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1. General Policy

To balance the needs of both the CVRN and external investigators, new project proposals must be reviewed and approved by the CVRN New Proposals and Publications (P&P) Committee, and the Steering Committee.  If funding is being sought for new proposals involving the CVRN, a CVRN New Proposal form must be completed and submitted for review by the P&P Committee, and subsequently approved by the Steering Committee before submission to a funding source.  All proposals approved by the CVRN Steering Committee must be aligned with the mission and goals of the CVRN as described on the CVRN website (www.cvrn.kaiser.org).

2. Definition of a CVRN New Project Proposal

A new CVRN project proposal is one that leverages patients and/or information from participating CVRN sites, and which differs from or adds to the aims of existing, funded CVRN projects.  A list of funded CVRN projects is posted on the CVRN website (www.cvrn.kaiser.org).  It is anticipated that a typical new project proposal will propose to: (1) analyze existing CVRN project datasets; (2) extract and analyze new data elements from CVRN health plan existing automated data systems; (3) conduct new primary data collection from patients at CVRN sites for an observational study; or (4) perform a clinical trial at the patient, provider or health system level. New project proposals may be submitted by the investigators within the CVRN or by investigators without a prior relationship with the CVRN.  Other than the special case of Emerging Research Issues (which are supported by NHLBI in the principal grant), all new projects will require their own funding, i.e. funding additional to the principal NHLBI grant. Examples include studies funded by investigator-initiated NIH research awards (RO1s), grants from academic institutions or private sources (e.g., private foundations or industry sources), as well as supplemental funding to the CVRN above and beyond the principal NHLBI grant. Any new project must have sufficient funding to cover the costs incurred by the relevant CVRN cores and individual participating CVRN sites, as well as any expenses incurred from external sources (e.g., research laboratories, imaging, etc.). For the purposes of formal review, we will consider projects that include two (2) or more CVRN sites as requiring review by the P&P Committee and Steering Committee.

3. Requirements and Procedures for Approval of a New Project Proposal

3.1. Overview

Approval of a new project proposal is subject to review by the CVRN New Proposals and Publications Committee and, subsequently, formal approval by the CVRN Steering Committee. The main role of the P&P Committee is to evaluate and to provide feedback to the submitter of the new project proposal regarding the suitability of their proposed study for the CVRN and its likelihood of approval by the Steering Committee.  Formal approval or disapproval of all studies is provided by the Steering Committee.  Approval by the Steering Committee will be defined by 75% of votes in favor of the proposal, with any non-responding Steering Committee members considered a “yes” if they do not respond within a reasonable amount of time and following two (2) attempts to obtain a formal vote from them or their proxy.  Any issues of concern to dissenting voters will be shared with the applicant and opportunities for clarification provided. All applicants who are not approved will have an opportunity to revise the project proposal and resubmit it for consideration by the P&P Committee and subsequently by the Steering Committee. Any new CVRN project proposal that requires funding must receive approval by the CVRN Steering Committee before a grant application for funding support is submitted. Investigators are encouraged to discuss potential proposals with the Chair of the P&P Committee or other members of the CVRN Executive Committee before submitting a formal proposal.

Given the expertise of CVRN investigators with regard to their site’s data, data systems, and populations, it is highly encouraged that all new project proposals will include at least one CVRN researcher as a co-investigator. (The CVRN co-investigator need not be a CVRN site PI.)  Non-CVRN investigators will also likely be referred to the relevant CVRN CVD Special Interest Group to assist in this process. Willingness of project teams to include additional CVRN investigators with relevant interest and expertise as co-investigators is encouraged, with an explicit requirement that any included CVRN investigator must actively contribute to the research effort at a level worthy of authorship on reports and manuscripts submitted for publication.

3.2. Requests for New Projects as Part of Training or Career Awards

CVRN investigators and the NHLBI anticipate that the CVRN is an important resource for future career development and training among members of the academic community.  Special consideration, therefore, may be provided to new project proposals requesting training grant or career development award funding through the NIH or other funding sources.  When these funding mechanisms only provide funding for investigator effort, rather than for additional data collection, such proposals should generally propose research questions and analyses that rely on existing datasets and/or electronic data-only studies involving selected CVRN sites. Evaluation of these new project proposals will consider the scientific value to be derived from the addition of the proposed new analyses as well as the training and career development opportunities afforded to the applicant by the proposed project. 

It is expected that the evaluation of proposals funded through training grants be limited to trainees who can be mentored or co-mentored by CVRN investigators, as the quality of the research is greatly dependent on the mentor identified in the training grant.  In the case of faculty career awards, evaluation of new project proposals will consider the anticipated scientific contribution of the proposed research endeavor and its alignment with the mission and goals of the CVRN.  In the case of both mentored and faculty career awards, willingness to adhere to the requirements of the P&P Committee with respect to authorship is particularly important.  

3.3. Considerations for Approval of CVRN New Project Proposals

The review process has two (2) steps.  The first step is review of the proposal by the P&P Committee.  The proposal must be summarized by the applicant in no more than 3 (three) pages.  The application template is provided on the website (www.cvrn.kaiser.org).  The second step is review of the proposal by the CVRN Steering Committee and voting on the proposal.  Several criteria will be considered in the reviews, including:   

· The proposed project must be of the highest scientific merit.

· The proposed project must be consistent with the overall goals and objectives of the CVRN.

· The proposed project must include two (2) or more CVRN sites.

· The proposed project must meet certain participant burden criteria (for any new primary data collection involving subjects), including:

· Acceptable to the subjects (e.g., risks, time, discomfort, privacy); 

· Not hinder or disrupt clinical care provided by CVRN sites; and

· Leverage the strengths of the CVRN to accomplish its goals.

· The proposed project’s investigators must plan for adequate resources to effectively complete the project, including:

· Sufficient budget to cover costs of personnel and supplies; and

· Staff possessing the requisite expertise to meet the objectives of the project.

· The proposed project must not interfere with the completion of the principal or emerging research projects of the CVRN.

· The proposed project should document any involvement of CVRN investigators as part of the research team.

3.4. Instructions for Preparing Requests for Approval of a New Project Proposal

All new project proposals that require additional funding must be submitted to the CVRN P&P Committee in time for distribution and subsequent review by the P&P Committee and voting by the CVRN Steering Committee before submission to any funding agency. Proposals submitted for review less than four (4) weeks before a funding application deadline may not receive approval, although the P&P Committee and Steering Committee will maximize flexibility when a release date of a RFA or RFP requires a shorter response time.  Under specific conditions (e.g. an imminent funding deadline) the Executive Committee may serve as the proxy for the Steering Committee, although this is anticipated to occur infrequently.

The proposal application materials and forms may be periodically updated; the website (www.cvrn.kaiser.org) provides the most current version.

The Committee will respond with a decision and feedback to the Principal Investigator no more than four (4) weeks after submission of the proposal.  If a proposal is approved by the P&P Committee and the CVRN Executive Committee, the CVRN will provide a letter of support upon request.
3.5. Proposal Format

Before submitting a new project proposal for the review by the P&P Committee, the new project PI must consider CVRN sites and investigator participation. A complete list of CVRN sites and investigators is available on the website (www.cvrn.kaiser.org), and the Chair of the P&P Committee and Executive Committee members can also be readily contacted for this information.  We recognize that there will be times when a new project proposal cannot accommodate all interested CVRN investigators and sites because of budgetary constraints, and the Executive Committee and Steering Committee will ultimately arbitrate any unresolved situation regarding a new project proposal and site or investigator exclusion based on budget (or any other) constraints.

A written request for approval of a new project proposal should be submitted as a summary (not to exceed 3 pages) to the P&P Committee.  The request should contain the following information:

1) Study Team and Administrative Information

a) Proposal title

b) Principal investigator(s) contact information

c) Planned starting date and project timeline

d) Funding plans and estimated cost

e) Co-investigators, and other CVRN co-investigator(s)

2) Study Design and Methods

a) Specific aims and hypotheses

b) Brief background and rationale

c) Specific data collection methodology, including any questionnaires and coding forms, if available.

3) Specific Answers to the Following Questions

a) What collaboration with CVRN investigator(s) is planned? With whom? Has the collaborating investigator(s) approved the proposal? 

b) What is the sampling time frame and follow-up period, if any? Specify length of time and events to be ascertained. 

c) How many participants are required (including studies utilizing only existing data)? 

d) Will the project propose patient recruitment and new data collection and/or interventions? If so, what is the expected burden to participants? What are the time burdens, discomfort and expected participation rates? 

e) How will the new project be funded? 

i) Would any additional un-reimbursed work or personnel time be expected of the CVRN cores or individual CVRN sites? 

ii) How will the new project budget cover demands on CVRN personnel time and central or site resources?

f) What are the specific data elements that will be included in the proposed analyses?

g) What are the analysis plans?

h) Where will the data analyses be conducted?

i) How will the confidentiality and other aspects of protection of human subjects be maintained? 

j) If datasets will be analyzed outside a CVRN site, when and in what form will a complete data set be returned to the CVRN Administrative Core?

New proposal applicants are strongly encouraged to contact the Chair of the P&P Committee, member of the Executive Committee, and/or the CVRN Project Director for any questions related to New Proposal Submission Form.

4. Changes to a New Project Proposal

Once a new project proposal is approved, any change in the structure or concept of the project must be disclosed to the P&P Committee and the Steering Committee for review and approval before the proposal is submitted (or re-submitted) to a funding agency.  This includes any change in the data elements to be collected or analyzed, or any significant change or addition to study aims.

5. Proposal Budget

The investigator submitting a new proposal application must supply all additional funds needed to successfully complete the study. The P&P Committee will be concerned with both the explicit and the hidden costs to the CVRN entailed by any new proposal.  Again, except in the selected circumstance of a proposal funded through Emerging Research Issues, provision of funds for these expenses is essential and a new project cannot begin without adequate financial support given the limited infrastructure support provided to the CVRN as part of its core activities.  Such costs include, but are not limited to: IRB or Human Research Review Committee costs, CVRN personnel (investigator and staff effort), equipment and supplies necessary to complete the project; costs of accessing and extracting data from health plan databases and constructing of analytic datasets; any subject recruitment-related costs including subject identification; data and specimen collection and storage; participant incentives; costs to conduct follow-up activities; and any relevant costs at CVRN sites for appropriate clinic, lab and office space.   

6. Human Subjects Protection and Data Confidentiality

Confidentiality of CVRN sites and their individual members must be respected. Individually identifiable data will not be released to any investigator, except in the case of selected studies in which a signed informed consent is obtained from enrolled participants in that new project. 

Key personnel must be certified by the NIH Office of Human Subjects Research or equivalent training course before starting an approved CVRN project. Before initiation of any approved and funded new project, a copy of the relevant IRB letter(s) and any associated patient consent form for the new project must be sent to the CVRN Project Director at the Division of Research in Kaiser Permanente of Northern California.  This information will be maintained through the CVRN Administrative Core and coordinated with the P&P Committee Chair.

The Principal Investigator of a new CVRN project is responsible for presenting study updates to the P&P Committee and/or the Steering Committee upon request to ensure appropriate progress, and reporting of study findings.  The CVRN Steering Committee will monitor the development of new projects, receipt of funding, initiation dates, and progress.  Each new CVRN project must provide a progress report annually to the P&P Committee and Steering Committee.  However interim updates to the P&P Committee and Steering Committee are required for significant changes in the project including changes in study aims, scope, funding levels, or leadership.

7. Analysis and Publication of Results of New CVRN Projects

Analysis plans and location of performance of analyses should be determined before initiation of a new CVRN project. New projects funded as career or training awards follow the same requirements.  In each case, the Principal Investigator will provide a report on the status of any analyses to the P&P Committee, at least annually, and the P&P Committee will update the Steering Committee.  Notification of manuscripts that are submitted will be made to the P&P Committee.  It is required that all manuscripts derived from a new CVRN project include mention of the “Cardiovascular Research Network (CVRN)”; all scientific presentations and manuscripts should also list “CVRN” as a key word whenever possible since all of these projects will have leveraged the CVRN infrastructure and collaboration. 

Contacts regarding policy and submission:

P&P Committee, Chair

Jerry H. Gurwitz, M.D. (jgurwitz@meyersprimary.org)

CVRN Steering Committee, Chair 

CVRN Executive, Chair

Alan S. Go, M.D. (Alan.S.Go@kp.org)

CVRN Project Director

Sue Hee Sung, MPH (Sue.Hee.Sung@kp.org), 

CVRN Executive Committee, Members

David Magid, M.D.(david.j.magid@kp.org)
 
Jerry H. Gurwitz, M.D. (jgurwitz@meyersprimary.org)

 
Barbara Wells, Ph.D, (wellsb@nhlbi.nih.gov) 

HMORN Cardiovascular Research Network New Proposal Submission Form
Please contact CVRN Project Director, Ms. Sue Hee Sung (sue.hee.sung@kp.org; 510-891-3807) with any questions.

Below is the list of primary contacts for each of the CVRN Member Sites:

	CVRN Site:
	Site Principal Investigator
	E-mail Address

	Fallon/Meyers Primary Care
	Jerry Gurwitz, MD
	jgurwitz@meyersprimary.org

	Geisinger Health System
	Nirav Shah, MD, MPH
	niravshah@gmail.com

	Group Health Cooperative
	Katherine Newton, PhD
	newton.k@ghc.org

	Harvard Pilgrim Health Care
	Tracy Lieu, MD, MPH
	tracy_lieu@hphc.org

	HealthPartners
	Karen Margolis, MD
	Karen.L.Margolis@HealthPartners.com

	Henry Ford Health System
	Andrea Cassidy-Bushrow, PhD
	acassid1@hfhs.org

	Kaiser Permanente Colorado
	David Magid, MD, MPH
	djmagid@yahoo.com

	Kaiser Permanente Hawaii
	Rachel Novotny, PhD
	rachel.x.novotny@kp.org 

	Kaiser Permanente Northern California
	Alan Go, MD
	alan.s.go@kp.org

	Kaiser Permanente Northwest
	David Smith, RPh, MHA, PhD
	David.H.Smith@kpchr.org

	Kaiser Permanente Southeast (Georgia)
	Douglas Roblin, PhD/ 

Suma Vupputuri PhD
	douglas.roblin@kp.org, suma.vupputuri@kp.org

	Kaiser Permanente Southern California
	Kristi Reynolds, PhD, MPH
	Kristi.reynolds@kp.org

	Lovelace Clinic
	Robert White, MD, MPH/ 

Glen Murata, MD
	bob.white@LCFresearch.org
glen.murata@med.va.gov 

	Marshfield Clinic
	Robert Greenlee, PhD
	greenlee.robert@mcrf.mfldclin.edu

	Scott and White
	Catherine McNeal, MD, PhD
	cmcneal@swmail.sw.org


HMORN Cardiovascular Research Network New Proposal Submission Form
Please contact CVRN Project Director, Ms. Sue Hee Sung (sue.hee.sung@kp.org; 510-891-3807) with any questions.

(Note: Sections A&B should be no more than 3 pages all together)

A. Proposal Identifiers: 

	Proposal Title:
	

	Submitting Principal Investigator(s):
	     

	PI’s Institution/Affiliation:
	     

	PI’s Address
	     

	PI’s Email Address
	     

	PI’s Phone Number
	     

	Other non-CVRN collaborators:
	     

	Proposed project start date:
	     

	Proposed project end date:
	     

	Funding source/mechanism:
	 FORMCHECKBOX 
 NIH (type:      )   FORMCHECKBOX 
 Other Federal   FORMCHECKBOX 
 Foundation   FORMCHECKBOX 
 Industry  

 FORMCHECKBOX 
 Other:     

	Estimated total costs 

(including indirect costs):
	$     

	Response to PA or RFA:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, please specify:     

	Grant application due date:
	     

	Training or career award proposal?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


B. Design and Methods: (add lines in tables as needed to answer fully)

	Specific aims and hypotheses (enumerate):
	     

	Brief background/rationale:
	     

	Study Design:
	     

	Study Population:
	     

	Proposed Sample Size:
	     

	Database vs. Primary Data Collection:
	 FORMCHECKBOX 
 Existing CVRN dataset  

 FORMCHECKBOX 
 CVRN databases (specify:     )  

 FORMCHECKBOX 
 Chart review  

 FORMCHECKBOX 
 Other primary data collection:      

	Main predictor(s):
	     

	Main outcome(s) and 

follow-up time period:
	     


C. Specifics: 

1. Collaboration with CVRN Sites (MINIMUM OF 2 OR MORE SITES REQUIRED):

	√
	Site:
	√
	Please List Collaborating Site Contact(s) or Investigator(s)

	 FORMCHECKBOX 

	Open to all sites
	
	

	 FORMCHECKBOX 

	Fallon/Meyers Primary Care
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Geisinger Health System
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Group Health Cooperative
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Harvard Pilgrim Health Care
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	HealthPartners
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Henry Ford Health System
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Kaiser Permanente Colorado
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Kaiser Permanente Hawaii
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Kaiser Permanente Northern California
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Kaiser Permanente Northwest
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Kaiser Permanente Southeast (Georgia)
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Lovelace Clinic
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Marshfield Clinic
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Scott and White
	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	Other: (     )
	
	


 2. If proposing enrollment of CVRN site subjects for new primary data collection, please describe anticipated burden to site personnel and project participants (fill in following tables; use N/A if segment not applicable)

If your proposed project uses questionnaires (provide a copy of each proposed questionnaire with application, 

or explain reason for not doing so):

	Name of questionnaire
	Time required to complete questionnaire? (in minutes)
	Who completes questionnaire?

(Participant, Study Coordinator, Other (specify)
	How often is questionnaire given?
	What CVRN sites will be participating? 

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


If your project proposes to collect and test biospecimens (e.g., blood, urine, etc.): 

	What test(s) will be done?
	What will be collected?

(Plasma, serum, DNA, RNA, urine, other (specify)
	Volume of specimen needed?
	What is the number of subjects required?
	What CVRN sites will be participating?

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


If your project proposes to perform procedures, please describe below:

	Name of procedure
	Purpose of test?
	Personnel and subject time required?
	What is the number of subjects required?
	What CVRN sites will be participating?

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


3. Proposed data analysis plan (brief) and location where data analyses will be conducted:

	     


4. How will the confidentiality and other aspects of protection of human subjects be maintained?

	     


5. If data analyses will be performed outside a CVRN site, when and in what form will a complete data set be returned to the CVRN Executive Committee?
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