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Coordinator:
Welcome and thank you for standing by.

At this time all participants are in a listen only mode for the duration of the conference.


You will enter in your question and answers online.


I would now like to turn the call over to Dr. Charles Friedman. Thank you. You may begin.

Charles Friedman:
Thank you very much, and good afternoon everyone and thank you for joining this call this afternoon. This is the technical assistance call for the program entitled Strategic Health IT Advanced Research Projects. We will be referring to it as SHARP.


And I am Chuck Friedman. I’m the Chief Scientific Officer at the Office of the National Coordinator for Health IT. And I’m joined on this call by the Project Officer for the program, Wil Yu. And you will be hearing Wil responding to questions later in addition to myself.


For those of you who are logged in, I’m now on Slide 2 of the slide presentation. I’d like to invite you all who are logged in to submit questions anytime during the call by using the questions tab at the top of the screen. We will make every effort to answer all of the questions we received both online during the call today and also we will be addressing a number of questions that we received in advance of today’s session.


If you have further questions after the call, you can email those to Wil Yu at wil.yu@hhs.gov.


We will post the slides for this conference call and the answers to some additional questions that we might not have had a chance to address today after the call on the ONC website - the address for the site is HealthIT.hhs.gov/SHARP.

I’m now on Slide 3. Just to give you a little bit of background on this program. This is a program supported under the HITECH Act within the Recovery Act.


And the primary goal of this and other HITECH priority grant programs is to support nationwide meaningful use of Health IT.


The other priority programs working toward the same goal for which funding opportunity announcements have already been issued include: the Health IT Regional Extension Center Program, the program of grants to states and state designated entities for health information exchange. Not shown on this slide are a set of FOAs directed at building a Health IT workforce.


This particular program is authorized under Section 3011 of the HITECH Act which authorizes immediate funding to strengthen the health information infrastructure of the United States and promote adoption of health information technology across the country.


Slide 4 please.


The specific purpose of the SHARP Program is to establish strategic Health IT Advanced Research Projects focused on areas where breakthrough improvements can greatly enhance the transformational effects of Health IT and address problems that have been seen as barriers to adoption and progress along the pathway to meaningful use of Health IT.


Slide 5 please.


The approach taken by SHARP is as follows. We intend to fund four sites and each site will implement a collaborative interdisciplinary program of research addressing a specific focus area. There are needless to say four such focus areas which are spelled out in the funding opportunity announcement.


Each site in its work will address both short term and long term challenges. We define short term challenges as ones in which significant progress can be made in approximately two years.


We are also asking the sites to include a cooperative program engaging multiple stakeholders so as to transition the results of the research they conduct into practice, in other words into products and tools that function in the world to improve Health IT.


Now with regard to the four focus areas that are spelled out in the funding opportunity announcement, if you read through the announcement you will see that they are actually mentioned in two places. There is a shorter description of each one in the main body of the FOA.  In Appendix B of the FOA there are additional details about each of the focus areas.


The four focus areas are listed there in no particular order. We believe them to be equally important. 
The order in which they happen to be listed is first relating to the Security of Health IT. This focus area pertains to challenges of developing security and risk mitigation policies and technologies necessary to build public trust as the use of Health IT systems proliferates throughout the nation.


The second focus area listed is Patient-Centered Cognitive Support. This concept draws heavily on the recently released National Research Council Report. And this focus area relates to the challenges of harnessing the power of Health IT so that it integrates with, enhances and supports clinicians reasoning and decision making.


Third in order listed of the focus areas is entitled Healthcare Application and Network Platform Architectures. This area focuses on the development of new and improved architectures necessary to achieve secure, private and accurate electronic exchange and use of health information.


The fourth in order listed relates to secondary use of EHR data. This focuses on strategies to enhance use of the EHR data and analytics and informed decision making applications to improve the overall quality of healthcare.


That finishes Slide 7 and we go onto Slide 8.


So we are asking the SHARP sites to engage in a specific set of activities. These are listed on this slide. Listed first is the identification of a set of key issues and research challenges within the selected area of focus.


Next is the conduct of ambitious research addressing the identified key issues and challenges; we’re asking the sites to track their progress towards the milestones they propose. And we are asking the sites to facilitate practical and efficient processes that enable translation of their research into healthcare and public health innovations. That is to say to partner with industry and other stakeholders to rapidly transfer the results with emphasis on short term results of their research into Health IT products.


Moving onto Slide 9, in addition to the activities previously named we would of course ask that the sites work to disseminate their research findings. We would ask them to identify measurable outcomes specific to their chosen research issues and methods for (attaining) the results.


And we’re asking them to participate in an external evaluation which will be funded separately of the overall performance and effectiveness of the SHARP Program.


Slide 10 - It follows from what I mentioned earlier that the sites will have several key features which characterize their operation. Each will have a research agenda. We are placing great emphasis in this funding opportunity announcement on a multidisciplinary approach that brings to bear on the highly complex and multidisciplinary field of Health IT a number of different points of view, approaches, and methods that come out of these multiple disciplines.

We’re asking that these sites bring to bear--to address their research agendas—the absolute highest level of expertise that can be assembled in the nation. The FOA specifically calls out as an objective of this program bringing to bear on these very challenging problems the very best and brightest persons in the country whose expertise can be garnered for this activity and of course the coordination of these individuals so that the sites function as integrated entities.


Another key feature of the sites will be a relationship to be worked out with other ONC programs. I have already mentioned the near term and long term mission to be expressed specifically as short term and longer term projects spelled out in each site’s research agenda.


I’ve already mentioned multi-sector partnerships bringing in multiple stakeholders and creating thereby a pathway for the results of the research conducted at the sites to find their way into use in the world.


There will need to be significant institutional commitment by all institutions involved and there can be multiple institutions involved although only one can be the applicant in these sites. There must be a substantial institutional commitment behind their efforts.


I mentioned that there will be project evaluation. We are asking each site to form and express that form of a Project Advisory Committee in its application. The Project Advisory Committee will be one mechanism through which the input of multiple stakeholders will be routinely incorporated into the site’s activities.


And then and I’ll say a little bit more about this in a moment, we will be forming within the government a Federal Steering Committee for SHARP. And this Federal Steering Committee because these awards will be cooperative agreements will be working very closely with the four sites to help shape and guide their activities. I’ll come back to this in a bit more detail actually in the next slide.


Slide 11 speaks directly to the Federal Steering Committee. The Federal Steering Committee for this program is not yet formed. But we do know that there will be many federal agencies represented. It will be from within the government the primary vehicle for program oversight and partnership with the SHARP sites that are the recipients of the cooperative agreements.


We envision the Federal Steering Committee providing significant guidance and support to the sites as their activities unfold. And to the extent and we think there will be a considerable extent that coordination across the project sites proves to be a useful thing, the Federal Steering Committee will be the agency through which this coordination across the project sites can occur. It is also through the Federal Steering Committee that evaluation guidelines will be generated for the program evaluation that will be conducted.


Onto Slide 12 – the first bullet reiterates points I’ve already made. We anticipate making four awards. One addressing each of the four focus areas and these awards will take the form of cooperative agreements.


The project period for these cooperative agreements will be four years. We anticipate budgeting each site at a level ranging from $10 million to $18 million. Over the four years the average award amount will be $15 million as $60 million total.


The successful applicants will receive notice of award in March of 2010.


Slide 13, this goes to evaluation and milestones. ONC will work with each awardee to develop a specific plan and method of measurement of its progress. This progress will be regularly monitored on an ongoing basis. We anticipate that there will be more formal assessments of performance occurring on an annual basis. That is at the 12th, 24th and 36th months of award.


And key project milestones relative to this are delineated in Section 2, Part 4, of the FOA entitled Evaluations and Milestones.


Slide 14 delineates the responsibilities that fall to ONC and the recipient responsibilities. These are laid out in the FOA and I will not dwell on them at the moment.


Let me continue then on Slide 15 with application process and format. To apply in response to this FOA the process begins with registration at grants.gov. The URL for that is www.grants.gov.  

It is necessary next to obtain a DUNS Number and this can be done through the DUNS request line which is 866-705-5711.


It is then necessary to download the application from grants.gov and the CFDA Number relevant to this application is 93.728. 

A letter of intent is optional for this program. We hope you will choose to, because it will be very helpful to us to have a letter of intent submitted.  Please note from the slide that we have moved the letter of intent receipt date back from what is published in the FOA. The letter of intent receipt date is now January 8 of next year. January 8, 2010. The deadline is 11:59 pm on that date. And that letter of intent can be submitted to Wil Yu at the email address for Wil that I gave previously.


Let me reiterate this because it was a change. The letter of intent date deadline is now revised to be January 8 at 11:59 pm. Letters of intent to be submitted by email to Wil Yu and while optional we will very much appreciate receiving these letters.


The application should be uploaded with all required attachments to grants.gov by January 25, 2010 at 11:59 pm. That’s January 25 as a due date for the applications.


And let’s move on now to Slide 16, a little more about application format and process.

I’d like to begin with a clarification. I believe the FOA is a bit contradictory on this point. So let me be very clear in making this clarification. An organization can apply for multiple focus areas but must file a separate application for each one.


So a single application that is filed must address one and only one focus areas, must focus - must address one and only one focus area. If an organization intends to apply for more than one focus area it must do so by submitting separate applications.


As I said the letter of intent is due now by revised timeline on January 8. And a template for that letter of intent is found in Appendix C of the FOA.


Section 4 of the FOA provides fairly specific instructions for completing the application. It outlines the need for an abstract. It describes the components of a project narrative. The project narrative can be up to 40 pages.


The page limit for the project narrative does not include bio sketches or CVs, they’re one in the same, and organizational charts.


It also - the next section, literature cited, work plan and letters of commitment which are part of the application also do not count against the 40 page limit of the project narrative.


The next section of the application is the budget narrative and finally appendices.


Appendix D of the FOA provides a list of all required documents.


I’m now on Slide 17. Because this call was scheduled with relatively little time, between the call and the posting of the FOA on Thursday night we have scheduled a second technical assistance call for this program. This second call is scheduled for January 4 of 2010 at 2:30 pm.


If you were on this call you are certainly welcome to participate in the second call as well and we will entertain questions on the second call just as we are entertaining them on the first one.


As I mentioned with general program questions you can contact Wil Yu by email. I would emphasize that the only questions we can entertain at this point are general questions about the structure and intent and nature of the program. We cannot address questions that are so specific to a single site that answering them would have the status of furnishing site specific advice to that applicant. If we don’t feel we can answer a question that you pose we will of course tell you that.


For assistance with matters relating to the mechanics of using grants.gov you can email support@grants.gov or you can call the grants.gov help line at 800-518-4726.


We also recommend that you check the ONC Web site for updates, the posting of additional questions and a transcript of this call and session that will also be posted at healthit.hhs.gov/sharp.


So we’re going to move now to the questions section of this technical assistance session. As I mentioned earlier you can submit your questions electronically using the questions tab at the top of the screen if you were logged in. The unanswered questions will be addressed on our Web site.


And finally as I said before these slides and a transcript of the call will be posted on the ONC website. 

So that completes my run through of the slides. We’ll now move into the entertaining of your questions. We have received several questions already and as I said we have several that came in prior to this call.


Let me begin by making a general statement before I launch into the questions. We have of course as you might imagine received several expressions of concern about the relatively short turnaround being expected of applicants for this program.


We are sorry about this short turnaround and what I can tell you is that we did the best we could under the circumstances with the timeline for this program. It will not be possible to extend the submission date for this program.


So let me now begin with some of the questions that we received prior to the call and some of the questions that have come in during the time that we’ve been here together.


#1 - First question, will the funds be available for research in the U.S. only or could it include U.S. funded programs abroad?


The answer is that for the SHARP Program any entity submitting an application for this award must be either a US-based public or private institution of higher education or a public or private institution or organization with a research mission. That is the extent of what we can say in response to this question.


#2 - Another question that came in asked whether this session will be recorded. And I think we’ve already answered this one. There will be a transcript provided following the call.


#3 - Another question that we have received that actually we received from several people and that is very important so let me address it now. We have been asked whether there can be multiple principle investigators on an application. The answer to that question is no.


We are asking that in fact requiring that each application have one and only one principal investigator.


#4 - Another question was have you already identified some likely candidate organizations for this funding. The answer is absolutely not.  And that is all I feel like I should say about that. The answer is absolutely no.


#5 - We received a question from a private corporation asking if that entity would be eligible to bid on this opportunity. And in response to that question I would call that person’s attention once again to the criteria for application eligibility which is public or private institutions of higher education or a public or private institution or organization that has a research mission.

#6 - Next question, and in fact the next two questions I would put into the same category. The next two questions are very specific questions that go to the interpretation of the research focus areas.


Let me say in response to both of these questions that we feel that we must restrict our exposition of the research focus areas to exactly that language which is in the FOA. I’ll reiterate in case the persons who asked these questions did not see it that there is a more detailed explication of each of the focus areas in Appendix B of the FOA that complements the exposition that’s in the main body of the FOA.


However that is the extent to which we believe we can describe the focus areas at this time.


#7 - We were asked if the letter of intent date for this program can be modified and pushed back. We are delighted to say that we have been responsive to this question and we have moved the letters of intent date back from January 4 to the new date of January 8.


#8 - We were also asked when the grants will be awarded. And I believe we asked that - answered that question earlier. They will be awarded - well they will be announced in March of 2010 and awarded as soon as possible thereafter.


Okay, we have some more questions. Will there be more than one award per area? The answer to that question is no. We plan to make one award per area.


#9 - The next question is what is a site? I realize I’ve used the word site. And I meant to use it in a very generic way. This is a very good question and let me say a few words in response to it.  When I use the word site I meant awardee in the sense that we will be awarding four cooperative agreements. And I use the word site to that which receives the award.


Now having said that let me also say in the FOA I hope this fairly - is fairly clear on this that we are looking for these sites to be collaborative. And we certainly do not mean to restrict the low (site) of research activity under any one of these awards to just the physical site of the entity receiving the cooperative agreement, nor do we mean to restrict the participants in the research program conducted under one of these awards to the employees of the organization that is the actual recipient of the award.


Sub-awards, subcontracts are possible under this program. So when I use the word site I want to be very, very clear that a site applies to an award. There will be four of those but the program as it plays out could have many organizational entities involved in these four awards and many physical locations as the low (site) where the research activities are undertaken.


Wil do you want to add anything to that or do you think that makes the point adequately?

Wil Yu:
We don’t want to put a box around what the definition of site would be. In terms of a single organization we envision the possibility of multiple organizations collaborating with each other with, of course, one institution leading the effort.

The “site” isn’t meant to connote a physical site but the awardee of the research focus award.

Charles Friedman:
Okay Wil, thank you. 
#10 - Another question is, is this for software and hardware design?


So in response to this question let me say that these are cooperative agreements focusing on breakthrough research. The work to be undertaken by the sites that receive - by the entities that receive these cooperative agreements is certainly intended to inform the development of tools and find its way into the development of tools and products that work in the world of healthcare.


So my answer to that question is that the - this program is to inform design but is primarily about research that informs design.

Wil Yu:
That’s correct. Hardware and software design isn’t the focus or intent of the program. It’s really for meaningful use in adoption of Health IT.

Charles Friedman:
Thanks Wil. 
#11 - The next question asked if there is a small business set aside or whether this program relates to the small business set aside in any way. The answer to that question is no. There is no small business set aside for this program.


#12 - Several questions have come in on eligibility. And in response to that probably the best thing for me to say is that I cannot do anything other than refer you to the very specific eligibility criteria that are found on Page 17 of the FOA. I believe these criteria are quite clear.


And if you have specific further questions regarding your circumstances and your eligibility you should feel free to write to Wil and we will do our best to guide you with our response.


#13 - The next question relates to the role of a vendor in the program. We specifically refer in the FOA to the awardees developing relationships with multiple stakeholders and vendors are specifically included as stakeholders with whom partnerships can be formed.


In the case of vendors we would think this is particularly important in developing the pathway I referred to earlier through which the breakthrough ideas and findings which we hope will result from this research can find their way into functioning products.


#14 - The next question we received relates to the crisscrossing of the four areas. The person who posed this question points out that the four areas are not independent and would I comment on that.


Yes, I completely agree that they are not independent. We expect that there will be some coordination of activity across the four awardees in recognition of that interdependency. And as I mentioned earlier the primary mechanism for doing that will be the Federal Steering Committee. We also expect that there will be some regular occasion. We have not specified this but fully anticipate that this will happen for interaction among the principal investigators and the - and members of the senior staff and senior researchers within the four awardees.


So we have and this is an excellent question. We have recognized the interdependence and we through the governance of this program across the four areas are hoping to actually take advantage of those relationships.


#15 - Okay, how will the proposals be reviewed and evaluated?


We will be following federal procedures for objective review. And the criteria that will be used are spelled out in some significant detail along with the point values that will be awarded to each in the FOA on Pages 26 and 27.


And I would encourage the person who asked that question to take a look at those criteria.


#16 - The next question is how can a small company participate? I’m not sure how small is small. I would encourage whoever asked this question to look at the eligibility criteria for application. And it is also possible for entities such as this, if they do not feel like they could or should apply themselves, to associate themselves with one of the applicants or one of the awardees and play a role through that relationship in the execution of the research.


#17 - Next question is: will ONC facilitate information exchange. This question could be divided into two parts depending upon how you interpret it. And the answer to each of the two parts is a little bit different.


If the person posing the question meant will we facilitate information exchange among applicants or potential applicants before the applications are due or the awards are made, the answer is no. We cannot do that.


If the answer is will ONC facilitate information exchange among the awardees after the grants are awarded, the answer is yes, absolutely. We see that as part of our role in the supportive governance and administration of this program.


#18 - Can for profit companies be subcontractors. Yes. That’s correct.

And again I would call the attention of the person who posed that question to the criteria for applications which allows for profit companies that have a research mission to be applicants in addition to subcontractors.

Wil Yu:
And I would direct that applicant to the budget narrative language which I believe has specific information regarding the line items that need to be reported for subcontractors.

Charles Friedman:

#19 - Here’s a very interesting question. Can awardees add another organization after the award is granted?


So let me make two statements in response to that. The first statement is after the - goes to what is possible after the award is granted. And my honest answer is I don’t know. We will research that question and post an answer on our Web site as part of our FAQ.


The second point I’d like to make in response to that question is that if the relationship of that organization to the project is one that enhances the merit of the application and will lead potentially to a higher evaluation and review of that application during the review process, it is greatly to the advantage of the applicant to build that relationship into the application.


So that’s the second comment I’d like to make with regard to the first part of the question and the literal interpretation of the question about whether another organization can be added we will research that and post an answer on our FAQ.


#20 - Okay, there’s a question about what is institutional commitment. I made reference to that term in the slides.


And I would call the attention of the person who asked that question to Page 14 of the FOA which has a paragraph in it speaking to institutional commitment and (that the) awardee will demonstrate commitment to the project by making available equipment to facilities and laboratories based to the project’s activities. Preference will be given to applications that maximize the fraction of awarded funds that are directly applied to research activities.


#21 - More questions. Will the number of letters of intent be made public? The answer is no.


And I’m looking to see if there are more questions coming in.

Charles Friedman: So not seeing any more questions come in. I think we probably should draw this session to a close. I want to thank you all for participating. We had an excellent response in terms of participation in this meeting.


We will be having another session as I said on January 4 on at 2:30 in the afternoon. You are certainly welcome if you were on this one to participate in that one as well.


Thank you again.


Wil, do you want to say anything in closing?

Wil Yu:
Thank you all for participating. And if there are any questions that weren’t addressed or you would like to see the answers that were addressed please refer to the transcript and frequently asked questions which we’ll be posting shortly. And I don’t have a timeframe on that but I assume it will be within the next day or so.


And we will be having a second technical assistance call for any follow-up questions that were not addressed on this call.

Charles Friedman:
Okay, thank you everyone. Good afternoon.

Coordinator:
Thank you for participating in today’s conference.


You may disconnect at this time.

END

