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	Section Number 1.0
	Section

PURPOSE

	
	The purpose of this Standard Operating Procedure (SOP) is to establish guidelines for the conducting of Initial Review by the R&D Committee to evaluate scientific quality, the relevance to both VA’s mission and the facility’s research program, and the ability of the investigator to perform and complete the research. The review also includes the information on the use, storage, and security of VA data and VA sensitive information including VAPI; the budget; the requirements for space, personnel, equipment, and supplies; the role of the investigator at the facility; the investigator qualifications; and other information deemed relevant by the R&D Committee. 
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	Section

REVISION HISTORY
	

	Date: 
	6/24/2008
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	Section

PERSONS AFFECTED

	3.1
	Research Principal Investigators

	3.2
	R&D Chair, Members, Alternates, Primary Reviewers

	3.3
	R&D Coordinator
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	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 for 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 reviewing all research for scientific quality and appropriateness in which the facility is to be engaged. 

	4.3
	Maintenance of high scientific standards. 

	4.4
	Protection of human subjects and the implementation of adequate safety measures for research subjects and personnel. 

	4.5
	Welfare and appropriate use of animals in research. 

	4.6
	Safety of personnel engaged in research. 

	4.7
	Security of research laboratories where hazardous agents are stored or utilized.

	4.8
	Security of VA data, VAPI, and VA sensitive information. 

	4.9
	Availability of adequate resources to conduct and complete the research. 

	4.10
	Relevance of research to, and in support of VHA’s mission. 

	4.11
	Each research project will be reviewed and approved initially and at least annually with the continuing review date determined as part of the initial review. 
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DEFINITIONS  - List of Defined Terms
See next table (below) for definitions

	5.1
	Form: Cover Page requesting research space

	5.2
	Form: Request to Review Research Proposal

	5.3
	An Abstract

	5.4
	A Budget Page

	5.5
	Form: Appendix C Data Security Checklist for Principal Investigators

	5.6
	Form: Appendix D Principal Investigators Certification: Storage & Security of VA Research Information

	5.7
	Principal Investigator

	5.8
	Research and Development Committee

	5.9 
	Primary Reviewer


	5.10
	R&D Coordinator 

	5.0


	Section 

DEFINITIONS

	5.1
	Form: Cover Page requesting research space 

A form for investigator to request or list space which will be used in the course of their research study.

	5.2
	Form: Request to Review Research Proposal
A required VA form requesting information on the project which includes: title of the project, funding source, type of research (human or animal) etc. 

	5.3
	An Abstract

A summary description of the proposal provides information about the hypotheses to be tested and specific objectives. 

	5.4
	A Budget Page  

Requested funding or total amount of funding for the duration of the study

	5.5
	Form: Appendix C Data Security Checklist for Principal Investigators

A VA Central Office check list for investigators to certify that the use, storage, and security of all research information collected will be in compliance with all VA and VHA policies and guidance. 

	5.6
	Form: Appendix D Principal Investigators Certification: Storage & Security of VA Research Information

A VA Central Office form which investigators need to sign certify to the best of their knowledge that all VA sensitive information associated with the research project will be used, stored and secure in accordance with all VA and VHA policies and guidance. 

 

	5.7
	Principal Investigator (PI)  

Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team.  The PI is the one to whom funding is credited.  (Not so for “investigator.”)  An investigator must be either compensated by VA, be appointed to work without compensation (WOC), or may be an employee assigned to VA through the Intergovernmental Personnel Act (IPA) of 1970.  The FDA considers a PI and an investigator to be synonymous.

	5.8
	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.

	5.9
	Primary Reviewer 

R&D Primary Reviewer is responsible for evaluate the scientific quality, design, budget, feasibility, ability of the investigator, and relevance to the VA’s mission of each new research proposal.

	5.10
	R&D Coordinator 

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


	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
	Principal Investigators and their staff are responsible to adhere to the guidelines and policies within this SOP. 

	6.3
	R&D Coordinator is responsible for ensuring that Principal Investigators follow policies and guidelines and that the R&D Committee conduct a evaluation of the propose in accordance with this SOP. 

	6.4
	R&D Member is responsible for assess the appropriateness of the scientific methodology, the relevance of the research to VA’s mission, the investigator qualification to conduct the research and adequacy of the resources. 

	6.5
	R&D Chair or designee is responsible for ensuring that all policies and procedures are in accordance with this SOP. 

	6.6


	Information Security Officer  (ISO) ensure appropriate review of research practices to maintain confidentiality and security of identifiable data obtained from human research subjects or from other sources, such as administrative or clinical databases. 


	Section Number 7.0
	Section

PROCEDURES


7.1 INVESTIGATOR PROCEDURES

A.
Submission Packets 
1. Three weeks prior to the schedule R&D Committee meeting Investigators are required to submit a complete Initial Review packet to the Research Service Office.
2. The Principal Investigator will obtain the necessary forms for the VA NJHCS Research web site: http://www.vbri.org/Research/forms.htm 

3. The following forms will be composed into a packet for an Initial Review submission to
   the R&D Committee
       I. Research Involving Human Subjects 
      a)
Cover Page requesting research space
b)
Request to Review Research Proposal

c)
An Abstract

d)
A Budget Page

e)
Application to Undertake Research Involving Human Subjects
f)
Financial Disclosure Form
g)     Investigator Agreement Form

h)     Biohazard/Safety Form
i)
Appendix C Data Security Checklist for Principal Investigators

j)
   Appendix D Principal Investigators Certification: Storage & Security of

        VA Research Information
k)     VA Research Consent Form and Diminished Mental Capacity Form
l)      HIPAA Form or Request HIPAA Waiver Attachment B (if required) 

m)    2 Copies of the Protocol

4. The following forms will also be included if they are applicable to your submission:

 1) Institutional support letter(s) Lab, radiation or other

 2) Form 10-9012 drug information sheet

 3) Investigator Brochure
 4) Flyers/Ads

 5) Surveys/Questionnaires

 6) Authorization to transport/utilize sensitive information outside VANJHCS protected environment and Request for IRM provided equipment memo

  II. Research Involving Science Only
  a) Application to undertake Research involving Animal Subjects or Science Only     

      Studies 
  The following letters (a,b,c,d,f,g,h,i,j)  which indicate forms listed under section I 

   research involving human subjects are required for science only initial review 
   packets and forms listed under number 4 if applicable. 
  III. Research Involving Animal Subjects
  a) Application to undertake Research involving Animal Subjects or Science Only

      Studies

  b) Animal Component of Research Protocol (ACORP), Appendix’s 1,2,3,4,5,6,7,8, 
      and 9 if applicable. 
  The following letters (a,b,c,d,f,g,h,i,j) which indicate forms listed under section I 

   research involving human subjects are required for animal initial review packets 

   and forms listed under number 4 if applicable. 
  IV. Research Exempt from IRB Review

  a) Application to undertake Research involving Human Subjects

  The following letters (a,b,c,d,f,g,h,i,j)  which indicate forms listed under section I 

   research involving human subjects are required for science only initial review 
   packets and forms listed under number 4 if applicable. 

5. The Principal Investigator will submit 10 hard copies of the packet to the Research Service for R&D Committee review. 
6. If the protocol requires IRB, IACUC and Safety/Biohazard Subcommittee review, the protocol must be submitted to those subcommittees prior to submitting it to the R&D committee. 

B.
RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR

1.
Principal Investigators are required to complete all necessary forms. 
2.
All fields are to be completed in each document, signed and dated by all study team members. 

3.
All documents will be required to be type written when applicable (handwritten packets will not be accepted for review). 
4. Hold specific credentials and privileges awarded by the VA facility and VHA to conduct research in the VA. 

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

6. Obtain the R&D Committee and its appropriate subcommittee approvals prior to initiating research. 

C.
R&D COORDINATOR PROCEDURES 
1.
Once the packet is submitted, the R&D Coordinator will review the materials to ensure that all necessary forms have been submitted and filled out correctly. 

2.
The submission will then be schedule for the next convened R&D Committee meeting for review.
3.
A primary reviewer from the membership will be select by the R&D Coordinator to review the submission
4.
Copies of the submission will be given to the membership as part of their regularly received materials for additional review and comments. 

5.
The R&D Coordinator will communicate the committee decision to the principal Investigator via a signed approval letter from the chair or letter indication modifications required by the committee. 
  D.    R&D COMMITTEE REVIEW
1.  A voting member of the committee will received the initial submission to review
       two weeks prior to the meeting date.

2. A reviewer checklist will be given to the member that will have a list of criteria that covers the scientific review the R&D must evaluate for all research submissions. 
3. Some of the standards which the R&D will evaluate will include: 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, the security of VHA research laboratories and relevance of research to and in support of VHA’s mission. 

4. The reviewer will submit a summary of the research project, modifications required by the investigator to the committee for discussion and comments.
5. The committee may include additional modifications as part of the review. 

6. The Chair will call a vote to approve, approve with conditions or disapprove the research submission.
7. If the committee finds that insufficient information on the research project was submitted then the committee can vote to defer the review until the required information is obtained.
8. The R&D Committee shall notify the Principal Investigator in writing of suspensions or terminations and include a statement of the reasons for the R&D Committee’s actions. The investigator shall be provided with an opportunity to respond in person or in writing. 

9. Proposals that will transport data or biological hazards (e.g. blood, tissues, and cultures) outside the local VANJHCS will require approval from the local ISO officer.   
10. The R&D Committee will review all potential conflicts of interest and if a conflict of interest involves any member of the Committee, the member will step out of the room during the discussion and recused from the vote. 
E. Emergency or Unscheduled R&D Committee Meeting

    It is at the discretion of the R&D Committee Chair to call an emergency or 
           unscheduled meeting in response to emergent issues. 

F.    Evaluation of Financial Conflict of Interest 

(AAHRPP I.3.G)
           The R&D Committee is cognizant of financial conflict of interest in its initial review 

            of research (and subsequent reviews that involve new information concerning 

            financial interest). Prior to final approval, the R&D Committee must determine that 

            any financial conflicts of interest are adequately managed. 

            1. The IRB is required to take appropriate action when it has determined that 

                the investigator’s financial or other interest could adversely affect subject 

                welfare or the integrity of the research.

           2.  The R&D Committee will evaluate the adequacy of the IRB’s plans to 

                 manage financial conflicts of interest.

           3.  Prior to final approval, the R&D Committee will determine that the plan 

                adequately addresses possible adverse effects on the protection of subjects
                and the integrity of the research.

           4.   If the R&D Committee requires changes to the IRB’s plan for management 

                 of conflict of interest, the changes are conveyed to the IRB

                 (R&D Coordinator to IRB Coordinator) to become part of the IRB’s 

                 review for approval of the research (as for any modification required by 

                 the R&D Committee).  (AAHRPP I.3.G)
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