VA MEDICAL CENTER 

San Francisco, California 

                                         NURSING SERVICE MEMORANDUM 118-9

                                         May 22, 2008 

                                         MB:slg 

SUBJ:  Procedure for Approval of Research or Evaluative Projects, Initiated by San Francisco Veterans Affairs Nursing Service Personnel and Non-VA Persons.

1.  PURPOSE:  To state Nursing Service policy and procedure regarding review and approval of nursing research or evaluative studies.

2.  POLICY:  Nursing research is supported by Nursing Service. Due to protection of human subjects and feasibility concerns, a careful screening of projects is done by the Nursing Research and Outcomes Council.

3.  PHILOSOPHY:  Nursing Service philosophy about nursing research includes:

    A.  The development of knowledge for a scientific basis for nursing practice is part of the nurse's role.  Hence, research process entails a wide variety of investigative activities.

    B.  The role of the nurse in multidisciplinary projects is consistent with Nursing Service philosophy and standards for clinical nursing practice.  Nurses, as nursing experts, collaborate with researchers from other disciplines and support research that is consistent with and

conducted according to Medical Center and professional guidelines.

    C.  Nurses identify ethical and legal components of research.  The nurse acts as the patient advocate and recognizes and reports any unanticipated problems, risks, or unexpected occurrences that happen during the conduct of research. 

4.  RESPONSIBILITIES: 

 
A.  VA Nursing responsibilities include the following:

    
1)  The Chief Nurse Executive (Associate Chief of Staff/Patient Services) is the final approving authority in research and evaluation activities.  The Associate Chief, Nursing Service for Research (ACNS/R) acts on her behalf.


2)  All persons seeking approval for research projects must have a VA-approved PI who is responsible for the conduct of the research at the VAMC, SF.

    
3)  The Nursing Research and Outcomes Council is responsible for supporting and providing resource consultation to nursing personnel in the development of nursing research projects, with the highest priority given to the VA nurses at the VAMC, SF.

    
4)  Individuals wishing to conduct research with human subjects at the VAMC, SF, are advised to consult the Clinical Research website on the VAMC, SF, intranet:  http://vhasfcsps.v21.med.va.gov/sites/SFVAResearch/Forms/Clinical%20Research.aspx
for information on requirements, processes and expectations..  


B.
All investigators conducting research at the VAMC, SF, have the following responsibilities and must agree to the following:



1)  PI must obtain and keep original consent for research record, make one copy for the participant and one copy to be scanned into the patient’s medical record.



2)  After consenting, a research note will be entered into the patient’s medical record
 addressing that the patient verbalizes comprehension and has had questions answered to their satisfaction.  



3)  The consents and all research data are the property of the VA and are to remain on the premises for a minimum of 5 years after study completion.



4) Research is subject to quality assurance and random audits may be done by the Human Research Compliance Officer of the VAMC, SF, or regulatory agencies.

5.  PROCEDURE: 

    A.  The investigator is to contact the Chair, Nursing Research and Outcomes Council for assistance with proposal review and presentation to the Nursing Research and Outcomes Council.

    B.  Graduate student projects must receive final review and approval by their faculty advisor prior to contacting Chair, Nursing Research and Outcomes Council.

    C.  A VA nurse who is requested to be the VAMC, SF site coordinator of a project whose principal investigator is a non-VA employee will contact Chair, Nursing Research and Outcomes Council. The Chair will contact a VA nurse principal investigator to determine interest and willingness to facilitate the study, according to the following:

        1)  A VA nurse must be approved as a principal investigator (PI) by the VAMC-SF Research and Development (R&D) Committee to lead a research project, including being a site coordinator on a non-VA study.  Refer to http://vhasfcsps.v21.med.va.gov/sites/SFVAResearch/Forms/Clinical%20Research.aspx
        2)  Nurses functioning in PI role must have on file with the Clinical Research Office at the VAMC, SF, current documentation of human subjects protection training and other required certification. 


3)  Investigators will follow the Checklist of Required Elements (See Attachment A).


4)  All nurses who will be consenting participants must be approved by the Nurse Credentialing Committee under the scope of practice requirements (See Attachment A).  Refer to MCM 118-9 “Expanded Functions of Professional Nurses” for description of the credentialing process.


5)  Non-VA nurses must apply for and receive Without Compensation (WOC) status to be present on the premises for conducting research at the VAMC, SF.

    D.  The project must be approved through the appropriate channels: 1) Nurse Manager(s) of the affected unit(s), as appropriate; 2) Nursing Research and Outcomes Council, followed by 3) Institutional Review Board, which is the Committee on Human Research at UCSF, and 4) simultaneous review by VA Clinical Research Review Subcommittee; and 5) VA R&D Committee.

        1)  The nurse investigator/VA PI presents the project to the Nursing Research and Outcomes Council for review, recommendations, and prompt verbal feedback about approval, disapproval, or recommendations for change.

        2)  The investigator submits the final proposal to Chair, Nursing Research and Outcomes Council for final review.

    E.  If the project is non-VA, the Chair, Nursing Research and Outcomes Council, and/or the PI who will facilitate the conduct of the study write an approval letter for the Committee on Human Research that the VA Nursing Service will support being a site in the study through the VA PI.

    F.  The proposed research protocol must be submitted through the Chief Nurse Executive and the Clinical Research Office to the  Committee on Human Research at UCSF, the Clinical Research Review Subcommittee, and the R&D Committee.  Persons seeking approval are advised to consult the Clinical Research intranet site for the description of the application requirements, forms, and process.      http://vhasfcsps.v21.med.va.gov/sites/SFVAResearch/Forms/Clinical%20Research%20Forms%20Drawer.aspx
Questions should be addressed to the ACNS/R at x 2734 or the Human Compliance Officer at x2392.


1)  The study can begin when the PI has copies of both CHR and R&D approvals.  The entire process may take 6-8 weeks or longer.  The PI will keep approval forms from CHR and R&D in the research records. 



2)  Investigators whose projects require access to the electronic medical record (VISTA or CPRS) must consult with the ACNS/R before access will be granted.  

    
3)Studies requiring renewal must be submitted according to the same VA process as required for initial application. (See VAMC, SF, intranet, Clinical Research Service).  The VA PI is responsible for working collaboratively to ensure a timely renewal.


G.
Upon completion of the study, an abstract and copies of the final report or published article(s) are submitted to the Associate Chief, Nursing Service for Research, who forwards them to the Associate Chief of Staff/Patient Services & Chief Nurse Executive and to the Clinical Research Office.  

H.
Upon completion of the study, presentation of findings to the VA nursing community is expected.  This may include unit inservice and presentation at the Nursing Research and Outcomes Council’s annual nursing research conference.
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7.    RESCISSION:  
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Gloria N. Martinez, RN, MS

Associate Chief of Staff/Patient Care Services & Chief Nurse Executive

Review May 22, 2010
Attachment A

Nursing Research at the VAMC, San Francisco

Checklist of Required Elements

May 2008
          1. Consultation with Associate Chief, Nursing Service /Research (ACNS/R)



Presentation with preliminary CHR application and consent

          2. Consultation with site coordinator (site PI)



Discussion of preliminary CHR application and consent

          3. Consultation with nurse manager(s) as appropriate



Discussion of preliminary CHR application, consent, staff involvement

           4.  Presentation of protocol to Nursing Research and Outcomes Council utilizing the 
following:



CHR application



Consent, on VA Form 10-1086 with identification of VA site PI



Handouts of the above 2 items



Nursing Research and Outcomes Council will make a decision:

Approval, Disapproval, or Recommendations for change and re-discussion

           5.  Letter of Nursing Research and Outcomes Council approval by ACNS/R will be given 


when protocol approved by Nursing Research and Outcomes Council


6. Pink form completion  (see intranet/internet site:  

  


http://vhasfcsps.v21.med.va.gov/sites/SFVAResearch/Forms/Clinical%20Research.aspx
            7. Chief Nurse Executive signature 

            8. Copies of CHR protocol to ACNS/R for distribution to the PI, Clinical Research Center,

CHR, R&D  (refer to UCSF CHR website for # copies for CHR:  http://www.research.ucsf.edu/chr/. 

            9. Without Compensation (WOC) application (to be given to applicant by ACNS/R)



Submit to ACNS/R with signed Xerox copy of current RN license

           10.  Photo ID from VA Police  (call for hours x2318) (UCSF photo ID may be acceptable)

           11.  Obtain Computer access as needed, discuss need with ACNS/R before contacting ADP 


Coordinator (Ed Galvan x4866)

          12.  Credentialing process 

Consultation with Chair, Nursing Credentialing Committee (Lynn O’Brien x3942 or Eileen Moffitt x2301)
Standardized procedure for obtaining informed consent for research 



Approval by Nurse Credentialing Committee


13.  Clearance from Human Resources for background check



Fingerprinting



VetPro



Copy of license for HR



WOC in progress
            14.  When study is approved, initial patient consent process to be evaluated by 

site PI

            15.   Completion of Human Subjects Protection training (UCSF and others, as required)



Applicant keeps copies of all documents



Documentation on file with the ACNS/R 



Documentation on file with the Clinical Research Office



            16.
Completion of all requirements for VA compliance and Clinical Research 
administration, such as HiPAA, Ethics, Scope of Practice for Research, 
Intellectual Property Form, Resume, WOC letter of appointment, Initial Billing Form

17.   Agreement with VAMC SF requests:



VA site PI keeps original consents for research files (VA requirement)




1 copy for patient, 1 copy will be scanned into patient record



Investigator will document a research note into the patient record


VA site PI keeps research records, which are the property of the VA, for 5 years after

 study completion (copies can be made for the outside investigators)

Presentation of findings: to unit staff as appropriate


annual VAMC SF Nursing Research Conference (in May)
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