Review of Research Protocols, amendments, and Research Grant Proposals:  

1. Full Committee Review:  Except for special circumstances (described below), all initial review of research protocols will be at convened meetings. The R&D Committee will use a primary reviewer system as described:

a. The R & D Chair will assign 2 primary reviewers for each research protocol. The Principal Investigator may recommend to the R & D Chair reviewers who they feel would be appropriate to judge the scientific content. At least 1 primary reviewer should be an R&D Committee member unless there are no members with the appropriate scientific background. At least 1 primary review must be completed for the R&D committee to consider a protocol for approval.

b. The primary reviewers are provided the full protocol, and other appropriate documents such as the consent form for human studies, animal studies component, and/or safety information, budget, conflict of interest statement, investigators brochure, and budget summary The primary reviewers utilize the New Protocol Submission Form to aid in evaluating the adequacy of resources that may be needed.
c. Other committee members will be either provided the same material (depending on the nature of the proposal) or with essentials of the protocol including the New Protocol Submission Form and a summary or abstract of the proposal. 

d. The primary reviewers provide the full committee with an in-depth review of the proposal including scientific merit, qualifications of the investigator, relevance to VA and R&D objectives, available resources, and other issues such as those relating to human subjects protection, animal protection, and/or research staff safety and make a recommendation to the full committee for action.

e. The Principal Investigator or other representative (such as study coordinators) may be present at the R&D meeting to discuss their proposal, to answer questions, and to provide committee members with clarifications of items related to the proposal. The PI may not be present during further committee discussion and vote.

f. The Chair will ask the PI (if present) and any other individuals at the meeting who have a conflict of interest to leave the meeting and solicit further discussion of the protocol.

g. A voting committee member must then make a motion for action on the protocol. The motion must be seconded by a second voting committee member prior to vote.

h. Vote will be called and recorded.

i. If there are contingencies placed on the approval, the PI will have 60 days to respond or re-submit as a new protocol.


2.  Expedited Review:  Expedited review procedures may be followed for items that fulfill


specified criteria as noted below:
a. Activities that present no more than minimal risk to human subjects and that meet federal regulations allowing expedited review procedures [38 CFR 16.110; 45 CFR 46.110; 21 CFR 56.110(a)(b)].

b. Minor modifications or changes to previously approved research during the period of approval. 

c. Verification of minor stipulations required by the R&D Committee for final approval.

d. Expedited review is performed by the Chair, Vice-Chair, or by another member who has been specifically designated by the R&D Committee. Letters of intent will be reviewed by the ACOS – R&D.

e. The reviewer may exercise all of the authorities of the R&D Committee for approving, requiring changes, or deferring the item under review, except that the reviewer may not disapprove the research. A research activity can only be disapproved upon full committee review.  Items may be referred back to full committee if so deemed by the expedited reviewer due to issues of concern.

f. Documentation for expedited review shall include an entry into the minutes indicating the item reviewed, the person conducting the review, any stipulations made and/or verified, the action taken and the date of the action.

g. This information will be included on the agenda and reported to the full committee at its next meeting and be recorded in the minutes. 

h. Special Situations:  
1.) Occasionally, a Principal Investigator will require “Just-in-Time” approval of a research grant proposal that does not meet the criteria for expedited review prior to the next convened R&D meeting in order to meet the submission deadline of a granting agency.  In such cases, the R&D Chair, Vice-Chair, and ACOS R&D will review the protocol and have the authority to grant “Just-in-Time” approval for submission of the grant. Approval by 2 of these 3 individuals will be deemed adequate if all 3 individuals are unavailable for the review. The protocol will be placed on the agenda of the next scheduled R&D Committee meeting and recorded in the minutes.

2.) Principal Investigators commonly will submit the same research grant proposal to multiple funding agencies. In situations when an initial grant has been granted full or Just-in-Time approval by the R&D committee, subsequent versions of the grant sent to other granting agencies can be approved under expedited review. The PI should include a cover letter to the R&D indicating any minor changes to the previously approved version. Major changes in hypothesis, specific objectives, or methodology will be handled as a new and separate grant.

3. Amendments: All revisions and amendments will be reviewed by the Chair of the R&D committee and the ACOS/R to determine if they qualify for Expedited Review or Full Committee Review.  Minor amendments to protocols such as minor changes in methodology or the protocol, should be reported with the continuing review. Significant protocol amendments such as substantial changes in methodology or hypothesis that occur during the current approval period should be submitted and reviewed by the R&D prior to instituting the changes. Significant protocol amendments will be processed similar to initial review and whenever possible will be given to the same reviewers who reviewed the protocol at the time of initial approval.

4. Continuing Reviews:  The Committee shall review all projects using the RDIS progress report to assess scientific progress, continued appropriateness of the research to the overall R&D program, protection of research participants, and safety of research personnel engaged in research. The RDIS progress report is required every 12 months for all research protocols once the research protocol becomes active. Details of this review are: 
a.  
The annual RDIS abstract update will alert the R&D that continuing review is 
required. The RDIS abstract requires updating at 12-month intervals (yearly) commencing from the time that the PI actually starts the research (thus, for research involving humans, the timing of the R&D continuing review may be different than IRB continuing review).

b. One month prior to the deadline for the RDIS abstract update, the PI will be notified that an updated RDIS abstract is required. The PI must follow the guidelines for RDIS abstract as published by ORD.

c. Once the updated RDIS abstract is received by the research office, it is placed on the agenda for the next R&D meeting. The abstract is reviewed by the full committee at the fully convened meeting and a motion, second, discussion, and vote for continuing approval is taken. 

d. If the PI fails to submit an updated RDIS abstract, following the R&D meeting, the PI will receive a reminder notification to submit the abstract for the following meeting and that failure to do so may result in suspension of the research. If the PI does not submit the RDIS abstract to the R&D meeting following this reminder, the research will be out of approval on the date of the next R&D committee meeting. The PI will be notified that all research must be halted unless this will result in patient safety issues for research involving humans. The PI will be ineligible to submit any new protocols until they satisfy the continuing review requirements.

       5.  Final Reviews:  At the conclusion or termination of each project, the Committee shall
review and officially approve a final report submitted by the principal investigator.  The research must be closed out with all appropriate subcommittees prior to final R&D review. The report must include the findings of the study whether positive or negative, other information relating to the appropriate closure of the study, and a final RDIS report.

6. “Just-in-Time” approvals:  The R&D Committee may grant approval to a Principal Investigator to submit a grant to a funding agency prior to obtaining sub-committee approvals. This process is otherwise the same as “Full Committee Review” (E.1.). The Principal Investigator must, however, subsequently obtain all appropriate sub-committee approvals followed again by full committee R&D approval prior to undertaking the research. This category of approval should be limited to proposals that will only be undertaken by the Principal Investigator if funding is obtained.  Upon re-submission of a Merit Review Proposal, the R&D committee should review the reviewers’ comments from VACO along with the re-submission.
7. Letters of Intent: Refer to Expedited Review (E.2.).


a. Review of research manuscripts, abstracts, letters-to-the-editor, and

presentations:

1) The ACOS R&D will review all research manuscripts,
abstracts, letters to the editor, and presentations (referred to collectively below as manuscript). This will not be a scientific review unless the author specifically requests a scientific review from the R&D committee. The Principal author should solicit independent scientific review from an appropriate content expert.


2) The review will specifically focus on the appropriate
acknowledgement of VA support and on rights of human subjects or animal component of the research. Specifically, the ACOS-R&D will verify that the appropriate research committee approvals for the research described in the manuscript was obtained. 


3) Recommendations are communicated to the author who then


responds (as appropriate) to the ACOS-R&D.


4) If approved, research office staff will draft a letter of approval


for signature by the ACOS-R&D. This information will be on


the agenda and recorded in the minutes (for-the-minute


records) of the next R&D committee meeting. 


5) It is anticipated that journal editors will request revisions to

the manuscript. The author does not need to obtain re-

approval from the R&D committee for these revisions as long

as new research findings above and beyond those described in 



the reviewed manuscripts are not added to the manuscript.

6)
Once a manuscript is accepted for publication, the Principal

 

Author must notify the research office and forward a copy of


 
the approved manuscript to the research office. A copy of the



manuscript will then be forwarded to ORD by the research


office.
                                                   7) The principal author must submit a copy of the approval letter



received from the research office when requesting use of



research funds for payment for reprints or page charges. 

G. Attendance Requirements, Quorum and Voting at meetings:  Members are encouraged
to attend all meetings, but are expected to attend > 50% of the regularly scheduled meetings each year.  A quorum, consisting of a majority of all the voting R&D Committee members, must be present to conduct official business of the committee. If a quorum is lost during the meeting, further R&D business must be suspended. Whenever a committee member recuses him or herself or leaves the meeting, there must be enough individuals remaining to constitute a quorum (recused members and members who temporarily excuse themselves from the meeting are not counted towards a quorum). Each voting member has one vote with no proxy voting allowed. A motion is approved if accepted by more than half of the votes cast by voting members present at a meeting. 

H. Investigators who end their relationship with Stratton VA Medical Center must submit
final reports for all projects for which they are responsible.  In addition, these investigators must ensure the proper and appropriate disposition of all research matters, including laboratory chemicals and equipment. They must also attend to issues regarding their research employees who were appointed specifically for the investigator’s program.  If an investigator leaves without submitting a final report, the R&D Committee will, on a case-by-case basis and considering the best interest of the institution and research participants (if applicable), administratively terminate the study.  The investigator’s care-line leader/service chief will be notified of this action with a memo of non-compliance for that investigator. 
I.  R&D Committee Actions:  For research proposals and amendments submitted for
review and approval, the R&D Committee may vote for the following actions, with specific clarification of the action to be provided to the investigator:

1. Approved– Approvals granted by all required subcommittees and final approval by the

 
R&D Committee.

2. Contingent Approval (modifications required) – The R&D committee will specify what is required for final approval of the protocol. The committee will specify whether the modifications can be verified under expedited review procedures, must be reviewed and approved by the primary reviewer(s), or come back to full committee for final approval of the protocol. 

3. Deferred– A proposal will be deferred because of major concerns that must be resolved before the R&D Committee will reconsider the proposal for approval. A deferred proposal must be reviewed again by the fully convened R&D Committee. The materials, information, modifications, or conditions necessary for reconsideration by the R&D Committee will be stipulated in both the meeting minutes and in a letter to the investigator.

4. Tabled– A proposal may be tabled without review or discussion due to lack of a quorum or other reasons that may not relate specifically to the proposal.  

5.  Disapproved– The proposal may be disapproved and not allowed to be conducted at the VHA for major concerns. These concerns may relate to such issues as scientific design, ethical issues regarding subject protection, feasibility due to lack of resources, or safety concerns.  

J.  Minutes of R&D Committee:  Minutes of the R&D Committee meeting are prepared

for each meeting by the Research Program Assistant assigned to the Committee:


1. Time, date, and location of meeting


2. Declaration of quorum


3. Members present, excused, or absent, and guests present (if any) will be recorded. 



Members may be noted as being excused if the Chair or the Recorder is notified in

advance of the meeting that the member will not attend.


4.  Declaration of conflicts of interest


5.  R&D and R&D subcommittee meeting minutes that were approved since the last R&D

 meeting.


6.  Old business 


7.  Education


8.  Reports and Announcements- Reports to the Committee shall be made by the chair,

ACOS/R&D, AO/R&D and/or any other responsible individual on matters of

concern to the Research Program that need to be called to the Committee’s
 
attention.  These will include local and central office R&D policy updates.


9.  Review of new research protocols 

   10. Review of protocols previously deferred, disapproved or tabled


11. Review of major amendments to previously approved protocols 


12. Report on items approved under expedited review. These will include minor

changes to proposals prior required prior to approval; manuscripts, abstracts, and

presentations; and study closures. The reviewer, date reviewed, and action taken

will be noted.


13. Review of yearly RDIS reports of research protocols 


14. The minutes shall be signed by the Chair, Executive Secretary, and Chief of Staff.

The minutes will document present, absent, recused, abstained, and excused members and provide a complete record of all items of business or information brought before the Committee.  Votes on motions for actions taken shall be reported to include the names of the voting members who make the motion and second the motion, number of members voting for the motion, voting against the motion, abstaining, recusing or excusing themselves from the vote and quorum.  The minutes are reviewed, edited, approved and signed by the Chair and ACOS/R&D; forwarded to the Chief of Staff and Director for their review; and submitted to the full committee for review, corrections (if necessary), and approval at the following meeting.  Copies of the minutes are maintained by the Research Administration office and will be made available to VHA Headquarters or to any investigator upon request.

15. Communication of R&D Committee findings, stipulations and actions:  All formal
communications of the R&D Committee are in writing from the Chair.  Correspondence to the research investigators following review of research proposals from investigators will indicate findings, stipulations, requests for additional information, and/or final actions as noted above.  


16. Response of Investigators to Findings and Stipulations:  


1. For initial submissions, (initial reviews of protocols not previously approved and
 therefore not active), failure to respond within 30 days will result in no final approval and closure of the review process.  If an investigator wishes to have the proposal reconsidered for approval, the protocol must be resubmitted in full as a new submission and presented to the full committee again.

2. For active/on-going (i.e., previously approved) projects, such as requests for continuing
approval (see also appendix K), failure to respond within 30 days may result in suspension or termination of the research and the investigator considered as non-compliant. Such stipulations will be stated in correspondence to the investigator.
K.  Protocol Suspensions and Terminations:  


The R&D Committee may suspend or terminate approval for any of the following reasons. 


1.  The investigator fails to:


a. obtain informed consent,


b. makes required revisions prior to starting the study,


c. make requested changes in the study.


d. complete continuing review requirements prior to expiration of the prior approval interval 


2. The investigator shows lack of propriety or deceit through:


a. evidence that the original study has been altered,


b. unauthorized modification of the study or consent form,


c. scientific misconduct involving risks to humans or others,


d. evidence that the rights of research participants have been violated.

The decision to suspend or terminate an active study will be made by the R&D
committee on a case-by-case basis taking into consideration the significance of the
infraction and safety issues (see below). The decision to suspend (versus terminate) the project will be made by the R&D committee based on whether they feel the study may subsequently be continued by the principal investigator if corrective actions are acceptable, and/or continued under the direction of a different principal investigator. In instances of study suspension, the R&D committee will specifically define to the principal investigator what, if any, study activities may be continued during the suspension (i.e. data analysis). Suspension or termination may occur at any time during the study. The investigator will be informed in writing of the suspension (including an explanation of what research activities may or may not be continued) or termination. A copy of the letter will be sent to the appropriate institutional and/or affiliated institutional officials, the facility research compliance officer, and R&D subcommittees as appropriate to the action. All suspensions and terminations initiated by the committee prior to the previously designated approval expiration date will be reported to ORO, OHRP, and FDA as appropriate. A list of the types of actions that require reporting to ORO can be found in the memo dated September 8, 2005, “What to Report to ORO”.
L.  Appeal of R&D Committee Decisions:  An investigator may appeal any decision by
the R&D Committee.  If a study is disapproved, the proposal may be resubmitted with a cover letter detailing how the concerns and/or objections to the previous submission have been addressed or providing additional clarifications for areas that may have not been correctly reviewed.  For other actions such as suspension or termination of a study, an appeal letter may be sent to the R&D Committee.  Since the R&D Committee cannot override the disapproval action for a research activity made by any of its subcommittees, the objections and concerns of the subcommittee(s) must be addressed with the subcommittee(s) before the R&D Committee will take any final action.  The appeal process is designed to find errors or uncover special circumstances that might alter the committee’s decision to suspend, disapprove, or terminate a project. The appeal should be made within 60 days of receipt of the dated disapproval, suspension, or termination. However, additional time may be given if the investigator needs more time and is actively pursuing subcommittee approvals. 

XI. Research Records 

A. Research Records:  The research office will have and maintain the following records.

1. R&D Committee Administrative Records:

a. Written standard operating procedures 

b. R&D Committee membership roster showing the category of each members (Section V.A.)

c. Copies of correspondence relating to membership appointments 

d. Training records of investigators, study personnel and committee members (reports or certificates of human studies protection training, other related training)

e. R&D Committee correspondence (other than protocol related documents)

f. Agendas and minutes of R&D convened meetings

g. Research database information

2. R&D Records Relating to Investigators and Research Projects    

a. Information of the qualifications and VA appointment status of each principal investigator 

b. All materials submitted by the PI for initial review 

c. All materials from the PI related to protocol amendments, adverse events, continuing review, and termination of study. 

d. All correspondence sent by the PI to the research office. 

e. All study related correspondence sent or received by the R&D Committee or any R&D subcommittee.

f. Curriculum Vitae of all PI’s and committee members updated annually.

B. Research Databases:  The Research Administration maintains computer databases on all research protocols and investigators.

1. Project Management & Information System (PROMISE):  This database is linked to VA National Headquarters R&D Computer Center responsible for maintaining the VA Research and Development Information System (RDIS). 

2. MIRB:  This comprehensive database is primarily designed to support the functions of the IRB. However, it will also be used to support the R&D as well as its other subcommittees.

C. Access to and Retention of R&D Committee Records:  All research records are kept confidential in the Research Administration Offices.  Normal access is limited to the ACOS/R&D, the Administrative Officer for Research, research administrative staff, Chairs of the R&D Committee or its subcommittees, authorized VA representatives, officials of federal or state regulatory agencies and appropriate accreditation organizations.  All other access to R&D records is tracked in a log and is limited to those who have legitimate need, as determined by the R&D committee, ACOS-R&D, Medical Center Director, or VA National Headquarters. 

Research records relating to a study are retained for at least 5 years after approval for a study is terminated.  (This minimum requirement may be exceeded in accordance with applicable VA, FDA and DHHS regulations, or as required by outside sponsors of the study.)  The R&D records relating to an investigator are retained for at least 5 years after the PI leaves the Stratton VA Medical Center. All research records pertaining to protocols that involve ionizing radiation are to be kept indefinitely. It is understood that research records may need to be stored for prolonged periods of time. The PI may arrange with the research office to turn over responsibility for continued storage of terminated protocols to the research office. 

XII. Non-Compliance and Research Misconduct:

Serious deviations from accepted practice in carrying out research, in reporting of research results, or material failure to comply with Federal regulations affecting specific aspects of the conduct of research (e.g. the protection of human subjects and the welfare of laboratory animals) will also be reviewed. Current ORD policies and procedures dealing with misconduct can be found in VHA Handbook 1058.2, “Research Misconduct”.
XIII. Research Investigators:

The conduct of research is a privilege that should only be conducted by individuals who are appropriately credentialed and knowledgeable in the conduct of research. Along with the conduct of research come the responsibilities to adhere to the highest standards of ethics and to Federal and local regulations.

1. Credentialing and education of investigators and staff is described in memorandum SL -151-06.

2. Additional Investigator Responsibilities are in the Investigator Handbook.
3.  Electronic medical record (EMR) documentation for studies involving humans is described in Appendix C. 
4. Monitoring Visits. All external study monitor visits must be coordinated through the Research Office as outlined by ORD memo and local policies in Appendix D.

5. Adherence to protocols. The principal investigator is expected to adhere to the research protocol as approved by the R&D committee. Policy regarding amendments or changes to the approved protocol is described above (E.3.). It is also expected that all investigators involved with human research have the highest obligation to protect the rights and welfare of research participants involved in their studies.
6. Protected time for research is described in a Network Memorandum 10N2-35-06.  

XIIII. References 
VHA Handbook 1200.1 (The Research and Development (R&D) Committee Handbook)
Title 38, U.S.C. Chapter 73, Section 7303 (Authorization for R&D Program)

7361–7368 of Title 38, United States Code (U.S.C.) (Authorization for NPC’s)

Station Memorandum No. SL-00-45 (Research & Development Committee)

38 CFR 16 (VA IRB Regulations)

VHA Handbook 1200.5 (Human Research Protection Program)

VHA Handbook 1200.7 (IACUC)

VHA Handbook 1200.6 and 1200.8 (SRS&B)

Animal Welfare Act (CFR.  1985. Title 9, Subchapter A)

21 CFR 56 (FDA Regulations for Research Involving Humans)

Stratton VA R&D Website (Intranet): http://vaww.visn2.med.va.gov/research/
Stratton VA R&D Website (Internet): 

VHA Handbook 1058.2 Research Misconduct

Human Studies Training Policy

Memo, “What to Report to the Office of Research Oversight” dated September 8, 2005

Memo SL-151-06, “Credentialing Process and Scope of Practice for Individuals Involved in Human Subjects Research”, dated July 11, 2006

Appendices   
Appendix A: Security Plan for Research Laboratories
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Appendix B: Guidelines for Preparing a Research Protocol
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Appendix C: ACOS Memo “Posting a Research Participant Enrollment Note into the EMR”:
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Appendix D: ACOS Memo, “Study Site Monitor Visits
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SAMUEL S. STRATTON DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER GUIDELINES FOR PREPARING A RESEARCH PROTOCOL


These guidelines are to assist the Principal Investigator (PI) in completing the paperwork required to submit a research protocol to the Research and Development (R&D) Committee. Please refer to the Stratton VA research web site for further information. The web site includes a checklist indicating required forms for each committee, allows downloading of forms, and has information about research subcommittees http://www1.va.gov/visns/visn02/research/albany.html. 


THE P.I. MAY NOT BEGIN THE RESEARCH UNTIL HE/SHE HAS RECEIVED APPROVAL FROM ALL NECESSARY SUBCOMMITTEES AND FINAL WRITTEN APPROVAL FROM THE R&D COMMITTEE.


I.  INITIAL PROCEDURE


The Principal Investigator must have a Stratton VAMC appointment (may be WOC). If submitting a Merit Review, the P.I. must have at least 5/8th   appointment when funding begins. Research conducted at non-VA locations may require an off-site waiver from VA Headquarters.


The research submission packet should be submitted to the Research Office in Room 603A or 604A. The staff will review the packet for accuracy and completeness, and will notify the contact person, if necessary, to make corrections. You may contact the following individuals for questions related to a specific committee as follows:



Human Studies: contact Pamela Wright at 626-5624


Animals: contact Jessica Capeci at 626-5626


Bio-safety: contact Jessica Capeci at 626-5626



Radiation Safety: contact Kristine Cipperly at 626-5586


R&D Committee: contact Pamela Wright at 626-5624 


II.  PROTOCOL SUBMISSION PACKET INCLUDES:


A.  NEW PROTOCOL SUBMISSION FORM


The New Protocol Submission Form must be fully completed including signatures of the Principal Investigator, Co-Principal Investigator, Co-Investigator(s), Sub-Investigator(s), Research Staff Member(s) and Care Line Leaders or supervisors as appropriate. All individuals involved with performing the research must have the appropriate credentialing, qualifications, and training required for conducting their parts of the research. Please refer to the Credentialing Policy on the research website.


B.  ABSTRACT


A typed abstract on a separate sheet of paper must be included along with an electronic copy (labeled disk).  Indicate ABSTRACT at the top of the page with the PI’s name, protocol title, and date. The abstract should be single-spaced, 10 font size, and less than 500 words. Do not underline, italicize, right justify, or use superscripts, subscripts, Greek symbols or letters, as these are not accepted when the data is transmitted in the VA Research Data Information System (RDIS). The Abstract must be organized with the following headings:



1.  OBJECTIVES



2.  RESEARCH DESIGN



3.  METHODOLOGY



4.  CLINICAL RELEVANCE


C.  RESEARCH PROTOCOL


The exact title of the research protocol must be used consistently on all research forms. The research protocol should include the following (pharmaceutically or cooperative group sponsored clinical research protocols usually include all required information):                                                




1.  Rationale  


a. A brief statement of the problem to be investigated.


b. Statement of the primary and secondary (if applicable) hypotheses.  These statements should be quantitative when possible, (i.e.:  “Treatment of patients with peripheral arterial disease with warfarin reduces the likelihood of death at three years by 25%.”)


c. Summary of the specific objectives and timetable for achieving them. The specific objectives should be directly aligned with and designed to answer the hypotheses.


d. Statement of the significance of the research.


e. Relevance of the proposed work to the DVA patient care mission.




2.  Background


This must be succinct but comprehensive. Include a critical evaluation of existing knowledge, and specifically identify the gaps that the project is intended to fill. Cite pertinent references including those with conflicting evidence. For studies designed to compare or evaluate therapies, there should be a statement of the relative advantages or disadvantages of alternative modes of therapy.


3.  Work accomplished by P.I.


Describe past experimental or clinical findings accomplished by the PI that led to this project.




4.  Research Plan (work proposed)


Submit a detailed orderly (should follow the specific objectives) and scientific description of the intended research. This should include the study design, procedures, and principal variables or outcomes to be measured. Include anticipated time lines for the various procedures. 


Summarize statistical considerations including the anticipated statistical analytic plan, the risk of Type I and Type II errors, and the number of subjects, measurements, etc. required for the research.  Describe how the results will be expressed/presented, and indicate what methods will be employed to determine statistical significance.


The following additional information must be included for research involving humans. 


A. Describe the justification for involving humans.


B. Define the study population – including whether minorities and women will be included. Describe how subjects will be identified (review of medical records or hospital database, advertisement, previous research participation). Indicate whether the study will be done on VA inpatients, outpatients, employees, volunteers, healthy individuals, and/or non-VA patients. All advertising materials such as posters, flyers and letters to participants must be submitted for IRB review and approval prior to use. 


C. Define the number of individuals and justification for the sample size.


D. Describe specific inclusion and exclusion criteria for selection of participants.


E. Describe all procedures that involve the human research participants. This should include randomization procedures, administration of and blinding of study drugs, other drugs that may be administered, amounts of blood to be drawn, and tests to be obtained. All procedures should be described including those that outside the research would constitute standard clinical care. There should be a clear delineation of what interventions are being done strictly for research, and what interventions are done as part of standard care. If questionnaires, non-standard rating scales or other materials, surveys, diaries, or pamphlets are to be used, include copies.


F. List the potential benefits (including benefits to the individual participants, to the population from which the participants are drawn, to science, or to society in general), and risks (including psychological; social; physical; economic; financial – will participation result in extra costs, loss of insurance, or employment; confidentiality; and legal  -- i.e. reportable illegal behavior, drug use, sexual behavior, alcohol use). Describe procedures to minimize risk, including less risky alternatives.


G. Describe circumstances that might lead to early withdrawal of participants, and implications of such early withdrawal and plans for follow-up.


H. Describe a plan for adverse event and unanticipated problems involving risks to subjects or others reporting (all deaths irregardless of their relationship to the research, and all serious and unexpected adverse events must be reported to the research office within 5 days of the PI learning of the event). For strictly observational studies that involve “no-more-than minimal risk”, the PI may want to indicate, as appropriate, that only adverse events clearly related to the research (i.e. breach of confidentiality) will be reported. The PI should indicate an ongoing plan to “monitor” adverse events to assure that the risk-benefit ratio of the research remains favorable for continuation of the research. Most clinical trials involving external sponsors will have a Data Safety Monitoring Board (DSMB) for this purpose. For larger investigator initiated clinical trials, the PI should strongly consider having a DSMB.


I. Indicate if research participants will be paid. If so, the method of payment, amounts, schedule of payments, and if payments will be pro-rated for study visit completion. 


J. Indicate any extra costs to participants for participating in the research such as fees or co-payments for extra lab tests, procedures, or visits required by the research that would not normally be required for treatment. Describe if the subject’s insurance will be billed for research related costs.


K. Define how the confidentiality of data and research participants will be protected (i.e., coding procedures; storage of and access to identifying data; when data will be destroyed; will a Certificate of Confidentiality be obtained).


L. There are specific VA and New York State guidelines for studies that involve any tissue or specimen banking or genetic research. The Stratton VAMC Research Office memorandum “Banking Research Subjects’ Tissue Specimens” should be referred to for information.



5.  Resources and Specific Location of Study 


Describe facilities, services, and personnel required for the project.  Note which are available and which must be obtained to complete the study.


6. List of Literature Citations/References

D. INVESTIGATOR DATA FORM - 10-5386 (Page 18 - Promise Database System)

This form is required for all new Principal Investigators and must accompany the completed protocol submission packet. It is not required for other research staff involved with the project. If a PI has submitted an Investigator Data Form to the Research Office for another study, it is not necessary to submit it again.

E. CONSENT FORM

This form is required for most research involving humans. The template for the research consent form can be downloaded from the research web site.


F. HIPAA AUTHORIZATION OR WAIVER FORM

A HIPAA authorization or waiver is required for all research involving protected health information. Forms can be downloaded from the research web site.


G. INVESTIGATORS BROCHURE AND INVESTIGATIONAL DRUG FORMS

An investigators brochure must be included for research involving investigational drugs. Also, FDA form 1572 and VA form 10-9012 must be submitted. These forms can be downloaded from the research web site.

H. CONFLICT OF INTEREST DISCLOSURE FORM (human subject research only)

Conflict of interest disclosure forms must be filed for all local principal, co-principal, co- and sub-investigators, and research staff members involved with conduct of the research. These forms can be downloaded from the research web site.


I. RESEARCH GRANT OR ESTIMATED BUDGET

The estimated budget for applications for funded research must be included for review. Please review the budget with Christine Wood, Administrative Officer-Research (D638).


J. CURRICULUM VITAE (C.V.) OR RESUME

The PI, Co-PI(s), Co-investigator(s), Sub-investigator(s), and Research Staff Member(s) must submit a current C.V. or resume with each submission packet.


K. RESEARCH INVOLVING ANIMALS OR BIOHAZARDS

All research involving animals must be reviewed and approved by the Stratton VAMC Institutional Animal Care and Utilization Committee (IACUC). The Stratton VAMC Subcommittee on Research Safety and Biosafety (SRSB) must review all research involving biohazards or chemicals. Instructions and forms for both committees are available on the research web site. The Radiation Safety Committee must review all research involving radiation in any form. Please contact Kristine Cipperley, Stratton VAMC Radiation Safety Officer, at 65586 for further information.


L. STUDY MONITOR VISITS


The Principal Investigator is responsible for notifying the ACOS/R of all monitoring visits by any outside agency for any research study.  The study monitor must report to the Research Office prior to beginning the monitoring visit and sign the sign-in sheet.  The study monitor must be under the supervision of the PI or coordinator during their visit. At the conclusion of the monitoring visit, the study monitor must have an exit interview with the ACOS/R or designee.  Any follow-up correspondence received from the sponsor or study monitor must be copied to the ACOS/R. Refer to ACOS Memos, “Study Site Monitor Visits”, on the research website.

   M. CREDENTIALING


         Qualifications of employees who conduct research must be validated. (For those individuals        

 conducting human subject research, refer to the credentialing policy on the research website.)

III. REVIEW PROCESS:

All research must be reviewed and approved by the appropriate R&D sub-committee(s) (i.e. all research involving humans must be reviewed and approved by the Stratton VA Institutional Review Board (IRB), research involving animals by the IACUC, and research involving biohazards by the SRSB) prior to R&D review. Committee schedules and submission deadlines are posted on the web site. For R&D review, the protocol(s) will be sent to two primary reviewers prior to the meeting. The PI is encouraged to suggest potential reviewers. A notification of R&D and subcommittee action on the protocol, along with reviewer comments as appropriate, will be sent to the PI after the meeting at which the proposal was reviewed. Investigators may be asked to attend the R&D or subcommittee meeting to discuss the reviews.
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Veterans Affairs Memorandum

Date: August 8, 2006
From: Stratton VAMC Research & Development

subj:  Posting a Research Participant Enrollment Note into the Electronic Medical Record
(EMR)

To: Clinical Investigators
(This supercedes the EMR Memorandum dated May 9, 2005.)

A posting is not required in the medical record if the research involves no more than minimal
risk and the research subject’s participation involves:

only one encounter (i.e. healthy volunteer blood draw),

only the use of a questionnaire,

the use of previously collected biological specimens, or

the ability to identify a patient as a participant in a particular study places the
participant at greater than minimal risk.

kol e

Investigators should document these research activities in the investigator’s research case history
file. All other exceptions from documentation in the medical record are at the discretion of the
IRB upon request of the Principal Investigator.

A. Research Study Initiation Note - Once this note is signed, it will appear in the participant’s

EMR under “CLINICAL WARNING” in the upper right corner of the cover sheet.
Procedure:

Access the participant’s EMR.

Click on the “NOTES” tab.

Click on “NEW NOTE”.

Click on “RESEARCH STUDY INITIATION NOTE .

Enter the following required information:

a. Title of the research study.

b. Name of Principal Investigator, study coordinator, and other relevant study
personnel.

c. The name of the individual obtaining informed consent and date informed consent
was obtained.

d. Contact information in case of emergency or need for further information
regarding protocol therapy. This should include both day-time and off-tour phone
numbers.

= e. Inclusion and exclusion criteria and documentation that the research participant

meets these criteria. ,
f. A statement that the research subject had capacity to consent and comprehension

of the research study or that a legally authorized representative of the patient gave
consent.

LS ol Ll e





B. Research Study Progress Note — This note is used to document each study visit, including
the “enrollment visit”.

1. Include the actual date that the participant was enrolled into the study (this date
may or may not be identical to the date that informed consent was obtained).

2. Include all data appropriate to the study as well as a review of the participant’s
laboratory and clinical status indicating that the participant is still appropriate for
the study.

3. Include a statement that the subject or the subject’s legally authorized
representative continued to comprehend and consent to the research process.

C. Research Study Termination Note — This note is required for all participants who have a
“Research Initiation” note and is to be added as an addendum to the “Research Initiation”
note. This note should:

1. be written when the participant has completed the study,
2. include the date that the participant’s study involvement ended,
3. include any other information appropriate to the study.

D. Encounter Location- For research studies that involve participant visits that are due to
research participation only and are not part of standard care, the PI should contact HIMS to
designate a specific “Research” encounter designation to be used when entering the
encounter information. This is to ensure that research participants do not receive a bill from
the VAMC for these visits due solely for the research.

Thank you for your cooperation.

Raymond P. Srivith, M.D
Acting ACOS for Research and Development
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Memorandum

Date:

January 4, 2006


From:
ACOS- Research & Development (ACOS)



Subj:

Study Site Monitor Visits



To:

Principal Investigators and Clinical Research Staff  SET Text1  \* MERGEFORMAT 

(This supercedes the Clinical Trial Monitor Visits Memorandum dated June 2, 2005.)


1. The Principal Investigator (PI) or other study staff as appropriate, must notify the ACOS/Designee* via E-mail of all monitoring visits by any external entity, e.g.; pharmaceutical companies or Contract Research Organizations (CRO) for any clinical research trials. If the monitoring visit is unscheduled, the ACOS/Designee* is to be notified as soon as the study personnel are aware of the visit.


2. The study monitor must be under the supervision of the PI or coordinator during their visit.  The PI or coordinator must ensure the study monitor reports to the Research Office (D637) prior to beginning the study site visit and sign in on the “Study Site Monitor Visit” sheet.

3. During each visit by the monitor the PI should review the role of the monitor including the new requirement that any potential or actual serious findings be conveyed to the investigator and the ACOS/Designee* during the exit interview.

4. If the study monitor requires access to the Electronic Medical Record (EMR) to conduct their monitoring visit, a request via E-mail should be submitted to the Administrative Assistant  Research (AA) to obtain such access. Please make this request at least 2-weeks prior to the monitoring visit, if possible, to assure that access is available at the time of the visit. A list of study participants to be reviewed must accompany the request, as the monitor will only have access to those particular files.  

5. The ACOS/Designee* will fill out a “Study Site Monitor Visit” report (attached) describing the outcome of the visit. This report will be filed in the Research Office, a copy sent to the Research Compliance Officer (RCO), and a copy to the Human Research Protection Program (HRPP) office (for placement in study file).

6. Any follow-up correspondence received by the investigator from the sponsor or study site


      monitor must be forwarded to the ACOS/Designee* to append to the exit-interview report.



      Thank you for your cooperation.


        //Raymond P. Smith//

Raymond P. Smith, M.D.




[image: image1.emf]G:\MS-Research\ Study Site Monitor Visits\Exit interview.doc
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* In the absence of the ACOS, the PI should contact the Designee in the following order; the Administrative Officer Research (AO), x65621, the HRPP Coordinator, x65624 or the Facility Research Compliance Officer (RCO) x65787. 
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Department of
Veterans Affairs | M emoran d um
v OCT 14 2004

From: Acting Chief Research and Development Officer (12)
Subk Reporting of All Study Site-Monitoring Visit Results

To: Network Directors (10N1-23) -

Thr: - Acting Deputy Under Secretary for Health (10A! N Y
T Deputy Under Secretary for Health for Operations and Management (1 Ol@%}/\ ;1

1. Many of the research studies conducted at VA facilities are monitored by entities external
to that facility, e.g., pharmaceutical companies and Contract Research Organizations (CROs)
through site visits. These site visits may be routine or conducted for specific canses. Ttis .
imperative that the appropriate research staff is notified of these visits and informed of any
serious findings or issues of concern that result from the monitoring visits. To ensure that
this occurs, this memorandum outlines issues that must be addressed and procedures that
must be implemented. Please share the following information with your Associate Chiefs of
Staff for Research and Development (ACOS/R&D).

2. The following guidance is applicable for each study that is monitored by a pharmaceutical
company or CRO.

a. The ACOS/R&D or his/her designee is to be notified of all monitoring visits by
pharmaceutical companies or CROs as soon as possible. This is the responsibility of
the research staff person who schedules or confirms the monitoring visit. 1f the
monitoring visit is unscheduled, the ACOS/R&D is to be notified as soon as the study
personnel are aware of the visit.

b. The CRO or study monitor must sign in as a visitor at the research ofﬁce as
required of all visitors to research areas.

c. The Principal Investigator or other responsible investigator is to meet with the
study monitor(s) prior to the monitors’ beginning their work. During each visit hy a
monitor, the role of the monitor should be reviewed, including the new requirement
that any potential or actual serious findings be conveyed to the investigator and the
ACOS/R&D, Administrative Officer for Research (AO/R&D) or his/her designee
during an exit interview. Findings that require an exit interview include but are not
limited to:

(1) Any suspicions or concerns that serious non-compliance may exist, and

VA FORM 2105
MAR 1989







(2) All findings of serious non-compliance with the study protocol,
Institutional Review Board (IRB) requirements or applicable regulations and
policies (e.g., failure to consent subjects, entering subjects who do not meet
entrance criteria into protocols, failure to report serious or unexpected adverse
events).

d. If the monitor records no serious findings or concerns as listed above, the study
investigator or research coordinator must notify the research office in writing that
there were no such findings identified by the monitor.

3. Each research office must develop procedures that will ensure all serious findings and
concerns found during the monitoring visit are appropriately addressed and the appropriate
facility officials and committees are notified as required by facility policy. These procedures
must also require that monitoring reports be submitted to the IRB at the time of continuing
review.

4. Contracts with pharmaceutical companies must define the role of study monitors that is
consistent with the requirements of this memo.

5. If you have any questions concerning this policy, please contact Brenda Cuccherini, Ph.D.
1 ice of Research and Development at (202) 254-0277.

Stephan D. Fihn, MD,WIPH

cc: ACOS for Research (151)
Medical Center Directors (00)
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MAR 1989
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Study Site Monitor Visit 


Exit Interview



PI’s Name: __________________________________________________________________



Title of Study: _______________________________________________________________



Name of Sponsor: ____________________________________________________________



Representative’s Name: _______________________________________________________



Deficiencies Noted
 
  Yes 



No



If “Yes” please explain: __________________________________________________________________



 _______________________________________________________________________________________



_______________________________________________________________________________________



_______________________________________________________________________________________



_______________________________________________________________________________________



Interview Completed By:  ________________________________________________________



Date Completed: _________



Signature: ______________________________



Revised January 2006


cc: Research Compliance Officer
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SECURITY FOR RESEARCH LABORATORIES


STRATTON VA MEDICAL CENTER


ALBANY, NEW YORK


RESEARCH AND DEVELOPMENT SERVICE


1.  PURPOSE:  To establish policy regarding the security of the laboratories of the Research & Development Service.  


2.  POLICY:  Research laboratories and inventory will be secured in keeping with the intent and scope of VHA Handbook 1200.6, dated October 1, 2005.  The policy applies to all individuals entering the secured area, to include VA employees, without compensation (WOC) employees, contract employees, oversight entities, vendors, employees from other VA services, and visitors.


3.  RESPONSIBILITY: 


a. Hospital Director – the Medical Center Director is the Responsible Official and may appoint one or more Alternate Responsible Official(s) to assist in administering this program.


b. The Associate Chief of Staff for Research (ACOS/R&D), by and through the


Administrative Officer for Research (AO/R&D), will maintain security policies in keeping with VA directives and policy and ensure compliance with established policies.  


c. Research & Development Committee – will serve as the Security Committee.


d.  Human Resources will communicate the results of background checks to the ACOS/R&D                                                          or AO/R&D in a timely manner.  


e. Police & Security Service will conduct an independent security vulnerability assessment annually and act as a resource to Research in the creation and monitoring of security policies.  


4.  DEFINITIONS:  For purposes of this memorandum, the following definitions apply.


a.  Security Committee.  The Research and Development (R&D) Committee shall serve as the “Security Committee,” as needed, and is responsible for oversight of matters relating to the secured areas of Research Service.  


b.  Secured Area.  The secured area refers to research laboratories located on 6A, 6B, and rooms 607/608 Core of Building #1, and the Animal Research Facility (ARF) in Building #3, at the Stratton VA Medical Center.  


c.  Approved Individual.  An approved individual is a VA employee appointed on a full-time, part-time, intermittent, fee basis, or without compensation (WOC), that has undergone credentialing and a background check required for appointment to a Title 5 position, Title 38 position, or as a WOC.  An approved individual may also be a contractor who has undergone the required credentialing and background check.


d.    Authorized Individual.  An authorized individual is a VA employee appointed on a full-time, part-time, intermittent, fee basis, or WOC, that has undergone credentialing and a background check required for appointment to a Title 5 position, Title 38 position or as a WOC.  In addition, the individual has an approved security risk assessment as required in 42 CFR 73.8, 7 CFR 331.10, or 9 CFR121.11.  An authorized individual may also be a contractor who has undergone the required credentialing and background check as well as having an approved security risk assessment.


e.    Visitor.  A visitor is a person allowed entry into the secured research area, with a sponsor, for the purpose of conducting activities related to active research projects, or for facility and/or administrative matters.  All visitors must follow procedures as outlined in paragraph 6d of this document. At the Stratton VAMC, certain students (who are on-station for a short period of time) may be classified as visitors for security purposes.  See section 6d for additional information. 

f.  Hazardous Agent.  A hazardous agent is a biological material including, but not limited to, the Centers for Disease Control (CDC) List of Select Agents, (Attachment C, Stratton VAMC Research Laboratory Hazardous Agents Certification) and products of such a biological material, i.e., toxins.  (The term also includes highly toxic chemicals or gases that have the potential for being used as weapons of mass destruction, as well as radioactive materials and/or radioactive sources.) 


g.  Select Agent.  A Select Agent is one of a group of agents (viruses, bacteria, rickettsiae, fungi, toxins, and recombinant deoxyribonucleic acid (DNA) designated by the CDC as requiring registration with the CDC Laboratory Registration Program.  The regulation of Select Agents is codified in Title 42 Code of Federal Regulations (CFR) Part 72, Additional Requirements for Facilities Transferring or Receiving Select Agents.  All Select Agents are included in the list of hazardous agents listed in Attachment C.  (Select Agents and Hazardous Agents are synonymous, and are to be handled at the same level of security.)

h.  Sensitive Materials.  Sensitive materials include, but are not limited to, any hazardous agents as defined and identified in paragraph 2.d (2) in Appendix A of VHA Handbook 1200.6, as well as research equipment and/or supplies used to store, test, destroy or otherwise handle hazardous agents, and laboratory notebooks or other written or computerized records documenting possession of and/or research using hazardous agents.  


i.  Weapons of Mass Destruction.  Weapons of mass destruction include any of the classes of hazardous agents as defined and identified in paragraph 2.d (2) of Appendix A of VHA Handbook 1200.6, or combinations of these agents that are capable of inflicting morbidity and mortality on a widespread basis.   

j.  Terrorist Event.  A terrorist event is the unauthorized removal or theft of hazardous agents capable of being used as weapons of mass destruction from Stratton VA Medical Center


research laboratories, including leased and off-site space, and/or the unlawful use of such hazardous agents.  It specifically encompasses the illicit and unauthorized use of laboratory facilities (including equipment, supplies, computers, faxes, phones, etc.) for the production, purification, or dissemination of any hazardous agent.  The term also refers to the illegal transfer of agents into or out of research laboratories and other research space such as the ARF, storage areas, and offices.  


k.  Toxin.  According to 42 CFR 73.1, a toxin is the toxic material or product of plants, animals, microorganisms (including, but not limited to, bacteria, viruses, fungi, rickettsiae, or protozoa), or infectious substances, or a recombinant or synthesized molecule, whatever their origin and method of production, and includes any poisonous substance or biological product that may be engineered as a result of biotechnology, produced by a living organism; or any poisonous isomer of biological product, homolog, or derivative of such a substance.


l.  Exempt Quantities.  Permissible amounts of toxins that an investigator is allowed to store or use that are not subject to regulations found in 42 CFR Part 73 and 9 CFR Part 121.  The toxins and the exempt quantities of toxins may be found at www.CDC.gov/od/sap .  


m.  USA Patriot Act.  The USA Patriot Act, Public Law 107-56, October 26, 2001, was passed by Congress in response to the terrorist attacks of September 11, 2001.  The purpose of the Act is to unite and strengthen America by providing appropriate tools to intercept and obstruct terrorist acts.  The law includes provisions to deter and punish terrorist acts, enhance law enforcement investigatory tools, and other purposes such as aid to victims of terrorism.  The Act also prohibits certain restricted persons from possessing biological agents or toxins that are identified as select agents in 42 CFR Part 72.   

n.  Prohibited Person.  As defined by the USA Patriot Act of 2001 (Sec 175b), prohibited persons are (1) individuals under indictment for a crime punishable by imprisonment exceeding 1 year; (2) individuals convicted of a crime punishable by imprisonment exceeding 1 year; (3) individuals in fugitive status from any local, state, national, or international law enforcement agency; (4) unlawful users of any controlled substance, as defined in 21 USC 802, Section 102; (5) illegal aliens or persons unlawfully in the United States; (6) persons who have been adjudicated as mentally defective or committed to any mental institution; (7) aliens (other than an alien lawfully admitted for permanent residence) who is a national of a country that has repeatedly provided support for acts of international terrorism; and, (8) persons that have been discharged from the United States Armed Services under dishonorable conditions.

5.  PENALTIES:  Failure to conform to the requirements may result in immediate withdrawal of VA research funding, suspension from the research program, and/or denied access of the secured area.  Individuals who knowingly fail to follow the provisions of this policy are subject to disciplinary action proportionate to the severity of the violation, up to and including termination of VA employment or without compensation (WOC) status.  Failure to comply with Title 42 Code of Federal Regulations (CFR) Part 73, 7 CFR Part 331, 9 CFR Part 121, and other Federal regulations may also result in criminal or civil penalties.


6.  PROCEDURES:


    a.  Laboratory Access  


(1) Access to research laboratories is controlled and limited as stipulated in this policy section 6b.c.d. (approved).  No research laboratories are open to the public.  All laboratory areas, including the ARF and storage areas, include a state-of-the-art system that generates permanent, dated records with identification of persons entering the area and times of entry.  Entry is controlled on a 24-hour/7-day per week schedule.


(2)  Current VA Identification (ID) badges will be worn at all times. 

(3)  A record of key assignments and key-pad code assignments must be current at all times.


Personnel leaving Stratton VAMC employment or no longer working in the research   laboratory must adhere to full clearance and checkout procedures to include turning in all identifications, keys, keycards, and other access items.  Terminated keycards are the property of the Police unit.  If a keycard is lost, the Research Office must be notified immediately so that access can be terminated and a new card issued.

     (4)  Authorized health and safety inspectors, emergency response staff, Police Service, 


inspectors from regulatory agencies, and personnel from VHA oversight offices will have    access to the secured area.  The nature of that access will be determined by the ACOS/R&D or AO/R&D on a case-by-case basis, based upon the frequency of access needs, the potential urgency of access needs, and the potential for after-hours access needs.  The VA Police have 24 hour access to the entire facility.  It is not required that they complete the forms on Attachment A and B.


  (5) As Stratton VAMC research labs and the ARF do not contain hazardous agents (as  


previously defined), personnel from Facilities Management Service, Engineering Service, Safety Office, Warehouse, or others, either obtain approval to access VA research laboratories or are escorted and monitored by an approved individual to complete their duties.

b.  REQUIREMENTS OF INDIVIDUALS GRANTED SECURED ACCESS.  


(1)  All personnel must obtain formal approval from the ACOS/R&D or AO/R&D before


entering the secured laboratory area.  Personnel are considered approved when the employee is provided an access card to enter the secured areas.


    (2)  All approved individuals must wear their VA ID badge so that it is visible at all times.  


    (3)  Personnel may enter the secured area only to perform required duties.  


    (4)  Persons entering the secured area in violation of this security policy will be reported to Police Service by the ACOS/R&D or AO/R&D.                                    


    (5)  Approved individuals must use their own access card to enter the secured area.  Multiple


           individuals, even when each person has authorization to enter the area, may not enter on


          one person’s access card.  


    (6)  It is the responsibility of each approved individual to:


    
(a)  Use his/her access card only for personal entrance into the secured area.


    
(b)  Use his/her access card on each entry into the secured area. 


   
 (c)  Not allow any individual to follow them through the door. 


    
(d)  Report any security violations, including unauthorized individuals, to the 
ACOS/R&D, AO/R&D, or Police Service. 


    
(e)  Notify the ACOS/R&D or AO/R&D immediately when laboratory access is no 
longer necessary and clearance procedure is completed.  


    (7)  Prohibited persons may be granted access to the general secured area on a case-by-case


           basis, as approved by the ACOS/R&D or AO/R&D, with concurrence of the R&D


          Committee.  


    (8)  Careful attention to these procedures is required to ensure that inappropriate or illegal 
non-citizens are not permitted in VA research laboratories.  Discrepancies must be 
reported to the local Federal Marshal through the VA Police Service, and to the VA OIG.

    (9)  Individuals shall receive training in: Security Policies & Procedures; Emergency


          Procedures; and Lab Safety/Security Procedures, as appropriate.  Research Administration


          will maintain verification of training for R&D staff.  Verification for other authorized staff


          will be maintained by the service the individual is assigned to.  Training for VA employees 

          can be verified through the TEMPO education tracking system.       

    c.  RESPONSIBILITIES OF PRINCIPAL INVESTIGATOR (PI) OR OTHER AREA SUPERVISOR.

(1) Submit the “Supervisor Request for Staff Access to Research Secured Area” (Attachment A) and assure that each employee submit “Employee Request for Access to Research Secured Area” (Attachment B). 


    (2)  Ensure that research laboratory staff and all other staff with approved access follow all safety and security procedures, including those of the ARF when applicable.  


    (3)  Notify the ACOS/R&D or AO/R&D immediately when any research laboratory staff member or other approved individual no longer has a work-related need for authorized access, to include leaving Stratton VAMC employment.  


     (4)  Review and certify the accuracy of chemical and biological inventory to the facility


           Safety Office on an annual basis (usually due in May each year).  In addition, certification of “Hazardous Agents” as defined in this document, must be completed by the PI annually and submitted to the R&D office/Subcommittee on Research Safety and Biosafety (Attachment C).  The more potentially hazardous items may require more frequent review and certification.  The need, and the review/certification standards, will be determined by the Subcommittee for Research Safety and Biosafety (a subcommittee of the R&D Committee) and communicated to the PI.


    d.  VISITORS.  

    (1)  Visitor’s access is limited to hours when approved individuals are present.  These individuals must have a sponsor; the sponsor will be responsible for the visitor.  The sponsor must have approved access to the secured area.  

    (2)  Visitors must sign in and out in the Research Administration Office, specifying name, affiliation, purpose for visit, time in and out, and the name of the approved individual (sponsor).  These logs will be maintained in the Research Office. 

    (3)  In rare instances, it may be necessary for a sponsor to bring a visitor in the secured area after regular business hours.  In these rare instances, the sponsor is solely and fully responsible for the visitor and on the next business day that the research office is open, the approved sponsor must log in that activity on the visitor log.

    e.  PROCESS TO OBTAIN APPROVED ENTRY.

    (1)  The ACOS/R&D or AO/R&D, will grant approved access.  The R&D Committee is responsible for the review of policy and processes in relation to security of the Stratton VAMC research laboratories.  


    (2)  The process of obtaining approval to enter the secured area begins with the Principal Investigator or area supervisor.  The PI or area supervisor must make a formal request to the ACOS/R&D or AO/R&D to identify each staff member that requires access to the secured area.  The request is initiated by completing the Supervisor Request for Staff Access to Research Secured Area (Attachment A).   



(3)  Each individual requiring access to the secured area must also complete the Employee Request for Access to Research Secured Area (Attachment B) in conjunction with step (2) above. 


    (4)  The ACOS/R&D or AO/R&D is responsible for approving security access according to policy.  Criteria and elements to be considered when granting approval:  acceptable and work-related need to be in secured area; certification that individual is not a prohibited person; employee’s application and supervisor request completed; statement of U.S. citizenship OR copy of current and legal permission to be in U.S. on file with Human Resources; positive results from criminal record check; and verification that required training (referenced in Section 7) has been completed.  Security access will then be provided by the VA Police.

    (5)  The ACOS/R&D or AO/R&D must review the continued status of staff access semi-annually through the “Cardholder Access to Readers” report.  The review will include a determination as to whether specific staff requires continued access to the secured area.  Factors that will be considered when addressing requested renewal include (1) the number and nature of security exceptions by the individual; (2) whether required training is current; and, (3) security-related information deemed pertinent to the R&D Committee.


    f.  ADMINISTRATION.

    (1)  The ACOS/R&D or AO/R&D will complete and document a review of access records through the “All Events Over Time” report on a weekly basis.  Any security exceptions will be reported to the R&D Committee and Police & Security.  The ACOS/R&D or AO/R&D or designee must immediately update the keycard access, which includes deactivation of the keycard as well as indication of the date and reason for keycard access termination if deemed necessary.  


    (2)  The R&D Committee shall review the security plan annually and after each incident, should an incident occur.


    (3)  Irregularities in security access will be reported to the Police Service and the ACOS/R&D or AO/R&D, who will make recommendations for action to the R&D Committee and/or the Stratton VAMC Director.  


    (4)  In the event an individual with secured access inexplicably disappears, is suspected to have violated procedures, or committed a security breach, the ACOS/R&D or AO/R&D and Police Service must be notified immediately.  The ACOS/R&D or AO/R&D and VA Police will determine whether further action is necessary.  


    (5)  Security Standards:  Physical security must meet appropriate standards determined by the Office of Security and Law Enforcement, regulatory agencies, and/or applicable VA oversight offices.  Police Service will conduct an annual vulnerability assessment of the Research Laboratory area.  The ACOS/R&D or AO/R&D is responsible for informing Police Service of any issues affecting security.   


    (6)  Safety Standards:  All individuals given approved access to the laboratory area must abide by all safety standards as mandated by Occupational Safety and Health Administration, Veterans Health Administration, and Stratton VAMC.   


(7) Emergency Preparedness Standards:  All individuals given approved access to the laboratory area must be knowledgeable of the R&D Emergency Preparedness & Response Plan, as outlined in the Stratton VA Medical Center Memorandum SL-151-03.


(8)  All suspicious persons or activities, loss or theft, or alteration of inventory records shall be reported immediately to the ACOS/R&D, AO/R&D and Police Service.  Unauthorized persons shall be removed by Police & Security Service.  The ACOS/R&D or AO/R&D and VA Police will determine whether further action is necessary such as an investigation or disciplinary action.   



(9)
WOC appointments for those individuals who have been granted approval to enter VA research laboratories must be reviewed annually by the Research Office to determine the appropriateness of their WOC appointment.  The results must be submitted to the R&D Committee for its concurrence, and its concurrence must be recorded in the minutes of the meeting where the issue was reviewed.


g.  ACCEPTING PACKAGES. 

All packages will be inspected upon entry to and exit from the area (see 42 CFR 73.11(d)(4), 7 CFR 331.11(a)(2)(IV)(D), and 9 CFR 121.12(a)(2)(IV)(D)).  Package means a wrapped or boxed object, parcel, or container in which something is packed.  Special caution needs to be taken for all unexpected or suspicious packages and these need to be inspected by visual or non-invasive techniques.  Guidelines or procedures for suspicious packages developed by VA Police Service or other police services having jurisdiction are to be followed.  At minimum, if the package is suspicious or unexpected:


(1) The sender must be contacted to verify that it is legitimate.


(2) When a suspicious package is seen being removed from the laboratory then the appropriate authority needs to be immediately notified.  


(3) The United States Postal Service Guidelines for recognizing suspicious packages need to be followed as applicable.  The Guidelines may be found at http://www.usps.com.  


h.  INVENTORY CONTROL STANDARDS.

All individuals given approved access to the laboratory area must follow all inventory control procedures.  Research laboratory inventories must be kept current, submitted to the Subcommittee on Research Safety and Biosafety as requested, and forwarded to the facility Safety Office annually (or as requested).  Refer to the Chemical Hygiene Plan for more information regarding inventory controls.  If select agents are to be used in research labs, additional inventory requirements must be met per VHA Handbook 1200.6.  Chemical purchase orders are reviewed by the ACOS/R&D or AO/R&D and checked against the select agents list before approval to order is granted.


i.  CYBER SECURITY / Information Security.

Information Security pertains to information regardless of storage mechanism (paper, electronic, audio or visual) and to IT systems.


(1) Every employee must assure that sensitive information & data are stored securely:

· Paper, tapes, videos, etc., are locked up when not in use 


· Computers and applicable databases or files are protected by passwords or other mechanisms 


(2) Passwords are not shared with unapproved individuals 


(3) Information and/or data are only shared with approved individuals 

(4) All employees are responsible for preventing individuals from obtaining information by:


· Physically stealing it 


· Access to offsite storage 


· Finding discarded material in trash or elsewhere 


· Accidental release 


· Breach of computer/network security 


· Overhearing verbal discussions occurring in inappropriate areas 

(5) All employees with access to the VAMC computer system shall complete initial and refresher training as required. Contact the facility Information Security Officer for more information.

7.  TRAINING REQUIREMENTS.



a.  All individuals (VA employees appointed as full-time, part-time or intermittent paid employees, WOC, and fee basis employees, as well as contractors) working in VA research laboratories, those working with hazardous agents including select agents or toxins, those working within BSL-2, BSL-3, or BSL-4 laboratories, and all individuals directly administering these VA research laboratories must be appropriately trained to ensure both safety and security within research laboratories and the safe handling of and security of select agents, toxins or other hazardous agents, if applicable.  



b.  Information and training on safety and security must be provided to individuals visiting areas where select agents and toxins are handled or stored (Not applicable at Stratton VAMC since no select agents are housed or used in the research labs).



c.  Training requirements for those working in VA research laboratories, on VA-approved research activities, will include:


(1) All new research staff and new administrators (e.g., ACOS/R&D, AO/R&D, supervisors, managers) responsible for VA research laboratories, including those using or storing hazardous agents including select agents or toxins, must complete required VA Office of Research & Development training prior to assuming their duties.  The training module is found at < http://www1.va.gov/resdev/programs/biosafety/default.cfm#>.  The last page of the presentation should be printed. The date the module was completed and the employee’s name should be added to the page, and forwarded to the Research Administrative office.  There is also a hard-copy version of the training available in the Research office.  This training will be tracked by the Research Office.

(2) General information on safety and security within VA research laboratories, as well as safety, security, containment, and transferring of hazardous agents including select agents or toxins.  The VA research laboratory training must include Chemical Hygiene Plan and Safety in Research policies.


(3) Specific information related to the laboratory in which they will work and to the agents with which they will work (Chemical Hygiene Plan).


(4) Training requirements set forth by OSHA, CDC, other applicable Federal agencies and other VA policies.



d.  The ACOS/R&D or AO/R&D must ensure that all required personnel complete such


       training and its completion must be documented.



e.  All individuals must receive additional training prior to assignments with new exposure 


       situations or when security systems and procedures are changed.



f.  All individuals who are required to obtain initial training or have been certified by the ACOS/R&D or AO/R&D, as having the appropriate knowledge to work in VA research laboratories, must obtain refresher training annually.  The Research Service must maintain training records for both the initial training and all annual refresher training.


8.  REFERENCES:


    a.
VHA Handbook 1200.6, Control of Hazardous Agents in VA Research Laboratories


    b.
VHA Handbook 1200.8, Safety of Personnel Engaged in Research.


    c.
VA Handbook 0730, Security and Law Enforcement. 


    d.
MS-04-05 Clearance Procedures

     e.
42 CFR Parts 72 and 73


     f.
7 CFR Part 331


g. CFR Part 121


h. VISN 2 Research Website – Albany



http://vaww.visn2.med.va.gov/research/albany.html


Attachment A:  Supervisor’s Request for Staff Access to Research Secured Area 


Attachment B:  Employee’s Request for Access to Research Secured Area


Attachment C:  Hazardous Agents Certification


ATTACHMENT A


SUPERVISOR’S REQUEST FOR STAFF ACCESS 


TO A RESEARCH SECURED AREA 


PROCEDURE:  The Principal Investigator (PI) or other area supervisor submits this information requested to the Research Office (D637).  

NOTE:  The PI or other area supervisor is also responsible for submitting Attachment B (to be filled out by the employee).

REQUESTED INFORMATION:



a.  Name and Phone Number of Principal Investigator (immediate supervisor)or other area supervisor: __________________________________________________________
  



b.  Name of person for whom access is requested:  
____________________________________________________  



c.  Brief description of duties of person for whom access is requested (lab support, 
research assistant, etc):  
______________________________________________________________



d.  Areas to which access is needed.  Check all that apply:




1.    FORMCHECKBOX 
 6A Research Area




2.    FORMCHECKBOX 
 6B Research Area




3.    FORMCHECKBOX 
 603 Core Research Area




4.    FORMCHECKBOX 
 Animal Research Facility (ARF);  Needs Health Screening


e.  Proposed work days and hours:



_____Mon-Fri  7am-5pm       _____Mon-Sun 7am-5pm    _____ 24 hours*    


_____Other(specify)*_____________



_____ Proposed start and end date ________________________________


*Required to give a very specific and detailed justification.

Justification:_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

_______________________________________       __________________________________

Signature of Principal Investigator           Date
      ACOS/Signature                        Date

or other area supervisor

ATTACHMENT B

EMPLOYEE INFORMATION FOR ACCESS TO A RESEARCH SECURED AREA 

NOTE:  ATTACHMENT A must also be completed by the Principal Investigator or other area supervisor.

REQUESTED INFORMATION:



a.  Full Legal Name: ___________________________________________________


b. Home Address (not Post Office Box): ___________________________________ 

____________________________________________________________________  



c.  Phone Number:  ____________________________________________________



d.  Date of Birth: ________________________________________________    



e.  Place of Birth: _______________________________________________  



f.  Citizenship Status:   


 1.  U.S. Citizen 
 FORMCHECKBOX 


 2.  Other         
 FORMCHECKBOX 
  (Attach copy of document indicating legal authority to 
be in U.S.)



g.  Affiliation:    FORMCHECKBOX 
  ACP              FORMCHECKBOX 
  AMC            FORMCHECKBOX 
  Other _____________________


h.  Circle “yes” or “no” for each item below.  (RE: US Patriot Act).

Any “yes” answers should be detailed below in section 8.  




1.   Yes   No 
I am under indictment for a crime punishable by imprisonment 
exceeding 1 year.




2.   Yes   No   
I have been convicted of a crime punishable by imprisonment 
exceeding 1 year.




3.   Yes   No
I am in fugitive status from any local, state, national, or 
international law enforcement agency.




4.  Yes   No 
I am an unlawful user of any controlled substance.




5.   Yes  No 
I am an alien illegally or unlawfully in the United States.




6.  Yes   No 
I have been adjudicated as mental defective or have been 
committed to a mental institution.




7.  Yes  No 
I have been discharged from the United States Armed Services 
under dishonorable conditions. 




8.  Comments/Details/Notes:


____________________________________________________________________________________________________________________________________________________________I confirm that I will not share my access card for entry into VA Research secured areas with any other person(s).  I agree to challenge persons who attempt to enter the area behind me without using their own card, or who are not authorized to enter the secure area.

______________________________________
______________________________


Signature of Applicant




Date

		ATTACHMENT C



		STRATTON VAMC RESEARCH LABORATORY



		HAZARDOUS AGENTS CERTIFICATION (Return to R&D/151)



		



		This must be filled out by each laboratory each fiscal year, along with the annual inventory.  Return to R&D/151.



		



		Principal Investigator

		 

		Date:

		 



		Lab location

		 



		



		Check yes or no for each item listed.



		

		

		

		

		



		Biological Agents

		Yes  No

		

		

		



		

		[image: image1.png]







		Abrin

		

		



		

		

		Aflatoxins

		

		



		

		

		Bacillus anthracis (anthrax)

		

		



		

		

		Botulinum toxin

		

		



		

		

		Brucella abortus, B. melitensis, B. suis

		



		

		

		Burkholderia (Pseudomonas) mallei

		

		



		

		

		Burkholderia (Pseudomonas) Pseudomallei

		



		

		

		Closiridium botulinum

		

		



		

		

		Clostridium perfringens epsilon toxin

		

		



		

		

		Coccidiodes immitis

		

		



		

		

		Conotoxins

		

		



		

		

		Coxiella bumetii

		

		



		

		

		Crimean-Congo hemorrhagic fever virus

		



		

		

		Diacetoxyscirpenol

		

		



		

		

		Eastern Equine Encephalitis Virus

		

		



		

		

		Ebola Virus

		

		



		

		

		Equine Morbillivirus

		

		



		

		

		Francisella tularensis

		

		



		

		

		Lassa Fever Virus

		

		



		

		

		Marburg Virus

		

		



		

		

		Ricin

		

		



		

		

		Rickettsia prowazekii

		

		



		

		

		Rickettsia rickettsii

		

		



		

		

		Rift Valley Fever Virus

		

		



		

		

		Saxitoxin

		

		



		

		

		Shigatoxin

		

		



		

		

		South American Hemorrhagic Fever Viruses

		



		

		

		Staphylococcal enterotoxins

		

		



		

		

		T-2 Toxin

		

		



		

		

		Tetrodotoxin

		

		



		

		

		Tick-borne Encephalitis Complex Viruses

		



		

		

		Variola Major Virus (Smallpox Virus)

		

		



		

		

		Venezuelan Equine Encephalitis Virus

		

		



		

		

		Viruses causing Hantavirus Pulmonary Syndrome



		

		

		Yellow Fever Virus

		

		



		

		

		Yerseinia pestis

		

		



		

		



		3-quinuclidinyl benzilate (BZ)

		

		



		

		

		Chlorine gas

		

		



		

		

		Cyanogen chloride (CK)

		

		



		

		

		Cyclosarin (GF)

		

		



		

		

		Diphosgene (DP)

		

		



		

		

		Hydrogen cyanide (AC)

		

		



		

		

		Lewisite (L) - there are 3 individual chemicals included



		

		

		Lysergic acid diethylamide (LSD)

		

		



		

		

		Nitrogen mustard gas (HN-1, HN-2, or HN-3)

		



		

		

		Phosgene (DG) - also known as carbonyl chloride



		

		

		Phosgene oxime (CX)

		

		



		

		

		Sarin (GB)

		

		



		

		

		Soman (GD)

		

		



		

		

		Sulfur mustard (H, or HD, or HT), (mustard gas, mustard agents)



		

		

		Tabun (GA)

		

		



		

		

		VX (VX is both the name and the symbol)

		



		

		

		

		



		Radioactive Materials

		

		

		

		



		

		



		I use radioactive material.

		

		



		



		List all radioactive material. Include specific radionuclide, half-life, and quantity.



		 

		 

		 

		 

		 



		 

		 

		 

		 

		 



		 

		 

		 

		 

		 



		 

		 

		 

		 

		 



		

		

		

		

		



		

		

		

		

		



		Name

		

		

		

		



		

		

		

		

		



		Signature

		

		

		Date
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