ORD Field Conference Call Notes

Monday, April 19, 2010
1.   Welcome – Joel Kupersmith, MD
Discussion of Research Administrative Review and Deputy Under Secretary for Health for Operations and Management Memorandum re. Protected Time
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2.   ERA Commons– Dr. William Goldberg
BLR&D and CSR&D have almost completed the receipt and referral process for the Spring 2010 Merit Review cycle.  Approximately 436 proposals will be reviewed in May and June.  We are working with NIH to permit electronic submission of Career Development applications for September submission.  As soon as the details are finalized, revised instructions and new RFAs specific for Career Development will be issued.  We have also begun discussions with NIH to establish additional activity codes so that other types of applications can be transitioned to electronic submission; these will include Pilot Projects, REAPS and Centers, Program Projects, QUERI, CSP, Shared Equipment (ShEEP and LAMb), and Research Career Scientist.  

3.   Service Updates:

· HSR&D Update – Seth Eisen, PhD
Merit Review

HSR&D’s Scientific Merit Review Board reviewed 94 IIR applications, 65 pilot applications, and 29 Career Development applications on March 2 through 4.  HSR&D will fund 14 IIRs (14.9%) and 16 pilot projects (24.6%) and 6 Career Development Awards.  This was an unusual round for IIR submissions as 58 of the 94 IIR submissions were first time submissions and 56 or the 65 pilot submissions were first time submissions.  In addition, 72 of the investigators who submitted self identified in the ITS as new investigators.

Under Secretary Awardee

HSR&D is pleased to announce that Mary K. Goldstein, MD, MS is the recipient of the 2010 Under Secretary's Award for Outstanding Achievement in Health Services Research - the highest honor for a VA health services researcher. For more than 18 years, Dr. Goldstein has brought scientific distinction to VA and the VA Palo Alto Healthcare System through her contributions to health services research studying functional status in geriatrics, hypertension management, application of clinical guidelines and guidelines compliance, and automated clinical decision support systems. Dr. Goldstein continues to bring great prestige to VA health services research through her research, mentorship, and leadership in the healthcare community.

· RR&D Update – Patricia Dorn, PhD
1)   SOTA

RR&D hosted a State-of-the-Art Meeting on Prosthetics and Orthotics March 15-17, 2010. The planning committee was co-chaired by Robert Jaeger, PhD, Scientific Program Manager for Rehabilitation Engineering and Prosthetics and COL Janet Harris, Director, Clinical and Rehabilitative Medicine Research Program, US Army Medical Research and Materiel Command, Department of Defense. 

Invited participants were from VA, DoD and Academia.

Breakout Groups convened to discuss a vast range of topics in critical areas of: Person/Device Interface, Databases, Powered/Controlled Devices, Standard, and Rehabilitative Strategies.

The groups then shared with all participants (via presentations) insights on current practices, knowledge known and knowledge gaps.  A report will be issued sometime in the summer that will serve as the basis for future research directions and collaborative efforts. 

2)   Next Scientific Merit Review

Letters-of-Intent (LOI) were due Thursday, April 15, 2010. If there are any issues or questions about the LOI a scientific program manager will contact the PI/research office by May 15, 2010 to discuss.  Otherwise PIs should be working on their full applications for submission.  Merit and pilot application are submitted via grants.gov.  Applications must be accepted and verified in the system by June 15, 2010.  Encourage submission as by June 8, 2010.  All career development and research career scientist applications are submitted electronically to rrdreviews@va.gov by June 15, 2010.

3)   Call for Center/REAP Applications

The solicitations are currently in the electronic concurrence system. All should go well in moving it through and we plan for posting of June 30, 2010, LOIs due July 30, 2010, Applications due September 30, 2010, Review in November/December 2010, Site visits December 2010/January 2011 and funding decisions in January 2011. We’ll keep you updated on any date changes. In addition to the areas of research supported by RR&D, specific priority areas of Social Reintegration, Regeneration and Upper Extremity Prosthetics are being requested. 
4)   Call for nominations for 2010 Paul B. Magnuson Award

The award is for excellence in rehabilitation research and development and it is the highest honor RR&D bestows upon a rehabilitation investigator.  Nominations are being accepted through August 2, 2010. The Magnuson handbook can be found at: http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1702. Instructions for compiling the nomination packet are provided below.

PAUL B. MAGNUSON AWARD: Additional Information

Submission Process.

Nominations are due August 2, 2010. Nomination packages should be sent electronically to rrdreviews@va.gov, with the subject line ‘Magnuson Nomination.’ 

Nomination packages are to be prepared by the Associate Chief of Staff (ACOS) for R&D, and submitted by the health care facility Director to the Director, RR&D at VA Central Office. 

Required materials consist of the following:

(1) A statement from the VA facility Director presenting the rationale for the nomination.

(2) A summary of the nominee’s research achievements, specifying contributions to knowledge, to the advancement of the field, and the specific relevance to veterans and VHA (not to exceed three pages).  Additional evidence of the impact of the nominee’s work may be submitted in any form (not to exceed six additional pages).

(3) Nominee’s complete and current curriculum vitae and bibliography.

(4) Letters of support from the local R&D Committee and the Dean’s Committee of the local medical school/academic affiliate.

(5) A letter of support from an investigator (who is not an employee of the nominee’s VA health care facility or a member of the faculty at the affiliated medical school/academic institution).

Review Process. 

All applications are reviewed by an ad hoc review group to include rehabilitation professionals from both within and outside VA.  The review group will recommend one nominee to the Director, RR&D. Upon approval, the Director recommends that candidate to the Under Secretary for Health, through the Chief Research and Development Officer (CRADO).

Award. 

Awardees receive a $5,000 cash award and a plaque. Awardees with a currently funded, nationally peer-reviewed research project (VA Merit Review or non-VA research support) also receive an additional $50,000 per year for 3 years to support that research. 
· CSR&D – Dr. Grant Huang
CSP Clinical Trials Course

The Cooperative Studies Program (CSP) is offering a 2.5 day course on designing clinical trials and developing study proposals.  This course will be held from June 2-4, 2010 in Oak Brook, IL, just outside of Chicago.  The primary objective of the course is to help VA clinicians interested in clinical trials to develop high quality proposals including ones submitted to the CSP and Cooperative Clinical Trials Award Program.  The course will include a series of lectures and breakout sessions in which study ideas are more fully developed and critiqued.  It is expected that participants will be working on their study proposals each evening of the course. For ones familiar with the CSP course conducted several years ago, this course will be similar in content and coursework, but conducted over a shorter time period.  

Only VA investigators who meet eligibility criteria for receiving VA research funding may apply.  Applicants must submit the following:
· A cover letter with their VA contact information and clinical research area of interest;

· A statement from their Research Office that they meet VA eligibility requirements;

· A CV;

· A statement from his/her supervisor indicating approval for release time to attend the course; and,

· A 1-2 page document outlining an idea for a randomized clinical trial.

· Additional letters of support may be submitted, but are not required.
Up to 60 students will be selected.  While CSP will fund travel for selected participants, those who obtain local VAMC travel support may be given priority.  There are no tuition costs.


Applications will be accepted until April 30, 2010.  Full course and application information are under the Announcements section of the ORD website’s homepage or at http://www.research.va.gov/programs/csrd/CSP-ClinicalTrials-Course.pdf
Information can also be obtained by emailing CSP@va.gov or Linda.graham6@va.gov.


CSRD/BLRD Eligibility

For non-clinicians planning to apply for BL/CSRD Merit Award, please note that a one-page description of their proposed research will be required for the June 15 eligibility submission cycle.  Eligibility applications not having the research description will be returned without further consideration.

In addition, ORD is planning to establish a new template for the ACOS-R nomination letter.  The new template will be posted on the BLRD Merit Review Program webpage in the next few days.  However, for the June 15 eligibility submission cycle, the use of the new template is encouraged but not a requirement.  

Please address questions to Dr. Alex Chiu at alex.chiu@va.gov
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Department of Memorandum
Veterans Affairs

Date:

APR -8 2010

From: Deputy Under Secretary for Health for Operations and Management (10N)

Subj:

To:

Protected Time for Research Guidance

Network Director (10N1-23)
VACO Chief Officers
Medical Center Director (00)

. Last year, a research administrative review process was begun under the

Health Systems Committee. Its members were representatives from
Veterans Integrated Service Networks, Medical Centers, and
Researchers. Their final report was approved by the Health Systems
Committee and the Executive Committee of the National Leadership
Board and is attached.

The report identified appropriate time should be allocated to clinicians for
funded research that has received appropriate regulatory and committee
approvals, and that it is appropriate to utilize Veterans Equitable Resource
Allocation resources to secure clinical coverage for investigators
conducting approved research.

The specific research time allocated is informed by the scope and amount
of time indicated on the research grant and recommendations from the
applicable Service Chief, Chief of Staff, and Associate Chief of Staff /
Research and Development. The Medical Center Director, who is the
authority that commits to the time allocation, retains authority for all
decisions regarding protected time.





4. Attached is the guidance for clinician research time allocation and there is
further discussion in the attached report. Please contact Alex Ommaya,
ScD at 202-461-1695 or alex.ommaya@va.gov if you need further
information regarding the report.

Uil

William Schoenhard, FACHE

Attachments
Research Activity Recommended FTE
Principal Investigator (PI) Merit Review 3/8
Chair on VA Cooperative Studies Program (CSP) 4/8
Site PI on Merit/VA CSP 1/8-2/8
PINIH RO1* 3/8*
VA Career Development Award (CDA) 6/8
Major Foundation Awards 1/8-2/8
PI of VA Center of Excellence 4/8
Mentor of VA CDA 0.5/8
New investigator 2/8-4/8
Chair, Institutional Review Board (IRB) or /8418
Institutional Animal Care and Use Committee (IACUC) )
Chair Institutional Bio-safety Committee (IBC) /
Subcommittee on Research Safety (SRS) or /8
Research & Development Committee
Member, IRB, IACUC 1/8
Member, IBC/SRS, R&D C 0.5/8

* NIH grants are managed through the affiliate or the non profit corporation. VA time allocation
varies dependent on the particular research project.
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. Introduction

Effective research programs require well-constructed and integrated operational
plans that incorporate activities relating to human and animal protection, safety,
information security, and other issues. The Office of Research and Development
(ORD) initiated a Research Administrative Review by representatives from VISN
and Medical Center leadership to develop recommendations to respond to the
challenge of effective management and to strengthen research activities
occurring within VA field research centers. These efforts began early in 2008
and the first report of the process was issued December 15, 2008. Discussions
for this second report began in January 2009 through periodic conference calls
among the members of four workgroups: Governance, Organization of Research,
Protected Time, and Recruitment and Retention. Members of these workgroups
are listed in Appendix A.

Participants in this process focused on potential improvements in the following
areas:

1. Develop Research and Development Committee operations guidance

(oversight & strategic planning roles)

Develop guidance for protected time for clinicians engaged in research

Identify recruitment, retention, and mentoring approaches for ACOS / R&D

and AO /R&D

4. Define network research facilitation topics

5. Define approach for ACOS / R&D engagement with Medical Center
leadership

6. Further define ACOS / R&D and AO / R&D responsibilities

@ N

After providing an overview of the consensus-building process, this document will
summarize key findings and recommendations emerging from the Research
Administrative Review in each of the areas noted above.
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il. Methods

This effort was led by four work groups. The Governance work group was
chaired by Dr. Randy Petzel (then VISN 23 Network Director and now Acting
Principal Deputy Under Secretary for Health) and the Organization of Research,
Protected Time, and Recruitment and Retention groups were led by Jack Hetrick
(VISN 10 Network Director). (See Appendix A for full Committee member listing.)
Activities designed to reach the consensus findings and recommendations are
reported in the next section.

A. Research Administrative Review Establishment

Committee members were identified through discussions with Patient Care
Services, Operations, and the Office of Research and Development. The
Research Administrative Review process began with an initial one and a half
day meeting in June 2008. Steering Committee and work group members,
along with other discussants familiar with the challenges of conducting
research within VA, were present at the meeting. After several plenary talks
designed to clarify the challenges and issues facing the work groups, groups
met separately to discuss key questions in the areas of governance and
human capital. By the end of the meeting, both groups had reached
consensus on a number of issues and had agreed on a process for focusing
additional attention on key issues that were not fully resolved.

B. First Research Administrative Review Report

Consensus recommendations were derived from information gathered from the
field and discussions among the committee members. The first report was
issued on December 15, 2008 and recommendations and implementation
steps identified by the committees focused on the following areas:

1. Research information systems.

2. Focusing efforts of the Research and Development Committee on the
strategic direction of the research program and delegating review of
research proposals to appropriate subcommittees.

Identification of research responsibilities for VISN directors, Medical Center
directors, ACOS / R&D, AO / R&D, and VA research investigators.
Identification of reporting relationships for research centers and Associate
Chief of Staff R&D.

Mentoring ACOS / R&D and AO / R&D.

Resources for research compliance.

Research performance measures.

Noon » ©
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The issues addressed in this report arose from the work of the committees and
recommendations by its members. The first report was forwarded to the Work
Group on Research convened by Dr. Kussman, USH.

C. Information-Gathering
Work group members convened a series of conference calls to discuss the
new workgroup topics. Four workgroups focused on the six identified issues.

Additional information in the form of other VA documents, input from experts,
and a survey of ACOS / R&D was compiled and discussed by workgroup
members. Each group’s work culminated in a series of conclusions and
recommendations designed to guide VHA leadership in making changes to
strengthen the research enterprise. Draft recommendations were circulated to
all committee members for comment, and a face to face meeting was held on
May 18", 2009 to identify consensus recommendations. The results of these
efforts are contained in this report.

D. Survey

A survey was conducted to gather data regarding protected time for clinician
researchers. (Survey results are presented in Appendix D.)

The following section summarizes findings and recommendations that have
emerged from this process.

lil. Findings/Recommendations

Task 1: Develop Research and Development Committee operations
guidance (oversight & strategic planning roles)

The R & D Committee should focus on strategic planning and oversight of
management (program issues rather than protocol issues). If the facility has
any Research Centers, such as Centers of Excellence, (e.g., Health Services
Research and Development (HSR&D), Rehabilitation Research and
Development (RR&D), or Cooperative Studies Program (CSP) Centers), it is
recommended, but not required, that at least one voting member of the R&D
Committee be chosen from the Center. Similarly it is recommended but not
required that representatives from major clinical services participate. R&D
committee responsibilities are discussed in Handbook 1200.01.

" vaww1 .va.gov/oro/docs/Research_Administrative-Review_Report_12_15 08.doc
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The R&D committee should focus on the following areas:

* In collaboration with the ACOS / R&D, establish the strategic direction
of the local research program
* Advise the ACOS / R&D and Director on research program direction
achievements and deficiencies
 Identify and develop communication strategies for disseminating
information concerning research program strengths
* Develop actions to facilitate investigator recruitment and retention
* |dentify, document, and generate strategies for addressing
infrastructure and programmatic needs/weaknesses and performance
improvement
* Review research space utilization and other research infrastructure
issues (either in full committee or subcommittee)
* Take action, e.g. disapprove research related to investigators who
repeatedly have been cited with violations during audits
» Evaluate the operation of the research program
* Review the quality & performance of the local review process
* Review quality assurance activities & programs designed to
enhance the safety of personnel & the security of VA data &
laboratories
» Establish policy to ensure appropriate review for research involving
human subjects, animals & biohazards
* Review all research program-related written agreements

Task 2: Develop guidance for protected time for clinicians engaged in
research

Research is a core mission of the Department of Veterans Affairs. Appropriate
time should be allocated to clinicians for research for funded research that has
received appropriate regulatory and committee approvals. Additionally time
should be allocated for committee work that is essential for appropriate oversight
of the research program. Research approved and supported by the VHA Office
of Research and Development carries with it Veterans Equitable Resource
Allocation (VERA) dollars that are transferred to medical centers to help pay for
clinicians’ time associated with approved research. Other research support also
contributes to VERA research dollars allocated to the medical facility. It is
appropriate to utilize VERA resources to secure clinical coverage for
investigators conducting approved research. While it is important that adequate
time be maintained for clinical duties, VA researchers should have sufficient time
for conducting approved research so that VA’s high standards for compliance
and research excellence can be maintained.





The specific research time allocated is informed by the scope and amount of time
indicated on the grant and recommendations from the applicable Service Chief,
Chief of Staff, and ACOS / R&D. The Medical Center Director retains authority
for all decisions regarding protected time. Allocations of protected time over 75%
should be approved by the Medical Center Director. The protected time survey
(appendix D) indicated that the majority opinion of the respondents was that the
minimum time reserved for clinical duties, regardless of the level of research
support should be between 20% and 25%.

The following table provides guidance for research time allocation. The table
below is based on the protected time survey and from discussion among
Administrative Review Committee members. It applies to clinician researchers,
i.e. researchers who also have clinical care duties. Protected research time is
defined as time allocated to carrying out research activities during a clinician’s
regular tour of duty and partial FTE assignments are based upon a 40 hr work
week. The appropriate time allocated for research committee activity (e.g. IRB,
RDC, IACUC) should be dependent on the size of the research program. The
times indicated are based on allocations for research committee activities at
medium to large research facilities. Manuscript review and preparation,
consulting on study design, steering committee and DSMB memberships by
themselves should not receive protected time allocation.

Research Activity Recommended FTE
Pl Merit Review 3/8
Chair on VA CSP 4/8
Site Pl on Merit/VA CSP 1/8-2/8
PI NIH RO1* 3/8*
VA Career Development Award (CDA) 6/8
Major Foundation Awards 1/8-2/8
Principal Investigator of VA Center of Excellence 4/8
Mentor of VA CDA 0.5/8
New investigator 2/8-4/8
Chair, IRB or IACUC 2/8-4/8
Chair IBC/SRS or R&D C 1/8
Member, IRB, IACUC 1/8
Member, IBC/SRS, R&D C 0.5/8
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* NIH grants are managed through the affiliate or the non profit corporation. VA
time allocation varies dependent on the particular research project.

Task 3: Identify recruitment, retention, and mentoring approaches for
ACOS / R&D and AO / R&D

Key to improving retention and recruitment of the Associate Chief of Staff for
Research and Development is to ensure that there is adequate support for the
broad array of activities required by the position. For larger research programs a
full time or part time Deputy ACOS / R&D is recommended. Additionally it is
proposed that the ACOS / R&D hold an appropriate title at the VA affiliate, for
example associate Dean for VA Research. An important activity for the ACOS /
R&D is developing the research program and cultivating VA researchers.
Allowing sufficient time for this role will improve recruitment and retention for the
position.

AO / R&D similarly face a broad array of activities. For this position also,
particularly in large research programs, it is important to ensure that there is
adequate administrative and compliance support for the research office. A
Deputy AO /R&D should be considered in large research programs.

Development of cross site mentoring programs, development of forums, annual
ACOS / R&D and AO / R&D meeting, and training materials were recommended
in the first Research Administrative Review Report: Actions have been taken by
the Office of Research and Development in these areas.

Task 4: Define network research facilitation topics

In a network, research activities can be facilitated through a variety of
mechanisms including: network research group; research product line, etc. A
research product line can be managed like other service lines, e.g. mental health
and primary care. Whatever facilitation approach is utilized, the mechanism
should improve communication and coordination across the VISN and promote
growth of high quality research. Successful research programs require
coordination among Medical Center Directors, Chiefs of Staff, Associate Chiefs
of Staff R&D, the Office of Information and Technology and other support
services.

Examples of Network involvement in research include: stimulating productive
relationships between clinical and research services; creating network research
foci (e.g., chronic disease); encouraging development of Centers of Excellence;
identifying mechanisms for research training; providing resources that benefit
both clinical services & research; support of pilot projects; assistance in ensuring
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high quality compliance practices; and common acceptance of Research
Principles.

Key topics for Network facilitation include the following:

Research Enhancement

 Discuss mechanisms to enhance collaborative projects among
medical centers in the VISN

 Discuss how the VISN can enhance / improve quality and growth of
the research program

* Discuss VISN mechanisms for funding pilot research projects

* Identify mechanisms to enhance communication between clinicians
and researchers

* ldentify mechanisms to enhance mentorship (ACOS / R&D, AO /
R&D, and investigators)

* |dentify actions to facilitate investigator recruitment and retention

* Develop plans for managing conflict of interest

Communication
* Sharing network research productivity / achievements
* Communication of significant research results to staff within the
VISN
* Facilitate resolution of Information technology issues affecting
research

Compliance
* Sharing best practices / lessons learned regarding site visits in the

network for example ORO, AAHRPP, and OIT
* Sharing and discussing research policy changes including
implementation plans

VERA
* The established facilitation mechanism should be a resource
regarding the appropriate use of VERA research funds
* Pending report of CFO/ORD Work Group (Research & Research
Support Funding Work Group). VERA research funds should be
passed directly from the VISN to the Medical Center Director.

Task 5: Define approach for ACOS / R&D engagement with Medical Center
leadership
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As identified in the first report of the Research Administrative Review
process the ACOS/R&D reports to the Medical Center Director through the
Chief of Staff. It is to the benefit of leadership to be knowledgeable about
research capability and research challenges that exist in the Medical
Center. Thus it is recommended that the ACOS/R&D be a full member of





the Executive Leadership Council/Board acting with the other service line
leaders. In addition the ACOS / R&D should participate in committees
such as the Medical Executive Committee. When serving on medical
center wide committees, the ACOS/R&D should represent the needs of
the medical center and not solely research service interests.

Task 6: Further define ACOS / R&D and AO / R&D responsibilities

The following are key responsibilities of the Associate Chief of Staff for
Research and Development as the lead research officer in the Medical
Center and the bridge to the affiliate regarding research issues:

Research Program Governance

1.

2.

The ACOS is the principal subject matter expert and point of
contact for all research related issues in the medical facility.

The ACOS assists scientists with strategizing on grant
submissions, identifying collaborators, finding new funding sources,
coordinating program project and center applications, evaluating
performance and providing career advice.

Fostering Research Agenda

1.

Training

1.

2.

The ACOS is the key contact for all potential career development
applicants as well as all new investigators recruited to the facility.
The ACOS assists in identifying mentors for such applicants and
where appropriate for newly recruited faculty.

The ACOS also assists investigators in identifying opportunities for
collaboration with other investigators within or outside of the facility.
Interacts with investigators to identify issues that impact efficient
and safe conduct of research within the facility.

Ensures that research investigators and staff have adequate
access to educational resources regarding ethical conduct of
research studies and applicable rules and regulations.

Ensures investigators are apprised of all technical aspects for
successful submission of grant applications.

Ensures programs and resources are made available or developed
to assist investigators and staff in meeting education requirements
for human subjects, animal use, biosafety, privacy and data
security.

Liaison Activities and Relationship Building
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. Serves as the primary contact with the affiliate for all research

issues.

Promotes the facility research program to the VA community and
the greater community at large in collaboration with the facility
Public Relations Office and ORD.

Actively assists individual Departments and collaborates with
facility’s academic affiliate to recruit research investigators.

Serves as a liaison between the facility Research and Development
Office and the non-profit corporation. Reviews the activities of the
non-profit corporation and communicates plans to enhance the
local R&D program to the non-profit Board of Directors.

Operation of the Research & Development program

1.
2.

Fosters an institutional culture that supports the ethical conduct of
high-quality research.

Oversees the development of processes to ensure proper
implementation of all federal, state and local rules and regulations.
Oversees the submission and preparation for all relevant
accreditation visits, including, but not limited to AAHRPP and
AAALAC as appropriate. The ACOS ensures that adequate staff
and other resources are allocated for preparation for accreditation
and maintenance of accreditation.

Performs annual review of research program, which may include
the allocation of VERA Research Support funds and verifies time
claimed for research in Decision Support System (DSS) reports
Functions as Executive Secretary of the R&D Committee.
Regularly reviews research space assignments to ensure that
space allocations are consistent with research funding or local
research space policy.

Research Compliance

1.

Oversees review of research by all appropriate subcommittees (or
the R&D Committee in some cases) to ensure highly efficient
processes are in place for timely, high quality reviews.

Oversee investigations into issues of research program
vulnerability.

Reviews instances of research non-compliance to identify
opportunities for system-level improvements.

Works closely with the facility Research Compliance Officer(s) to
proactively identify opportunities for additional system-level or
investigator-level quality improvement reviews.





Establishing the strategic direction of the research program in collaboration
with the R&D committee

1.

2.

3.

Develop broad objectives for the local research program so that it
complements the VA'’s other missions in patient care and education
Foster collaborations among VA scientists to expand research
capability

Identify and plan for growth of the research program

The following are key responsibilities for the Administrative Officer for Research
and Development:

Facilitating the operation of Research & Development program activities

N -

o ko
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11.

Educate investigators on research requirements

Extensively collect and disseminate information on research
funding opportunities to investigators

Assist Investigators with Merit Review submissions

Develop, implement, and maintain an effective means of research
program review

Work with new clinical and scientific staff to encourage merit
review applications

Oversee the submission of just-in-time documentation

Supervise personnel actions, including recruitment, hiring,
disciplinary actions, retention, and terminations

Coordinate, plan and oversee office support

Manage the Budgets of Research Programs

Build productive working relationships with medical center support
services such as FMS, HRM, Fiscal and Education

Participate in appropriate medical center committees (for
example, space, parking, and safety)

Coordinating with key research stakeholders
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2.

Serve as liaison & coordinator between VA Central Office, VISN,
and Medical Centers

Coordinate interactions among the Office of Research and
Development (Basic Laboratory, Clinical Science, Health Services,
and Rehabilitation Research and Development)

Work with investigators, other department heads, affiliates, service
organizations, and granting agencies to ensure that all research
and compliance activities from grant application to final report are
completed

Serve as liaison between Institutional Review Board (IRB), Safety
Subcommittee, Institutional Animal Care and Use Committee





5

(IACUC), and other committees under the purview of the R&D
Committee

. Build productive working relationships with Human Resources
Management, Finance, Office of Information and Technology, and
Facilities Management.

Fostering a high quality research program
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3
4.
5

. Coordinate development of standard operating procedures (RDC,
IRB, etc).

. Facilitate review / investigation of the research program

. Facilitate Career Development

Recommend training to prepare staff for advancement

. Oversee preparation for site visits for example AHRPP, AAALAC,
ORO





Appendix A

Research Administrative Review Workgroup Members

Governance Subgroup
Members:

Chair: Randy Petzel (then VISN 23 Network Director and now Acting
Principal Deputy Under Secretary for Health)

Anna Alt-White, RN (VACO, Office of Nursing Services)

Paul Bockelman (Director, Sioux Falls VA Medical Center)

Thomas Capello (North Florida/South Georgia Health Care System, Med.
Center Dir.)

Lynn Cates (ORD, Director PRIDE)

Michael Davey (ACOS/R&D Portland, OR VISN 20)

Joe Francis (Deputy Chief Quality and Performance Officer)

John Hudson (Research Compliance Officer, VISN 12)

David Johnson (Baltimore, ACOS/R&D)

Marie Johnson (AO / R&D/R&D Gainsville, FL)

Odette Levesque (VACO 10NC, Clinician/QA liaison)

Skye McDougall (Chief Medical Officer, VISN 22)

Brian Mittman (Sepulveda, Health Services Research)

Lynn Pulliam (ACOS/R&D San Francisco, CA)

Gordon A. Starkebaum (Seattle, COS)

John Stuart (Memphis, ACOS/R&D)

Organization of Research Subgroup

Members:
Lead: Peggy Hannon (AO / R&D/R&D, Indianapolis)
Jerry Beccia (CO, West Haven)
P.B. Cipolloni (ACOS/R&D, Bedford)
Betty Goolsby (Indianapolis, Associate Director)
Susan Harper (ORO)
Jack Hetrick (VISN 10, Network Director)

Protected Research Time Subgroup

Members:
Lead: Ali Sonel, MD (ACOS/R&D, Pittsburgh)
Ralph Gigliotti (Medical Center Director, Durham)
Martin Heyworth (COS, Philadelphia)
Laurence Meyer (ACOS/R&D, Salt Lake City)
Dean Norman (COS, Los Angeles)
Bruce Sangeorzan, MD (Orthopedic Surgeon, Seattle)
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Recruitment and Retention Subgroup

Members:
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Lead: John Vara (COS, Miami)

Phil Cook (AO / R&D/R&D, Milwaukee)

Lynette Roff (Medical Center Director, Eastern CO)
Gary Rosenthal, MD (ACOS/R&D, lowa City)

Don Rubin (ACOS/R&D, Tennessee Valley)





Appendix B

l. Findings/Recommendations Research Administrative Review Report 1

A. Information Systems
1. Support information tools which would allow for field offices to manage
areas such as space, finances, and personnel.

p. 16

a. Defining Business Requirements:. ORD has begun the process of
defining business requirements for a common VA information system
that will facilitate the following researcher and research office activities:

Management of Research Compliance and reporting requirements

including animal programs, safety and environmental programs,

human subject protection, and research performance. This will

include but not be limited to:

° Management of the R&D Committee.

° Management of the Institutionai Review Board.

° Management of the Animal Care and Use Committee.

° Management of Safety and Biosafety Committees.

° Research protocol financial management, including Central
Office reporting requirements.

. Clinical trial management, including human-subject consenting and

enroliment and, for multisite trials, central reporting requirements.
Drug and device warning management.

. Adverse event analysis and reporting.

Other research-office management processes that are identified by
field research offices.

b. Business Requirement Elements: There are four elements to this
reqwrements—development process:

iv.

Analysis of current policies.

. Development of a “current state” document describing field
research office business processes and IT support.

Development of a unified business operations model for VA
research offices.

Development of a functional-requirements document for IT support
that forms the basis for a development and implementation effort by
the Office of Information Technology.

c. Development Process Status:_ Steps that have been taken to date
include conference calls with ACOS/R&Ds and AO/R&Ds to develop
consensus on the appropriateness of the development effort described
above.

d. Next Steps in Development:





V.

vi.

Contracting with a facilitator who will devote an average of 25 hours
a week to working with field offices and VHA staff to complete, in
stepwise fashion, the tasks above.

i. An introduction of the process with ACOS/R&Ds and AO/R&Ds at

the ORD Local Accountability for Research in VA Facilities Meeting
on Jan.13 and 14, 2009;

iii. Development of function task groups to develop processes and

information;

. Regional meetings to facilitate buy-in to the process and develop

information flow so that all 117 facilities currently engaged in
research have an opportunity to participate at some level in the
process;

Telephone conference calls to move the process forward; and
Document creation and review via a SharePoint site.

Target Dates: Assuming that a facilitation contract is awarded by the
end of January 2009, the analysis of current policies and development
of a current-state document will be completed by July 2009, and that
the unified business operations model and IT functional requirements
document can be completed by January 2010.

B. Research and Development Committee Handbook Revisions
Much of the discussion in the Governance Task Group involved issues
addressed in the Research and Development Committee Handbook.
Because of this Handbook’s important role, group members carefully
reviewed it, along with other VHA documents that impact its content. This
review led to several conclusions, which guided a large number of proposed
revisions to the General Conclusions:

1. The role of the R&D Committee should be refocused on governance and
oversight of the local research program, as opposed to oversight and
reviewing of individual protocols. Oversight of individual protocols should
be carried out solely by the appropriate subcommittees. Purely
administrative functions have been re-assigned to the ACOS/R&D. The
R&D Committee can thus be refocused on broader issues including:
Ensuring the effective operation of the research program.

p. 17

a.
b.

C.

Establishing the strategic direction of the research program.

Establishing policy to ensure appropriate review for research involving
human subjects, animals and biohazards.

Reviewing the quality and performance of the local review process.





2.
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e. Reviewing quality assurance activities, and programs designed to
enhance the safety of personnel and the security of VA data and
laboratories.

Governance group members reached consensus on desirable changes to

the Handbook. The most significant changes were:

a. Approval of research will proceed through the most appropriate R&D
Committee subcommittees; then the R&D committee will approve the
minutes of the subcommittees, and finally the ACOS/R&D will inform
the investigator, when all appropriate approvals have been met, that
the research studies may be initiated.

b. Continuing reviews of research studies will also be conducted by the
appropriate R&D Committee subcommittees, as opposed to the full
R&D Committee.

Responsibilities of the R&D committee (now in Handbook 1200.01) are:
a. Planning and developing broad objectives for the R&D Program so that
it supports VA’s mission.

b. Determining the extent to which the R&D Program has met its
objectives.

c. Overseeing all R&D activities for each VA facility for which it serves as
the R&D Committee of record.

d. Reviewing all written agreements that establish:
i. A committee from another VA or non-VA entity in lieu of a required
committee or subcommittee for the R&D Committee.

i. The R&D Committee, or one of its subcommittees, that functions as
a committee or subcommittee of another VA facility.

iii. Reviewing and evaluating all subcommittees or committees both
within the VA facility and at external entities that function in lieu of
subcommittees, such as IRBs, IACUC, or biosafety committees. A
summary of these reviews and evaluations must be sent to the
Medical Center Director.

e. In fulfilling its responsibilities to ensure effective oversight of the
research program and in making appropriate recommendations to the
Medical Center Director, including the suspension of a research study
or disciplinary action against a Principal Investigator (PI), the
Committee needs to rely on a variety of information sources, including:
i. Quality assurance activities; reports to the committee by the ACOS/

R&D, AO/R&D, or other research staff members; subcommittee
reports; facility reports or activities; and other appropriate sources.
ii. Review of subcommittee activities including:





e Annual reviews of the Research Safety and Security Program
(including planned training, compliance, security issues, etc.).

¢ The Animal Care and Use Program (including inspection
reports, IACUC composition, IACUC arrangements, budgets,
space, support staff, training, quality improvement activities,
compliance issues, and goals for next year).

e The Human Research Protection Program (including IRB
composition or IRB arrangements, credentialing and training
status report, budget, space, support staff, quality improvement
activities, compliance issues, and goals for next year).

f. Fulfilling such other functions as may be specified by the Medical

Center Director and VHA procedures.

Implementation Steps: Implement revisions to 1200.01. The policy has been
placed into the concurrence process.

4. R&D Committee responsibilities for the review of research:

a. The R&D Committee is responsible for establishing policy to ensure

that all research in which the facility is to be engaged has been

reviewed and approved for the ethical use of human subjects, animals,

and biohazards. This review should promote:

i. Protection of human subjects (including privacy and confidentiality),
and the implementation of adequate safety measures for research
subjects and personnel.

ii. Welfare and appropriate use of animals in research.

iii. Safety of personnel engaged in research.

iv. Security of research laboratories where hazardous agents are
stored or utilized and of all Biosafety Level 3 (BSL-3) research
laboratories.

v. Security of VA data, VAPI, and VA-sensitive information.

. Once approved by all appropriate R&D Committee subcommittees and

the research office, the research becomes VA-approved research.

. If a research protocol requires review by a facility's non-research

committee(s) or subcommittee(s), such as the Radiation Safety
Committee, this review may be conducted at any time, but the
research may not be initiated until it has been approved by the non-
research committee and all applicable R&D Committee subcommittees
and the investigator has been notified by the research office. For
protocols not meeting criteria for assignment to any subcommittee, the
R&D Committee will be the review and approving committee of record.

Implementation Steps: Implement revisions to 1200.01. The policy has
been placed into the concurrence process.





C. Respective Research Responsibilities

1. Emails were sent to Medical Center Directors, ACOS/R&Ds, and
AO/R&Ds to provide sample position descriptions for the ACOS/R&D,
AO/R&D, and RCO positions.

p. 20

a. Key findings based on this process included:

There is substantial variability in required and desired qualifications,
requirements, and responsibilities for each of these positions
across VA medical centers, as indicated by the respondents. While
the size of research activities accounts for some of this variability, it
is clear that these positions differ considerably even across centers
with similar research missions.

i. While most respondents agreed on a core sets of qualifications,

requirements, and responsibilities for these positions, there is much
less agreement among respondents on which of these should be
mandatory and which should be optional. However, there is strong
agreement that at least some variability is needed based on the
size of a center’s research program.

b. Because the RCO position description has been developed by Office
of Research Oversight (ORO) no discussion of that position description
is included. General recommendations emerging from the review of
these position descriptions include:

There should be a core set of requirements for each position that
applies across all VA medical centers.

Additional optional requirements may be defined as appropriate for
local research program needs. This will depend not only on the size
of a program, but also on other factors such as whether there is an
affiliate and whose IRB is used (for example, their own, another
VA'’s, or the affiliate’s). Office of Research Oversight is available to
provide assistance in this regard.

c. Workgroup members were asked to provide input on the research
responsibilities of the MC Director and VISN Director positions for
incorporation into the position descriptions for each position. In
general, respondents indicated that while MC Directors are ultimately
responsible for ensuring that listed activities are occurring at their
facilities, these responsibilities are shared by a number of individuals,
given the overwhelming number of responsibilities. Regarding the
VISN Director position, respondents indicated that their primary
responsibility is to perform compliance reviews of facility compliance
programs and report findings to both the VISN and facility Director.





The recommendations offered by the committee members for research
program responsibilities for the VISN Director, Medical Center Director,
ACOS/R&D, VA investigators, and the R&D committee are identified
below:

i. Research responsibilities of the VISN director include:

Fosters an institutional culture that supports the ethical conduct of
research throughout the network.

Ensures adequate support for local research programs including,
but not limited to, providing adequate resources, staff, equipment,
and infrastructure.

Ensures local facilities’ compliance with all VA and other federal
requirements for the conduct of research.

Implementation Steps: Discussion with 10N in Work Group on
Research led by Ann Patterson

i. Responsibilities of the Medical Center Director include:

Fosters an institutional culture that supports the ethical conduct of
research.

Fosters an institutional culture of high-quality research.

Ensures adequate support for local research programs including,
but not limited to, providing adequate resources, staff, equipment,
and infrastructure.

Serves as the Institutional Official responsible for all aspects of
the research program, including but not limited to human subjects
protection, animal welfare, privacy and security of VA data, and
biosafety.

As the Institutional Official, is responsible for the facility's
compliance with all federal, VA, and VHA research requirements.
This includes protection of human research subjects; care and use
of laboratory animals; research laboratory safety; granting access
to research facilities; and research information security.

Is responsible for all required reporting to and correspondence
with federal oversight offices, agencies, and accreditation
organizations.

Is responsible for providing sufficient resources and administrative
support for research oversight programs. In addition,

Is responsible for certifying that all research personnel have
appropriate credentials, privileges, and scope-of-practice
requirements.

Ensures that research compliance program has sufficient
resources and that Research Compliance Office reports directly to
Medical Center Director.

Completes and fulfills Medical Center Director Certification of
Research from the Office of Research Oversight as per instruction
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at the following website:

http://www1.va.gov/oro/docs/Director_Cert_Rsch_Oversight-06-

13-08.doc.
o Complies with Medical Center Director responsibilities to R&D

Committee as per Handbook 1200.01:

- Ensures that research in which the facility is engaged is
approved by the appropriate R&D Committee subcommittees.

- Ensures adequate resources and administrative support,
including personnel, space, and equipment and training, for
the R&D Committee and its subcommittees so they can fulffill
their responsibilities.

- Ensures appropriate education and training for members of
the R&D Committee, the research administration staff, and
other staff involved in research.

- Ensures that investigators meet the requirements of the
section below: Responsibilities of the investigator.

- Serves as a non-voting, ex officio member of the R&D
Committee.

- Retains institutional responsibility for the research program at
the facility if the facility’s R&D Committee of record is that of
another VA facility.

Implementation Steps: Discussion with 10N in Work Group on
Research

iii. General Roles and Responsibilities of the ACOS/R&D:

o Foster an institutional culture that supports the ethical conduct of
research.

o Fosters an institutional culture of high-quality research.
Manages the ongoing operation of Research and Development
program activities.

¢ Promotes the growth and development of Research and
Development opportunities for new and experienced investigators
through training and assistance with the VA grant applications
process.

¢ Provides support to the Research and Development Committee;
and

e Functions as Executive Secretary of the R& D Committee.

Implementation Steps: The specific roles and responsibilities of the
ACOS/R&D position will be further developed at the Local
Accountability for Research in VA Facilities Meeting in January, 2009.

iv. Responsibilities of VA Investigators include:





o Foster an institutional culture that supports the ethical conduct of

research.

Foster an institutional culture of high-quality research.

Ensure that they have the required and appropriate expertise and
training and have been awarded the credentials and privileges to
conduct research at VA prior to initiating any research.

o Comply with all applicable personnel, training, and other VHA
policies, whether the investigator holds a compensated, without-
compensation, or intergovernmental Personnel Agreement
appointment.

¢ Obtain the appropriate Committee and Subcommittee approvals
prior to initiating research activities.

e Develop research plans that are scientifically valid and that
minimize risk to human subjects and animals used in research, and
personnel.

o Develop plans for data use, storage, and security that are
consistent with VA, VHA, and other federal statues, regulations,
and policies and local policies and procedures.

e Appropriately use grant funds and VA resources in keeping with
approved research plan(s).

o Comply with all appropriate policies, regulations, and reporting
requirements regarding research.

D. Resources for Research Compliance
1. Resources for research compliance and oversight should be addressed.

a. Ensure that VA research conducted within the system has adequate
resources to meet compliance milestones and achieve scientific goals.
Ensure that Medical Center Directors are addressing these issues and
taking efforts to improve the VA research enterprise.

b. Dependent on the size and need of the research program, increase
support staff such as deputy ACOS/R&D or associate AO/R&D to help
manage compliance, training, audits, and certifications. Support should
come from VERA doillars, but new methods of support should be
explored.

Implementation Steps: Research Support Funding Workgroup is
considering this.

E. Reporting Relationships (see Appendix C)
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1.

The ACOS/R&D reports to the Medical Center Director through the Chief
of Staff. All committee members also agreed that the ACOS/R&D should
have a mechanism to regularly engage with the Executive Leadership
Board. There was an opinion on the part of some on the committee that
for certain issues there should be direct reporting to the Medical Center
Director. It was also suggested that the ACOS/R&D should have a role in
staff hires to help identify promising candidates and to identify potential
research involvement (especially as research is a tool for recruiting
physicians in Medical Centers).

Implementation Steps: Discussion with 10N in Work Group on Research

F. Performance Measures

1.

Research performance measures should be in contracts for VISN and
Medical Center leadership.

a. The measure for FY 2009 is that each Medical Center doing research
must have a RCO.

b. In the future, other measures should be considered. One suggested
option for research program improvement was to add research
performance ratings for facility and VISN Directors.

Implementation Steps: The report and recommendations will be
transmitted to the National Performance Measurement Workgroup;
network directors might consider adding specific research performance
measures for their facility

G. Mentoring of Research Office Leadership
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1. Sponsor a periodic web conference that will allow leaders to share

experiences relating to successfully recruitment and retention for
ACOS/R&Ds, AO/R&Ds, and RCOs.

a. Support mentoring programs within medical centers to prepare
persons to assume the roles of ACOS/R&D, AO/R&D, and RCO.

b. Develop cross-site mentoring programs that would allow new hires
(<3 months) in these positions to spend time training in another
facility.

c. Create forums where centers with formal or informal mechanisms to
groom persons for these positions can share what they have learned
with other centers.





Implementation Steps: ORD will identify potential mentors and
provide a policy for shared travel support (with the hiring facility) for
these trainees by the second quarter 2009. ORD will develop and
support an annual ACOS/R&D and AO/R&D meeting, with the first
meeting to take place in the first quarter of 2010.

H. Training Resources

a. Develop online “how to” manuals directed towards the

responsibilities and procedures for ACOS/R&D and AO/R&D
positions. These online manuals might also be valuable for medical
center leadership and VISN directors.

Implementation Steps: ORD has begun a process to develop
training materials for ACOS/R&Ds and AO/R&Ds. It is expected that
these materials will be available in the first quarter of 2010.

. There is an existing requirement for each Medical Center Director

to develop an ongoing local awareness/training program at his/her
facility. ORD will provide an opportunity at the Local Accountability
for Research in VA Facilities meeting, January 2009, for the local
facilities to share ideas on developing and implementing such a
program. One goal of these discussions is to identify approaches
to incorporate research training into Medical Center Director
orientation curriculum.

Implementation Steps: ORD is beginning an annual leadership
training program which will involve training at Senior Management
Meetings and half-day or full-day trainings at regional meetings in
years when there is no Senior Management Meeting.

IV. Conclusion

A. The Research Administrative review process began in Spring 2008 with the
formation of three committees (steering, governance, and human capital) with a
total of 39 members representing clinical and research leadership in the
Veterans Health Administration. Consensus recommendations were derived
from information gathered from the field and discussions among the committee
members. Recommendations and implementation steps identified by the
committees focused on:

8. Research information systems.
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9. Focusing efforts of the Research and Development committee on the
strategic direction of the research program and delegating review of
research proposals to appropriate subcommittees.

10. Identification of research responsibilities for VISN directors, Medical Center
directors, Associate Chief of Staff R&D, and VA research investigators.

11. Identification of reporting relationships for research centers and Associate
Chief of Staff R&D.

12. Mentoring for the research office.

13.Resources for research compliance.

14.Research performance measures.

. Several other issues not directly addressed in this report arose from the work of
the committees and recommendations by its members. The committees will
continue work in the following five areas:

1. Protected time for research.

2. Recruitment and retention.

3. Mentoring and succession planning.

4. Associate Chief of Staff for Research and Development and Administrative
Officer  Research responsibilities.

5. Affiliate relationships.
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1. VHA Research Administrative Review: Protected Research Time

The following questions are designed to better understand how protected time is
managed in medical centers currently and what may be the future needs of
research programs with regards to management of time for research activities.

A working definition of protected time is time allocated to carrying out research
activities during the clinician’s regular tour to duty.

We'd ask that you also base your responses on discussions with at least three
department chiefs at your facility regarding their approaches to protected time.
We also encourage you to discuss with active clinical investigators how protected
time for research is applied in their daily practice and what competing demands
on time pose barriers to implementation of protected time. All ACOS / R&D have
been sent this survey. Your responses are confidential; only aggregated data will
be shared with the group. These data are being collected for health care
operations purposes, not for research purposes. Clinician researchers are
defined as researchers who also have clinical care duties. We would appreciate
your responses by, February 16, 2009.

Please note: Survey responses will only be saved if the survey is answered
completely and submitted by clicking the "Done" button on the last page.

1. How long have you been in your current position?

o <1year

o 1-2years
o 3-byears
o 6-10 years
o 10+ years

2. Please identify the size of the research program you manage.

o <1 million in total research funding
o 1 million to 6 million in total research funding
o > 6 million in total research funding
3. What percentage of your total number of investigators have active clinical care
duties?
0-25%
26-50%
51-75%
> 75%

0O 0O O ©o
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2, Facility Assessment

Currently what is the average amount of protected time set aside for a physician
researcher holding a single: (Please indicate time in 8ths, e.g. 1/8, 2/8, 3/8, etc.)
1. VA merit review research project?

1/8

2/8

3/8

4/8

5/8

6/8

7/8

8/8

o Protected time is not assigned

0O 0 0O O 0O 0o o

2. NIH sponsored research project?
o 1/8
2/8
3/8
4/8
5/8
6/8
7/8
8/8
o Protected time is not assigned

0O O O 0O O O O

3. Other sponsor (facility, industry, foundation) research project?
o 1/8

2/8

3/8

4/8

5/8

6/8

7/8

8/8

O O 0O 0O O O O
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o]

Protected time is not assigned

4. As a member of a research related committee?

0O 0 0 0 0 0 O©

o

1/8
2/8
3/8
4/8
5/8
6/8
7/8
8/8
Protected time is not assigned

5. As a chair of a research related committee?

0O 0 0O 0 0 0 0 o

1/8
2/8
3/8
4/8
5/8
6/8
7/8
8/8
Protected time is not assigned

MLEWINGROUP Do Not Cite - Not for Public Circulation
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3. Research Time Factors

1. Rate the following factors as barriers for investigators using protected time for
research: (1 small barrier to 5 large barrier)

Barrier 1 2 3 4 5

Clinical functions not invalving
research

Teaching functions

Administrative functions

2. Rate the following categories in order of importance for influencing the
designation of protected time for a clinician researcher: (1 small influence to 5 big
influence)

Category ' 1 2 3 4 5

Amount of peer reviewed
current year funding

Potential for future peer
reviewed funding

Peer reviewed publications
prior years .

Entry level status of investigator
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4. Research Time Allocation

1. How frequently is protected time a major factor in your ability to recruit clinician
researchers?

o Very frequently
o Frequently

o Infrequently
o Never

2. How frequently is protected time a major factor in your ability to retain clinician
researchers?

o Very frequently
Frequently

0

(o]

Infrequently
o Never
3. How often do you review DSS allocations for research time?
o Monthly or more frequently
o Quarterly
o Semiannually
o Annually
o Less often than annually
o | have never reviewed DSS allocations for research.

4. Who in your facility determines the DSS allocations for research time? (Check
all that apply)

COos

Service Chief

Division Chief

ACOS

MCD

o Other (please specify)

5. Once protected research time is allocated, how is research productivity
(resulting from the allocated protected time) monitored at your facility? (Check all
that apply)

o Not monitored

0O 0O O ©o

o monitored by R&D committee
o monitored by immediate supervisor
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(o}

o

monitored by ACOS
monitored by COS
Other (please specify)

6. Generaily which metrics are used in your facility to monitor research
productivity? (Check all that apply)

(e

0O 0 o

(o]

Metric not applied

Direct research dollars generated by the investigator
Indirect research support generated by the investigator
Number of publications

Quality of publications

7. Generally what is the role of affiliate in the research time allocation during the
VA tour of duty for a clinician investigator who holds an appointment at the
academic affiliate?

(o}

(o]

Amount of protected research time is determined jointly with the
affiliate

Amount of protected research time is heavily influenced by the
affiliate

Amount of protected time is determined solely by the VA.

8. During a VA clinician’s regular tour of duty, what is the minimum amount of
time in 1/8ths that should be reserved for patient care, regardiess of the level of
research support?

0O 0 0 0O o O o

1/8
2/8
3/8
4/8
5/8
6/8
7/8
8/8

-y /\ o . . .
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5. Proposed Time Allocations

1. The following are proposed time allocations for research time. Please indicate
whether you feel that the amount of time is too little, adequate, or too much.
Please check appropriate box.

Activity Too little Adequate Too much

Pl Merit Review (FTEE= 2/8)

Chair on VA CSP (FTEE= 4/8)

Site Pl on Merit/VA CSP (FTEE= 1/8)

P1 NIH RO1 (FTEE= 2/8)

CDA (FTEE= 6/8)

Major Foundation Awards (FTEE= 1/8-2/8)

2. The following are proposed time allocations for research time. Please indicate
whether you feel that the amount of time is too little, adequate, or too much.
Please check appropriate box.

Activity Too little Adequate Too much

Funded, non-peer reviewed (FTEE= 0.5/8-1/8)
Chair of VA Center (FTEE= 4/8-6/8)

Mentor of VA CDA (FTEE= 0.5/8)

New investigator (3 years) (FTEE= 2/8-4/8)
Bridge (2 years) (FTEE= 1/8-2/8)

3. The following are proposed time allocations for research time. Please indicate
whether you feel that the amount of time is too little, adequate, or too much.
Please check appropriate box.

Activity Too little Adequate Too much

Chair, IRB/IACUC (FTEE= 2/8-4/8)
Member, IRB/IACUC (FTEE= 1/8)
Chair, R&DC (FTEE= 1/8)
Member, R&DC (FTEE= 1/8)
Chair, IBC/SRS (FTEE= 1/8)
Member, IBC/SRS (FTEE= 0.5/8)

h /—\ T . . .
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