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	Section Number 1.0
	Section

PURPOSE

	
	The purpose of this Just In Time Standard Operating Procedures (SOP) is to establish guidelines for the submission and review of proposed research through the Just In Time process. These procedures will allow research projects to be submitted for funding consideration prior to receiving final R&D Committee approval to conduct the research.


	Section Number 2.0
	Section

REVISION HISTORY
	

	Date: 
	Not Applicable
	


	Section Number 3.0
	Section

PERSONS AFFECTED

	3.1
	Research Principal Investigators

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

	3.3
	R&D Coordinator


	Section Number 4.0
	Section

POLICY

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

	4.1
	Principal Investigators who are submitting research protocols to VA, other Federal Agencies, or other entities for funding consideration must undergo a preliminary review and receive concurrence from the R&D Committee prior to submission of the protocol to VA or other Federal Agencies or entities under Just In Time procedure. 

	4.2
	During this preliminary review, the R&D Committee assesses 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. 

	4.3
	Concurrence of the R&D Committee does not represent approval to conduct the research. 

	4.4
	The investigator needs to re-submit the protocol to the R&D Committee for formal approval to initiate the research.

	4.5
	If the protocol requires IRB, IACUC, and/or Subcommittee on Research Safety (biosafety) review, the protocol is submitted to those subcommittees prior to submitting it to the R&D committee for formal approval. 


	Section Number 5.0
	Section

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
	Investigator’s Bibliography

	5.6
	Two to Three page outline of the protocol (including relevance of the research to the VA’s mission) 

	5.7
	Form: Appendix C Data Security Checklist for Principal Investigators

	5.8
	Form: Appendix D Principal Investigators Certification: Storage & Security of VA Research Information

	5.9
	Just In Time

	5.10
	Principal Investigator (PI) 

	5.11
	R&D Committee

	5.12
	Primary Reviewer

	5.13
	Federal Agencies

	5.14
	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.

	5.3
	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
	Investigator’s Bibliography

A description of a researcher’s education, experience and qualifications.

	5.6
	Three to four page Letter of Intent (including relevance of the research to the VA’s mission)

A short outline of the study design, hypotheses to be tested and results which may be produce. 

	5.7
	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. 

	5.8
	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. 

 

	5.9
	Just In Time

A process which allows research projects to be submitted for funding consideration prior to receiving final R&D Committee approval

	5.10
	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.

	5.11
	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.

	5.12
	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 and present their review to the R&D Committee. 

	5.13
	Federal Agencies  

Any agency which part of the Executive Branch of government including NIH, DOD and VA. 

	5.14
	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 for submitting a Just In Time grant.

	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. 


	Section Number 7.0
	Section

PROCEDURES


7.1 INVESTIGATOR PROCEDURES

A.
Notification of submission

1. Investigators are required to contact the R&D Coordinator prior to submission of a Just In Time (JIT) grant. 

2. Information will be provided to the R&D Coordinator by the Principal Investigator as to the funding source of the grant and the grant submission deadline. 

3. The Principal Investigator will obtain the necessary forms for the VA NJHCS Research web site: http://www.vbri.org/Research/forms.htm 

4. The following forms will be composed into a packet for JIT submission to the   
    R&D Committee

a)
Cover Page requesting research space

b)
Request to Review Research Proposal

c)
An Abstract

d)
A Budget Page

e)
Investigator’s Bibliography

f)
Three to four page  Letter of Intent  (including relevance of the
         research to the VA’s mission) 

g)
Appendix C Data Security Checklist for Principal Investigators

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

        VA Research Information
 i)     For VA Merit Review; Forms 1313-1, 1313-2, 1313-3, 1313-4 and 1313-5
5. The Principal Investigator will submit 12 hard copies of the packet to the R&D Coordinator for R&D Committee review. 

B.
PREPARATION OF DOCUMENTS BY 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). 
C.
R&D COORDINATOR PROCEDURES 

1.
Once the packets are submitted, the R&D Coordinator will review the materials to ensure that all necessary forms have been submitted and filled out correctly. 

2.
The grant 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 JIT.

4.
Copies of the JIT grant 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. 
Note: Principal Investigators are require to submit a complete copy of the grant to the
          R&D Coordinator 
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