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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 Continuing Review and Amendment Review by the R&D Committee to evaluate the research activities that have occurred, the progress of the research, any issues that may impact on the progress of the research including compliance issues, significant changes to the protocol
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	Section

REVISION HISTORY
	

	Date: 
	Not Applicable
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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
	Assessment of security of data, confidentiality of data, release of data and control of the data so that reuse of the data is within an approved research protocol in compliance with VHA procedures. 

	4.5
	Welfare and appropriate use of animals in research. 

	4.6
	The R&D Committee reviews the continuing reviews of all ongoing research that is performed by its subcommittees through approval of that subcommittee’s minutes.
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DEFINITIONS  - List of Defined Terms
See next table (below) for definitions

	5.1
	Form: R&D Continued Approval Form

	5.2
	An Abstract

	5.3
	Form: Appendix C Data Security Checklist for Principal Investigators

	5.4
	Form: Appendix D Principal Investigators Certification: Storage & Security of VA Research Information

	5.5
	Primary Reviewer



	5.6
	Amendment 

	5.7
	Exempt from IRB Review



	5.8
	Science Only



	
	

	5.0


	Section 

DEFINITIONS

	5.1
	Form: R&D Continued Approval Form
A VA NJHCS form which investigators provide information about the ongoing research activities and any issues that occurred during the year. 

	5.2
	An Abstract

A summary description of the proposal provides information about the research activities that have occurred and the progress of the research. 

	5.3
	 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.

	5.4
	Form: Appendix D Principal Investigators Certification: Storage & Security of VA Research Information

A VA Central Office form which investigators need to sign to certifing 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. 



	5.5
	Primary Reviewer 

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

	5.6
	Amendment
Proposed changes in a research activity including amendments to: experimental design and methodologies, protocol, recruitment, consent process, consent form, budget, provisions for security of VA data and change of Principal Investigator.



	5.7
	Exempt from IRB Review
Research studies which meet specific criterion according to {38CFR16.101 (b)(1-6)}  In the VA these studies are first subject to a review for human subject protection and confirmation of Exemption by the IRB and then must have initial approval and annual review by the R&D Committee.  At the VA NJ HCS these studies are generally deemed to be either “Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior,” or “Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.”


	5.8
	Science Only

Research studies that do not meet the regulatory criterion of human subject research or animal research studies. 

	
	


	Section Number 6.0
	Section

RESPONSIBILITIES

	6.1
	Principal Investigators and their staff are responsible to adhere to the guidelines and policies within this SOP.

	6.2
	R&D Committee Coordinator is responsible for ensuring that Principal Investigators follow policies and guidelines and that the R&D Committee conducts an evaluation of the proposal in accordance with this SOP.

	6.3
	R&D Member is responsible for assessing 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.


	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 Continuing Review packet to the Research Service Office.
2. The Principal Investigator will obtain the necessary forms from the VA NJHCS Research web site: http://www.vbri.org/Research/forms.htm 
Note: The R&D Committee is responsible to review all research studies at least  

           annually including human and animal research studies. You may refer to the 
           VA NJHCS Research website regarding policies and procedures on submitting
           human and animal continuing review and amendments. 

3. The following forms will be composed into a packet for an Continuing Review 

     submission to the R&D Committee
       I. Research Involving Science Only
      a)
R&D Continued Approval Form
b)
Project Data Sheet
c)
A  Detail Abstract
e)
Appendix C Data Security Checklist for Principal Investigators

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

        VA Research Information
g)     Research Protocol 
4. The following forms will also be included if they are applicable to your submission:

1)     Authorization to transport/utilize sensitive information outside VANJHCS  

         protected environment and Request for IRM provided equipment memo

     2)    Manuscripts, Articles or Publications 
  II. Research Exempt from IRB Review

      a)
R&D Continued Approval Form
b)
Project Data Sheet
c)
A  Detail Abstract
e)
Appendix C Data Security Checklist for Principal Investigators

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

        VA Research Information
                  g)     Research Protocol 

 1.    If a research project at the initial review phase was granted exempt status from 
        IRB review; the investigator at the time of their continuing review must provide
        a detail progress report on their research project to the committee for continuing 
        exemption of IRB review. 
  Forms listed under number 4 if applicable are required for science only and exempt

  Review. 
5. The Principal Investigator will submit 10 hard copies of the packet or submit a packet via email to the R&D Coordinator for R&D Committee review. 
B.      AMENDMENTS
              1. If a Principal Investigator submits a request for significant changes to their study 

                  which includes: experimental design and methodologies, protocol, recruitment, 
                  consent process, consent form, budget, provisions for security of VA data and change
                 of Principal Investigator. The Investigator must submit their request to the 
                  R&D Committee for review and final approval. 

              2. If the amendment request does not meet the criteria of significant changes then the 

                  request to amend the study does not need R&D review or approval. 

              3. This policy applies to all VA approve research being conducted at the VA NJHCS.  

   4. The Principal Investigator will submit 10 hard copies of the packet or submit a packet

        via email to the R&D Coordinator for R&D Committee review. 
C.
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 
3.
All documents will be required to be type written when applicable (handwritten packets will not be accepted for review). 
D.
R&D COMMITTEE 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.
Copies of the submission will be given to the membership as part of their regularly received materials for additional review and comments. 

4.
The R&D Coordinator will communicate the committee’s decision to the principal Investigator via a signed approval letter from the chair or letter indicating modifications required by the committee. 
  E.    R&D COMMITTEE REVIEW
1. All voting members of the committee will received the R&D Continued Approval packet two weeks prior to the meeting date. 
2. (Exempt from IRB Review) A R&D Committee member will evaluate the progress of the research and any changes to the data use and/or storage and security during the past year along with any compliance issues that impact the progress of the research. 
3. The reviewer will submit a summary of the research project, modifications required by the investigator to the committee for discussion and comments.
4. The committee may include additional modifications as part of the review. 

5. The Chair will call a vote to approve, approve with conditions or disapprove the continuing review submission.
6. 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.
7. 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. 
8. 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. 
F.    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. 
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