ORD Field Conference Call Notes
Monday, November 16, 2009
1.  Welcome – Joel Kupersmith, MD
2.  Social Media Update – Gina Clemmons

ORD is developing policy guidance for the use of social marketing for recruitment of potential research subjects. Until further guidance is available, please contact Dr. Lynn Cates on 202 461-1811 or Dr. Brenda Cuccherini on 202 461-1703 with questions.
3.  Technology Transfer – Amy Centanni, JD 

CRADA numbers:
Every year the TTP office collects data from the NPCs regarding how many CRADAs the agency has entered into as well as how much money the agency has received from these CRADAs.  This information is included in an annual report that we have to submit to Congress via the Department of Commerce.  To date the numbers reflect the following:

437 Executed CRADAs
NEW: Total number of new CRADAs signed during FY ‘09

Basic Science CRADA

  31

PI Initiated CRADA


  29

CT (Phase I – Phase IV) CRADA
337
Data Collection Agreement

  27

MT CRADA



  11

Device CRADA


  38
Over $14 million in funds received

However, we have not received data from every NPC.  We ask that if you have not submitted your information via the form we sent out last month that you please do so as soon as possible.  We must submit our information by early December and we would like our numbers to be all inclusive.


Multi-Site CRADAs:
The other item I wanted to discuss briefly was the process for handling multi-site CRADAs.  It has come to our attention that some confusion has arisen in the field about how exactly these agreements are to be handled.

My office has been working with OGC to develop SOPs specific to these agreements.  We are hopeful that the SOPs will be available on the TTP website by the end of this month.

In the meantime though let me just outline our thought process and what these SOPs will convey.  It is good practice to ask any potential CRADA partner if other VA sites are being considered; in fact it should be the first question you ask especially with clinical trials.  If the company indicates other VA sites are going to be utilized please notify TTP.  At that time TTP will assign an NPC to take the lead in negotiating the agreement.  At the same time, OGC will assign a local regional attorney to handle the review and approval phase.  We will always try to assign an NPC and regional counsel attorney from the same place, but of course there could be exceptional circumstances that would dictate something different, but that will be the rare case.

Once the agreement has been negotiated, reviewed and approved then it is a valid agreement that can be used by any other VAMC desiring to participate in the study.  Although we cannot prohibit another regional counsel attorney from reviewing the agreement their review should be cursory and only for possible major issues that might have be missed in the first review.  We are strongly discouraging a line by line review as this agreement has already been reviewed in detail by another RC.  In addition, the SOPs will prohibit any other site from making changes to the approved agreement without the prior written consent of TTP.

We believe that this will help the process be much more efficient and timely.  Once the SOPs are posted we will notify the field.  We ask that you please take a look at them and let us know if they are not clear or if you have any comments.

4.  Service Updates:

· HSR&D Update – Seth Eisen, PhD
New Employees

HSR&D is pleased to welcome Kristy Benton-Grover and Dr. John Holden to our staff.  Kristy will manage the Scientific Merit Review Program and can be reached at 202-461-1521 or kristy.benton-grover@va.gov.  John will be the Scientific Program Manager for the mobility, activity and function portfolio; he can be reached at 202-461-1504 or john.holden3@va.gov .

ITS
HSR&D received notification that 228 Merit Review proposals are planned for submission by December 15.  Of the ITS received, 88 were for pilot proposals.

Again, we remind everyone to submit their proposals as early as possible before the December 8 “down to the wire” submission deadline so that any errors identified by Grants.gov, eRA or the PI or SO during the two business day examination period may be corrected by December 10. Questions may be forwarded to Kristy Benton-Grover at 202/461-1521 or kristy.benton-grover@va.gov.

Evaluation of HSR&D’s Career Development Program:

HSR&D received three concept papers in response to the solicitation for the "Evaluation of VA Health Service Research and Development Service Career Development Program."  The broad aims of this solicitation are to evaluate the impact of the HSR&D Career Development Program on VA recruitment, retention, investigator careers and quality of research contributions.  Notification of the concept paper review will go out next week and proposals from approved investigators will be due on January 11, 2010.  Questions should be referred to Rob Small at 202-461-1515 or Robert.small@va.gov.  

Patient Centered Medical Home

HSRD is working with Patient Care Services to develop a Request for Applications for Demonstration Laboratories for the Patient Centered Medical Home.  The finalized RFA is undergoing approval process and is expected to be released in 1-2 weeks, with a 30 day turn-around.  Labs are intended to be partnerships between research and clinical operations and involve collaborations between multiple facilities.  A description of what the Labs are expected to do will be attached as a slide presentation to the minutes from this call.  Further questions can be addressed to David Atkins at 202-461-1507 or david.atkins@va.gov .   
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Publications:

The Fall issue of FORUM focuses on the topic of Patient Safety.  Electronic publication will be available within a week on the HSR&D web site.  Print copies will be distributed later in November.

Cyber Seminars:

A special 5 session cyber seminar series on Pain will begin on November 19th.  Topics will include Pain in patients with polytrauma; challenges to chronic pain self-management; physician and practice factors in treatment of chronic low back pain; and gender and pain in OEF/OIF veterans.  See the on-line cyber seminar catalog for dates and registration information at http://www.hsrd.research.va.gov/for_researchers/cyber_seminars/catalog.cfm 


VA Web changes:

As you may know, VA rolled out a new web redesign and all VA web sites are required to adopt the new design.  Thank you for your efforts to make the required changes within the short timeframe that was allocated.  If you have any questions or implementation issues regarding the new design please contact Charlie Festel at Charles.festel@va.gov.

· RR&D Update – Patricia Dorn, PhD
1. You should have received all of the formal notification letters from the last review round (August 2009). For those projects recommended for funding, please complete the Just-In-Time documents as quickly as possible so we can begin funding the award.

2. A reminder that the application deadline for the upcoming review is December 15, 2009. The grants.gov/eRA Commons system opened for receipt of applications on November 15, 2009. We recommend that you begin the electronic submission process by December 10th to allow time to clear the validation process and address any warning or error messages that arise. Tiffany Asqueri (tiffany.asqueri@va.gov) , the Program Analysis and Review System Administrator, is your contact person in RR&D. 

3. Career Development and Research Career Scientist applications should be submitted electronically to rrdreviews@va.gov by December 15, 2009. 
· BLR&D and CSR&D – Dr. William J. Goldberg, PhD
There are three updates for BLR&D and CSR&D.

Barnwell Award

As announced on the previous call, the deadline for submitting applications for the Barnwell award, CSR&D’s highest honor for excellence in clinical research and clinical research methodology, is Tuesday, December 1, 2009. Details regarding eligibility, application preparation and submission can be found at the ORD website 

http://www.research.va.gov/resources/policies/docs/Barnwell-Award-Notice.pdf
Please contact Dr. Suma Muralidhar at Sumitra.muralidhar@va.gov or 202-461-1669 if you have any questions.
Non-Clinician Eligibility for BLR&D and CSR&D

The guidance document for non clinicians requesting acceptance into the BLR&D and CSR&D Merit Award Program is being revised.

The revisions will clarify the format of the application package, but the requirements for acceptance will remain the same.
The revised document will be posted in the next few days.
Applications already submitted will be accepted.  However, additional material may be requested by ORD.  Please contact Dr. Alex Chiu at alex.chiu@va.gov or 
202-461-1662 for additional information.
Gulf War RFAs

BLR&D and CSR&D currently have 3 active RFAs soliciting Gulf War research proposals.  These RFAs are posted on the ORD Intranet site at http://vaww.research.va.gov/funding/rfa.cfm 

As stated in the RFAs, the submission window for opened on November 13 and all applications must be (1) accepted with no errors by Grants.gov by 6:00 pm (local time) on December 10, 2009 and (2) verified by eRA Commons on or before December 15, 2009.
These RFAs were initially issued on October 8 and revised on November 10.  The November 10 revisions were made only to the background section of the RFAs; no changes were made to the original topic lists.
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Overview

		The Demonstration Laboratories will provide a sophisticated, robust platform for critical evaluation of the patient centered medical home. Demonstration Laboratories will: 

		Provide a forum to evaluate the effect of modifications of critical processes on quality, safety and cost outcomes.  

		Create an analytic laboratory for testing innovative approaches to PCMH

		Provide capacity for in-depth analysis of PCMH including:

		Costs and effectiveness of the PCMH and its components

		Analyses of the association between specific elements of PCMH and intermediate and longer-term clinical and economic outcomes

		Development of metrics to assess and monitor the implementation, adoption and performance of PCMH

		Detailed assessment of implementation process of setting up PCMH, including measures to improve the implementation.









Basics

		RFP to be issued by November  1

		5-6 Applicants to be selected

		Selection in December

		Budget:  To be determined. ? $1-1.5 million for the first year (over 6 months FY ’09)

		Funding for additional 3-5 years assumed











































RFP in Development

		Characteristics of labs

		Clinical platform

		Strong measurement and evaluation

		Strong support from leadership

		Cogent evidence of integration

		Core questions to be addressed

		Economic evaluation (cost-neutrality?)

		Effect on clinical outcomes

		Effect on patient and provider satisfaction









Sample Topics for Evaluation

		Budget Impact Analysis

		Components of PCMH with greatest potential for favorably affecting costs , e.g., outpt utilization, hospitalizations, and long-term care?

		Clinical Outcomes

		Clinical outcomes that should be monitored to identify successful implementation of the PCMH model? 

		Effect of PCMH components on key clinical outcomes (favorable or unfavorable)

		Quality of care 

		Patient-reported outcomes: 

		Patient experience

		Quality of life

		Indirect costs

		Continuity and access to care









Sample Topics for Evaluation

		Provider Outcomes: 

		Productivity

		Satisfaction, recruitment and retention

		Staffing and structure

		Optimal configuration across practice settings (e.g., CBOC vs.tertiary VAMC vs.primary care VAMC) and patient populations

		Incorporation of different types of providers and support personnel

		Training issues

		 Involvement of students, residents, fellows and other health professional trainees

		Effects on career choice

		Others………………………









Sample Areas of Emphasis

		Care coordination strategies and chronic disease management

		Staffing and efficient deployment of personnel

		Informatics ,decision support, and telehealth

		Coordination of specialty and primary care

		Management of population health

		Reducing cultural and ethnic disparities

		Mental health integration

		Women’s health integration

		Engaging OEF/OIF veterans

		Rural Health

		Training and education

		Others………………………









Issues yet to be decided

		Eligibility

		Role of collaborating (non-VA) entities

		Lab organization and scope

		VISN vs. facility vs. cross-VISN collaboration

		Core questions

		Standard methodologies (e.g., cost evaluation)

		Selection and rating criteria

		Allowable expenses
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