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	Section Number 1.0
	Section

PURPOSE

	1.0
	The purpose of this Standard Operating Procedures (SOP) is to establish guidelines for conducting and reporting the results of the internal reviews of each Research & Development subcommittee.  These procedures will document the oversight responsibility of the Research & Development Committee in compliance with the VHA Handbook 1200.1 Research & Development Committee.


	Section Number 2.0
	Section

REVISION HISTORY
	

	Date: 
	Not Applicable
	


	Section Number 3.0
	Section

PERSONS AFFECTED

	3.1
	R&D Chair, Members 

	3.2
	R&D Coordinator

	3.3
	Institutional Review Board (IRB) Chair, Institutional Animal Care and Use Committee (IACUC) Chair, Safety Committee Chair

	3.4
	Research Administrative Officer and ACOS, Research and Development

	3.5
	Research Compliance Officer

	3.6
	Chief of Staff and Medical Center Director


	Section Number 4.0
	Section

POLICY

	
	The policy of the VA New Jersey Health Care System (VA NJHCS) is to ensure that:

	4.1
	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.

	4.2
	The R&D Committee is responsible for ensuring the effective operation of the research program and making appropriate recommendations to the medical center Director based on the Committee’s oversight and evaluation of the research program.

	4.3
	The R&D Committee must accomplish its responsibilities through reviewing and evaluating all research subcommittees within the VA facility, such as IRBs, IACUC, or Biosafety committees.  A summary of these reviews and evaluations must be sent to the medical center Director.



	5.0


	Section 

DEFINITIONS   

	5.1
	R&D Committee 
The R&D Committee is responsible 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 responsible through the Chief of Staff (COS) to the medical center Director.

	5.2
	R&D Coordinator 

The R&D Coordinator manages the administrative functions of the R&D Committee (intake, communication with investigators, etc.)

	5.3
	Human Subjects Protection Training

VHA requirement that all staff involved in human subjects research participate in approved training programs annually in the areas of (1) ethical treatment of subjects and regulatory requirements for human subjects protection and (2) Good Clinical Practice.  The training requirements are described in the SOP titled: Human Subjects Protection Education Program.

	5.4
	IRB Support Staff

The IRB Coordinator supervises a staff who manage the administrative functions of the IRB (intake, communication with investigators and study staff, IRB meetings, minutes, letters to investigators, record keeping, coordination with: other research committees, Privacy review, Information security and Credentialing, etc.)

The IRB Coordinator also provides initial and on-going training to the IRB.  The IRB Coordinator also serves as the human subjects’ protection administrator.

	5.5
	IRB (Institutional Review Board)

The IRB is an administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under its jurisdiction.  The IRB is a sub-committee of the R&D Committee.

Research under the IRB’s jurisdiction includes all research involving human subjects that is conducted completely or partially in VA NJ Health Care System facilities, approved off-site locations, and/or conducted by VA NJ HCS employees while on official VA duty time.  

The IRB must be and must be perceived to be fair and impartial, immune from pressure either by the institution's administration, the investigators whose protocols are brought before it, or other professional and nonprofessional sources.

The IRB has the authority to approve, require modifications in, or disapprove all human studies research activities as specified by both the Federal regulations and local policy.  Research that has been reviewed and approved by an IRB is subject to review and disapproval by the R&D Committee, however, the R&D Committee may not approve research if it has been disapproved by the IRB.  The IRB must comply with the requirements of all relevant regulatory and compliance enforcement agencies or offices, including VHA Office of Research Oversight (ORO), DHHS Office of Human Research Protection (OHRP), and Food and Drug Administration (FDA).

	5.6
	Research

Research is defined as the testing of concepts by the scientific method of formulating a hypothesis or research question, systematically collecting and recording relevant data, and interpreting the results in terms of the hypothesis or question.  The Common Rule (38 CFR 16) defines research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalized knowledge.  NOTE:  The FDA definition of research differs: Clinical investigation means any experiment that involves a test article and one or more human subjects and that either is subject to requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be submitted later to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit.

	5.7
	Human Subject

Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains: (1) Data through intervention or interaction with the individual, or (2) Identifiable private information.  Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and subject.
NOTE:  The FDA definition of human subject differs: Human subject means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient.  Under 21 CFR 812 this also includes an individual on whose specimen an investigational device is used.

	5.8
	IACUC

Institutional Animal Care and Use Committee is responsible for the oversight and approval of animal research conducted at VANJHCS.  


	Section Number 6.0
	Section

RESPONSIBILITIES

	6.1
	The Associate Chief of Staff for Research and Development (ACOS R&D) is responsible for assuring compliance with this SOP. 

	6.2
	The Chief of Staff  is responsible for ensuring the R&D Committee reports to the Director all recommendations and action plans discussed with each subcommittee chair

	6.3
	R&D Chair is responsible for ensuring that the annual subcommittee reviews are scheduled, completed, approved and recommendations are provided to the subcommittee chairs and the Director on a timely basis. 

	6.4
	R&D Coordinator is responsible for assisting with preparation of the review documents, recording the approvals and recommendations in the meeting minutes.

	6.5
	 Research Administrative Officer is responsible for providing any credentialing /WOC appointment documentation required to complete the annual subcommittee reviews.

	6.6
	IRB Chair, Safety Chair, and IACUC Chair are responsible for providing any needed information or clarification of committee activities during the year to assist with the completion of the annual subcommittee reviews.  Recommendations from the R&D committee will be discussed and action plans will be put in place to accomplish agreed upon recommendations.  Follow up reports will be incorporated into each committees meeting minutes, and reported to the R&D committee as follow up.

	6.7
	Research Compliance Officer is responsible for notifying the R&D committee of audits or reviews completed during the year as well as any recommendations for changes affecting the IRB or other subcommittees operations, membership or reporting requirements.


	Section Number 7.0
	Section

PROCEDURES

	7.1
	Perform annual review of Research Safety and Security Program including:

	7.1.1
	Review of safety training program

	7.1.2
	Review of compliance issues (adherence to VHA Handbook 1200.8)

	7.1.3
	Review of security issues

	7.1.4
	Review of Safety composition 

	7.1.5
	Review of meeting minutes from past 12 months (timeliness and content)

	7.2
	Perform annual review of the Animal Care and Use Program including:

	7.2.1
	Review of inspection reports

	7.2.2
	Review IACUC composition

	7.2.3
	Review IACUC arrangements

	7.2.4
	Review IACUC resources (budgets, space, support staff)

	7.2.5
	Review credentialing and training status reports

	7.2.6
	Review quality improvement activities

	7.2.7
	Review compliance issues (Adherence to VHA Handbook 1200.7)

	7.2.8
	Review of meeting minutes from past 12 months (timeliness and content)

	7.2.9
	Review goals for the next year

	7.3
	Perform annual review of the Human Research Protection Program including:

	7.3.1
	Review IRB composition or IRB arrangements

	7.3.2
	Review credentialing and training status reports

	7.3.3
	Review resources (budget, space, support staff, etc)

	7.3.4
	Review quality improvement activities (Research Compliance Officer reports to R&D)

	7.3.5
	Review compliance issues (Research Compliance Officer reports to R&D)

	7.3.6
	Review of meeting minutes from past 12 months (timeliness and content)

	7.3.7
	Review goals for the next year

	7.4
	Finalize reviews

	7.4.1
	Report recommendations for improvements to sub-committee chairs

	7.4.2
	Report recommendations/actions taken to Facility Director
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