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>> MATT McCOY:

Okay, for today's biosurveillance meeting I'll start with a quick roll call, then I'll turn it over to Chip Kahn. On the phone we have Leah Devlin from North Carolina; Larry Biggio from the State of Wyoming; Mark Rothstein from the University of Louisville; Laura Conn from the CDC; Richard Heffernan, who is here today for Thomas Frieden, from New York City Health Department; Brian Carnes, who is here today for Mitch Roob from Indiana -- 

>>: 
Actually I'm -- 

>> MATT:

Mitch is on now? What was that? Continuing on, Michael Barr from the American College of Physicians; Scott Becker from the Association of Public Health Laboratories; Edward Sondik from CDC; John Loonsk from ONC. And I see there are a couple of names on here that aren't on the sheet. If you're on the call today as a designee for another Workgroup member, can you please introduce yourself?

>> KENNETH COX:

This is Colonel Kenneth Cox representing Lieutenant Colonel Parramore, Department of Defense. 
>> JOANNE SPEARMAN:

This is Joanne Spearman with the Food and Drug Administration Center for Drug Evaluation and Research, I'm sitting in for Lisa Waldron. 
>>:

And I have -- this is -- 

>> MATT:

Can you repeat that, please? 
>> LEAH DEVLIN:

Hi, this is Leah Devlin, and I have Dr. Jean Maillard with me. 
>> MATT:

Very quickly, before I turn it over to the Co-chairs, just as a note to all the Workgroup members who are participating over the phone, since you all have open lines, please keep your line muted when you're not speaking. And when you do make a comment, please introduce yourself first so we all know who is speaking. And if you're following along on the Webcast, please don't touch any of the controls to advance the slides while the meeting is going on. 
For the members of the public, we'll have 5 minutes at the end of the meeting for you to call in with questions or comments, and we'll put up instructions with that time comes. 
>> CHIP KAHN:

Hi, this is Chip Kahn and we'll get underway now with our agenda, since we've done our roll call. And it sounds like we have a fairly good spread of the members, and it's my intention today to work through, later in the agenda when we get there, the categories and programs, and try to do some prioritization along the lines of what we asked the members to consider and got responses from some of you. And lead from some preliminary closure on that, then we'll got some next steps which we'll talk about other work.

Before we get going on this, why don't we focus or look for a moment on what is happening with what we already agreed to, and the AHIC approved, in terms of our ongoing -- the ongoing work regarding today's steering group. And if I can turn it over to Kelly and let her describe the progress there. 
>> KELLY CRONIN:

Sure, thank you. I think as you all know, the NASICS team's recommendation of this data-steering group was accepted by the secretary, and we have over the last several weeks convened this group, and they have held a kickoff meeting where they were sort of brought up to date on everything that had been discussed at a high level, at least, by this Workgroup over the last 5 months. And we had worked with ASTHO and NACCHO and other public organizations, to make sure we have representation from all levels of public health, and I think in the end convened a really good cross-section of experts who have a lot of expertise from the epidemiology perspective, but also have enough perspective from the clinical care world, both from labs and from emergency room physicians. So it's ended up to be a very great complement, I think, to this group in that they can get down to a greater level of detail in considering what's necessary in terms of the data elements for biosurveillance. 
So they have been setting up their own process to carefully identify the public health functions that we are serving through input from all the data-steering group members. We have decided -- they have decided on six scenarios from national response preparedness document to focus on to do a more indepth analysis of what data elements are necessary for biosurveillance. And in the past week we convened sort of an ad hoc group of experts. 
Since there's an enormous amount of work to do in a compressed time frame, we had 10 volunteers from various public health agencies and organizations who actually went through in depth these six scenarios and identified what the data requirements would be. They've not yet gotten to the point where they've considered a crosswalk with the specific public health functions or a consideration of how feasible these data elements will be, and we certainly intend to do that as the next step, but over 4 hours last week I think we got to a pretty good place where there is consideration of the six scenarios, and a lot of good deliberation back and forth on what really public health needs to meet -- or in the different scenarios. 
So I also want to defer to Ed and to Laura Conn, who are both on the call, since they were much more involved with that process over the last week. You may have something else you want to report on. 
>> ED SONDIK:

Laura, why don't you do that. 
>> LAURA CONN: 
Sure. The groups met last week for 2 hours at a time and went through these scenarios, and I thought it was a lively conversation about what elements public health really needed, and finding it in these -- it was actually five national planning scenarios which were chosen, which were pandemic influenza, a major hurricane, food contamination, and then a chem and a radiological intentional attack. And having folks think through what the public health needs would be in those contexts was helpful in framing the discussion and identifying what types of data would be needed in each of those. 
I think one of our to-dos out of that group was to get some experts in chemical and radiation, radiological attacks, to help think through some of the laboratory tests, for example, that might be helpful in this. 
As we get to the next question of what's feasible and what is available, and will we need to filter any of the data coming in, we will need a little bit more expertise in that area. But overall, we had a wide range of epidemiologists, laboratory and clinicians on the line to help think through this. 
>> KELLY:

Okay, great. Are there any questions by any of the Workgroup members about what the data-steering group is doing or what they intend to accomplish? 
>> RICK HEFFERNAN:

This is Rick Heffernan from New York City. I know Farzad Mostashari had put his name into NACCHO to participate, and I'm not sure whether there was miscommunication, but in any case I don't think in the end he was invited to be part of the steering committee. But are there any documents, or if there are documents that sort of summarize what got discussed, will those be circulated within this committee, the Biosurveillance Workgroup? 
>> KELLY:

Everything is public, and everything is open to the public, and on our Web site, so this is a completely transparent process. 
I do know that we tried to be as accommodating as possible to the names that we got as suggested membership. We did think it was important, since there was going to be so much work continuing with this broader Workgroup, in taking on the broad charge, that every organization that was represented through the overall Workgroup, we wanted to keep, you know, the resources focused on the efforts to get to the broad charge. And then pick, you know, other knowledgeable experts from public health to actually serve on the data-steering groups. So that was the reason for keeping the processes separate. 
But certainly I know a representative from New York City was on the calls last week, and was participating I think in two different -- two different 2-hour calls. And yeah, at any point in time you can weigh in at our future public meetings. 
>> RICK:

Do you remember who it was from New York City? 
>> KELLY:

George -- we can't remember his last name now. 
>> RICK:

Itzhak, maybe. 
>> KELLY:

Yeah. 
>> JOHN LOONSK:

This is John Loonsk. I was wondering if there was consideration given in the scenarios to any of the category A bioterrorism agents, or whether that might be something they would want to consider, as well. It doesn't sound like there was a complete mapping to those. 
>> LAURA: 
John, this is Laura. Two of the scenarios covered category A agents. No, I take that back, we didn't have the anthrax one. But so we did have a sarin gas release. 
>> LAURA:

There was intestinal anthrax in one. 
>> LAURA:

Yeah, there was anthrax in one, but it wasn't an anthrax focused scenario. 
>> KELLY:

No, it was through contamination, I think, and anthrax was through intestinal absorption or -- 

>> LAURA:

I think you're right, Kelly. But we'll bring that to the group that meets Wednesday for additional consideration. 
>> KELLY:

Are there any other questions or comments on what's happening with the data-steering group? 
We'll be sure to keep you all updated as we move forward. So I'll turn it back to Chip for the next item. 
>> CHIP:

Okay, four people responded on our sort of 1-to-6 categorization on the ranking of critical components, and I wonder -- and the ones that were considered were -- and I guess I'd like to proceed in the following way, if it would be okay with everybody, is to put on the table all these items, which is seven, and maybe just spend a couple of minutes on each one, with sort of comments. And hopefully those comments will sort of reflect, for those of you that took -- because I can see, for example, on the adverse event reporting in terms of looking at the summary, we have scores that range from 1 to 6. 
That means there have got to be real different feelings out there. Which is good, but I guess I'd like to get just some thinking about each one, and then we'll come back and sort of talk through how we want to go. And, you know, if necessary we'll come back and sort of ask for another ranking again. And if the people on the phone can rank them, or we might sort of come to a consensus otherwise. 
But I guess I'd like to get out on the table on each of these items sort of a diversity of opinion. Because I'm looking at all of them, and there was some variation on all of them. So the items are: adverse event reporting, patient and product safety, that's the first item. Second item is bidirectional communications, feedback loop with public health to providers. The third is case reporting. The fourth is response management. The fifth is data aggregation. And the final one is connectivity between public and health -- public health entities. 
In this really good description that you all got and worked from, there's a lot of meat under each one, a lot of substance about where sort of the current status of it is right now, in terms of current activities. So part of the criteria here, I think, is considering where it is now, what can we do to enhance it, that would set it at a certain level of priority. 
Is that enough, can I sort of open up the phone on adverse event reporting to the Workgroup, and see if we have comments, or do you -- 

>> ED:

This is Ed Sondik. Could I ask a question first? 
>> CHIP:

Yeah. 
>> ED:

In the background document that I received I didn't see -- there wasn't anything written specifically about connectivity between public health entity. I took that to mean it was equivalent to the terminology interoperable HIT. That that's what we were considering the impact of. 
>> CHIP:

Is that correct? 
>> KELLY:

Yeah, you know I think in part we probably didn't flesh out with enough specificity on our last call what exactly we considered to be in scope with that component. I think a lot of the standards activities or emerging NHIN work could be categorized in the connectivity component. Although we really -- we didn't explicitly itemize the work going on in there because I think we lacked a careful definition, but we also don't have all that much in the way of federally funded programs other than the early work in the NHIN, which is really just limited to the biosurveillance use case at this point. 
So I don't know if John or others from CDC might have another perspective on that, but I think, you know, we have an opportunity now to sort of get some agreement around what exactly did we mean by that. If it's really the standards based activities in addition to, you know, the early prototypes of the NHIN, then we can leave it at that. 
>> JOHN:

This is John. I had always interpreted that piece to be inclusive of the needs of data exchange among public health entities. In the course of these discussions we've I think demonstrated the fact that public health agencies don't always exchange data in a consistent way or in a timely way, and so activities in the context of both case reporting and potentially aggregate exchange of data were in scope of that. And some of that has gone on in terms of the public health information network efforts, the national electronic disease surveillance systems, but there are also a lot of other things that would fall into that category, as well, I would imagine. 
>> ED:

This is Ed Sondik again. For these purposes in ranking the six, I took that component as -- the connectivity, as essentially the same as interoperable HIT. So that's where I'm coming from when I give my rankings, if you will. 
>> JOHN:

Yeah, this is John. I just -- I'm not exactly sure where you're going with that comment. I do think that there are standards activities in interoperable HIT that are on the radar of the health information technologies standards panel and others in terms of standardizing messages and vocabularies. I don't think that the notifiable diseases, for example, have been on the radar for HITSP or others, and so there seems that there may be a bit of work there to advance that kind of interoperable public health IT. 
>> LEAH: 

This is Leah Devlin. I also assumed that this meant addressing some of the interstate issues. And regional approaches to some kind of event. But I just assumed that since there wasn't an explanation of what that was, that it must have been an added-on idea from the previous meeting. But it probably would be a good idea, if this document is going to be used in any other way, if we go ahead and add a sixth and define it. 
>> CHIP:

I guess the question is fleshing it out. Would we want to go through the process on the others. You were sort of fleshing it out a second ago. 
>> KELLY:

Yeah and so was John and Leah just now. It sounds like what we're all thinking about is consistent and timely data exchange, either across public health entities, which could be interstate or regional data exchange, and the funded programs that are relevant to that, in part, relate to FIN. And perhaps, you know, I know there's, for example, programs in Indiana where they are using the Indiana Health Information Exchange to get data from over 40 hospitals across the State for public health. So that's an example of data exchange and connectivity. I think it's actually -- it's serving both the local Indianapolis Health Department as well as the State health department. 
So there are examples of programs in this category, and I think if we can all sort of agree, is that an accurate enough description for the purposes of our call today, that perhaps we just consider that as our six elements? 

>> CHIP:

You know, my only question, as I hear you describe it, is without defining specific programs, and rather talking about the possibility of things, with connectivity, that we -- is it too broad? And then do we in a sense begin to fall back into a discussion of the same thing, when we get into some of the specifics of the line items that we've got here? Does that make sense? 
>> KELLY:

If we want to more specifically identify what we're talking about, not just connectivity in large, but would it be more the information infrastructure needed for connectivity, or -- 

>> CHIP:

It could be that. That's more specific. 
>> KELLY:

Right. 
>> CHIP:

I think -- at least my feeling is we need to be a little bit more specific, because if -- in a lot of the things that are up here, this issue touches on it, these are things that you would do or could do different if you had connectivity. And that's why I think -- 

>> KELLY:

Right. 
>> JOHN:

I like the suggestion that it may be about infrastructure, because that would differentiate it from the case reporting issues. And if there's -- history is any lesson, whenever there's an emergency there are new data reporting needs. And so part of the need in public health is to be agile and be able to accommodate new situations when they arise to meet those emergency circumstances. 
>> ED:

That -- the last two comments are why -- this is Ed Sondik, that I took this essentially to mean essentially interoperable HIT, and then consider as the ranking in terms of the impact that that would have on these areas. 
>> LEAH:

This is Leah. That's not the way I think I looked at it. I was looking at it just like -- I rank that as #2,, because I think that if the public health agencies can't talk to each other and we can't -- the immunization registry can't talk to NEDS, can't link to HAN, on and on, if we're not connected internally and then not working together State to local to Federal, and State to State, then that to me -- that was my second priority. Because my third one right after that was the ability of public health to talk to providers. So I thought it's the same thing as being able to connect to providers. But different from all of the others. 
>> SCOTT BECKER:

This is Scott Becker, I viewed it similarly, although that frankly was my first -- the connectivity between public health entities was my first highest priority, and then moving down to bidirectional communications and case reporting. 
I want to make sure that we're capturing both the interstate, intrastate, and Federal to States, and States to Feds. 
>> ED:

Ed Sondik again. That was my ranking, as well. I put it as #1. 
>> LEAH:

Well, I think we beat this up a little bit. Do you think we could go -- it would be helpful to me as a starting point, after having this good discussion, to talk out what rankings you did get. Would that be a good place to start? I got mine in at 12 o'clock, I know maybe you didn't have time to much integrate your feedback but --

>> CHIP: 
Well, we can -- let me suggest this, because -- why don't -- let me get all my initials together with my name. If we start at the top -- we'll come back to connectivity. If we start at the top with adverse event reporting, patient and product safety, FDA is at 1, AHRQ is at 1, and then we're -- I'm sorry. Emergency physicians is at 3, and Leah, you're at 6 in terms of adverse event reporting, patient and product safety as defined on the accompanying sheet. 
So I guess my question is, why do we have this -- I guess, between FDA and AHRQ and Leah, what's the -- why do we have a difference? 
>> KELLY:

I think clearly FDA's jurisdiction and AHRQ's newer responsibility in overseeing patient safety organizations clearly gives them responsibility that crosses health care and public health, which I think patient safety does. 
So they have I think very different orientations in looking at this list. And I actually think it would be really helpful to know, Ed, where CDC is, and perhaps getting some input from New York City and the public health labs would be more of a good cross-section of what everyone thinks. 
>> LEAH: 

Why don't we all just tell our ranks and explain why. I'm happy to tell you my whole ranking list. 
>> CHIP:

That's what I did, I said look at the ranking list and let everybody explain -- 

>> LEAH:

I can do that. 
>> CHIP:

Explain why on this one why you thought it would be 6. 
>> LEAH: 

Well, I can explain why I have it 6, but I need to explain all of it to you, probably. 
>> CHIP:

You think rankings is relative to -- 

>> LEAH:

I can just tell you my whole rationale and see what you think, everybody can do that. 
>> CHIP:

Why don't we do that, maybe that's a better approach. So Leah, why don't you start. 
>> LEAH:

Okay, I started #1 was data aggregation -- looking all of this with your charge at the top, what is the impact of health information technology on population health. And I just went with data aggregation as #1, because I think that's our biggest opportunity and it's what we've been about is trying to sort of get a little earlier upstream in looking at data to get an event detection. 
I went second with connectivity between public health entities, because that's our job, I feel like, is this early detection piece. 
And then 3 was the bidirectional communication back to providers, because they are going to be in a position to pick something up early, many times. 
Fourth was case reporting. I think that bringing a net to all of this is really important, but we're moving along in that range, and we sort of looked at it here in North Carolina that case reporting is obviously very important, but if you're dealing with something that's of an emergent -- very quickly emerging even, pan flu or bioterrorism, then you can't really wait on the case reporting to come in. 
Sixth was response management, looking at the tracking of antivirals after something has happened, or vaccine or whatever your countermeasure may be. 

Then last is adverse event reporting. Which again, is obviously important, but it's after the fact from a public health perspective. I realize that FDA, that's their charge, that's their first thing. So that's why I ranked them like that. 
>> CHIP:

And I sense from you that if we sort of think of these as actionable -- all of them I suppose are actionable items, but it's sort of trying to get ahead of the freight rather than reacting after, was sort of your rationale overall? 
>> LEAH:

Yeah, I was looking at this as an operational piece. How we work, how something would be identified, responded to, managed. And then cleanup was the adverse event reporting, and that sort of thing. Your consequence management, I guess. 
>> CHIP:

Okay. That's good. Who wants to go next? 
>> ED:

This is Ed Sondik. Actually, I knocked myself off the line for a second, there. But I did hear that rationale, and I think that's why I put them I think in somewhat the same order. 
I would -- I think adverse event reporting is very important, let me start there, it's extremely important. But I still ranked it sixth, not first. I think it would be a great boon for that, but in terms of the impact that this could have, I really felt it wasn't as immediate in terms of the need. 
So I think you really have to look at the way the question was actually phrased. It's always difficult in these things. But in any case, I gave it sixth. 
Bidirectional communications, I ranked that fifth. Case reporting, fourth. Response management, third. Data aggregation, second. And I put connectivity first. And that's because even though it said public health entities, I really took it as much broader than public health entities, really meaning across -- really across health. And medicine. 
So that's where I came out. 
>> RICK:

This is Rick Heffernan from New York City. I ranked case reporting first, and I did that because I think one thing we've learned with the syndromic surveillance we've done is it's very difficult to take action based on syndromic surveillance signals, and we're often waiting for that lab confirmation to come in. Even for something like flu. And I think there's a -- case reporting has been neglected to some degree in this new area of IT oriented surveillance. And I support comments John Loonsk made on the last call, that we should be emphasizing that. And that involves, you know, electronic lab reporting, and certainly relies on the connectivity that Ed just talked about. But I ranked that #1. 
#2, data aggregation, sort of biosurveillance syndromic surveillance. 

And #3, connectivity to facilitate all that. 

#4, the bidirectional communications. I think we don't do nearly -- in New York City don't do nearly as good a job we could in taking advantage of the internet to share, you know, some of the more solid interesting syndromic surveillance results like flu trends during influenza season. I think there's a lot more we could do there with getting information out to the clinical community.

#5, I put on response management. I guess I'm thinking that some of the more traditional public health response activities are going to be more useful and important, but -- maybe that will change in the future but that's how I see it.

And then #6, adverse event reporting. That's an area that I don't know much about that, and I think it just reflects my public health perspective that I put it -- ranked it last. 
>> SCOTT:

Hi, this is Scott Becker from Association of Public Health Laboratories (APHL). I guess similar to other State and local colleagues, I chose connectivity between public health entities as first, because I think frankly there's so much work that needs to get done there a lot of emphasis would be helpful.

The second was bidirectional communications. Again, because it's part of the public health -- external public health response. And the connectivity with other communities.

The third is case reporting. Again, I don't think there's been enough emphasis there. 
Fourth is data aggregation. And fifth, response management. And sixth, adverse event reporting. My comments are much the same as my colleagues from New York City. I think the response management aspect is in some ways a bit more well developed, and I'm not all that familiar with the after-event reporting. So I put that sixth. 
>> CHIP:

Others? 
>> MITCH ROOB:
Yeah, this is Mitch Roob. Do I get to give mine, or not? 
>> CHIP:

Yeah. 
>> KELLY:

Of course, yeah. 
>> CHIP:

We're waiting. 
>> MITCH:

I had data aggregation as the first one, and then response management, then case reporting. And then I kind of had a conceptual difficulty determining the differences between bidirectional communications and connectivity between public health entities. I thought those -- the definition of the two seemed, at least in my own brain, to blur a bit. 
And -- I mean, based on the charge and I think sitting through those -- the meetings in D.C., I'm not sure that as this Workgroup was chartered initially it would have included a discussion of adverse event reporting. I've spent a lot of time in the last year and a half on creating an Indiana based adverse event reporting mechanism with the hospitals and physicians and et cetera but I think it's kind of -- it's very important, but a lot of that information, particularly the product safety information, is going to come out of nonemergent care settings, I think. So to include that piece in this I think might be -- it's a piece of it, but what we would -- what you would see in the emergent setting I think is the result of the bad event, but not the only place you might see it. So I don't know -- certainly it ought to be part of it, but maybe a bit down the path. 
>> CHIP:

Okay, others? 
>> KEN: 
This is Kenneth Cox, Department of Defense. I did not send in any scoring because it wasn't clear to me whether Lieutenant Colonel Parramore had already submitted something, and I didn't want to necessarily contradict an official position. But as far as discussion purposes go, I'm certainly willing to state my opinions, and they're similar to those of the gentleman from New York. I put case reporting first. I thought it was rather concrete sequential, thinking just in terms of needing to respond to a potential outbreak, and agree that individual case reporting has suffered, at least in the Department of Defense, compared to many of our syndromic surveillance- and IT-focused efforts. 
Second was data aggregation. Once I had data, I needed to be able to aggregate it and analyze it. 
And then I ran into a problem with response management versus connectivity between public health entities, and flip-flopped back and forth as to how I feel about that. I wrote response management as 3, primarily because in our experience in the DoD with post-Katrina surveillance and other episodes like that, response management did not seem to be very well developed, and the initial critical items still would benefit from attention, I think. 
But at the same time, connectivity between the public health entities is frequently what helps clarify the focus of what's going on, and help the response management, so I still find myself flopping back and forth between those two. 
Put the bidirectional communications fifth, because until I have something clear to talk about with the providers, I don't think about that as being as high a priority. And I've listed the adverse event reporting last for the same reasons that others mentioned that they rated it sixth. It's sort of after the fact. To me, it's not part of biosurveillance, per se, although no one would argue about its importance and critical nature. 
>> CHIP:

Thanks, that's really helpful. Anybody else? 
>> LARRY BIGGIO:
Hi, this is Larry Biggio from Wyoming. I had also a problem between bidirectional and connectivity, they both seemed very similar to me. But they are almost in a sense providing some sort of infrastructure, basic building blocks that seem to make everything else possible. 
Then I looked at case reporting, and then finally response management after that, and it seemed like those two would sort of go together. The case management or case reporting would tell you what's going on, and then the response management would tell you what you had available to work with. 
Then finally, adverse events and data aggregation. Seeming to be more or less time critical than the others. 
>> CHIP:

Any other discussion before we -- 

>> MIKE: 
This is Michael Barr from the ACP. I didn't turn anything in, I apologize. But just listening to -- my simplistic way, sort of structural. You can't do #1, connectivity, without #1 -- I'm sorry, 1 is a prerequisite for #2. Bidirectional communication depends on connectivity, because you can't do without it. And you can't do data aggregation with connectivity. So in a very simple front to back kind of way of thinking, that generates my ideas what needs to come first. Then you need case reporting to make it really robust. 
>> KEN: 
This is Kenneth Cox again. I was interested to hear these differences of bidirectional versus connectivity, and I didn't mention it when spoke it before, but I really separated these by saying bidirectional, because it says feedback loop from public health providers, I made that a community to community system. Whereas the connectivity between public health entities, even though public health entities include health care providers in some instances, I held those separately. 
So data aggregation as such can occur at various levels, although it's going to be maximized if you have horizontal connection between the public health entities as opposed to a vertical transmission of data up and down a specific public health chain. So I don't know if that is what people intended with this or not, but that's the way I tried to separate those two. 
>> CHIP:

Let me ask a question of Kelly. In the other work of AHIC and ONC. 
>>:

ONC. 
>> CHIP:

ONC, we are setting standards or encouraging standards for certification processes so that the instrumentation that comes out of the certification processes will have certain common components and features that ultimately will play into whatever -- this is sort of a question -- that ultimately would play into whatever the best interoperability strategies, whether the regional things versus this versus that, you know, from all the experimentation appear to be sort of the best things. And then there's a feedback loop, I guess, from decisions that will ultimately be made about how we're going to structure interoperability back into the standards and certifications, as that sort of evolves over time. Is that sort of a correct characterization? 
>> KELLY:

Yeah, I think in terms of how it relates to a specific public health need --

>> CHIP: 
Let me come back here to --

>> KELLY:

Got you. 
>> CHIP:

If that's what we're doing generally. 
>> KELLY:

Although just to clarify that, just so people have a real -- know sort of the conceptual process, I think that we're looking at it as starting with the Health IT Standards Panel that's really trying to take the standards that already exist out there, and not only name them, identify what's needed for example a public health use case, but that then the certification commission for health IT makes sure that the main standards and very detailed guidance to implement those standards is used in a certification process, so that we know, for example, inpatient and ambulatory electronic health records can export the data that public health needs. Those requirements will be built into that certification process. 
Or, the NHIN, when it goes through a certification process in 2008 will enable, you know, the appropriate exchange of data for public health. 
So in essence, what we're trying to do is then, with that sort of -- that two-step process, and then also the NHIN prototype development, make sure that all the requirements that are specific to a given use case for public health are met. 
>> CHIP:

Okay, so that's -- is that the information from the records in the public health. 
>> KELLY:

Right. 
>> CHIP:

And when we talk about connectivity here, are we talking about communications between all three levels of public health, CDC and the Federal and whatever kind of State structure there is, then whatever kind of local, county or city structure there is, right? When we talk about connectivity, in terms of the "it" are we talking about a set of standards that might be considered by the right entity within this whole AHIC, ONC process, that would -- so that when -- so the systems that public health has, it has the ability to talk to each other in the ways that we're starting to talk about in the operational side of the issues; case reporting, the data aggregation and the response management? Is that right? 
>> KELLY:

Yeah. 
>> CHIP:

And then the bidirectional is between public health and the providers. Which I guess is both ways, but -- 

>> KELLY:

Yeah, I think what's a little bit confusing and unique about this conversation and this -- the charge that we have, is that for the most part, we're really interested in how public health is going to be interacting with clinical care and how the infrastructure that we're going to be building over the next several years can enable all of that. Enable a bidirectional communication, enable data aggregation, enable automated reporting of adverse drug events or nosocomial infections or, you know, somehow automate case reporting. But there is a separate infrastructure just unique to public health, within public health agencies, that we haven't necessarily been talking about in the last year or 2 within ONC. That's really something that CDC and a lot of public health organizations have been trying to build up. And John and Laura and Leah can all speak to that activity. 
So in many ways the work ONC is funding over the next few years and the process we're trying to determine to develop these use cases for public health is really primarily focused on how we could promote the sharing of data between clinical care and public health, or enable these functions that pertain to both universes. 
That's not to say that we couldn't take on something that was just a public health issue, like making sure that the information systems in a local health department and a State health department are interoperable. We just really haven't thought through that completely. 
>> CHIP:

But does that -- I think though from what you just said, then, at least in terms that I'm perceiving now, this connectivity between public health entities or ONC is a new starter, and maybe not -- maybe not as important, at least in terms of your current priorities, before we sort of play with them here, as the bidirectional, which is really between public health and delivery. Whereas the connectivity, as I understand how we're defining it, is just the communications between all the aspects of public health. 
>> JOHN:

This is John. I'd like to try to answer that question, perhaps at the same time that I give my rankings, because I'd like to get them in, and I think that some of my comments will be relevant to that. 
I put, as my top ranking, case reporting. Because I think there is a lot to do in that area. I also believe that case reporting and the kind of work we've been doing on secondary use of clinical care data are going to merge eventually, and it's important that the work that's gone on in developing standards for case reporting be driven home. So I'm thinking about this list in the context of prioritizing activities that may occur for HITSP and for CCHIT and for other parts of the broader health IT apparatus. So I think case reporting #1. 
#2, I put response management, partly because, responding after all you have, and have the advantage of that, and because I think that it's an important area where gains can be made and there's been adequate experience in the context of when we've had emergencies in that area, whether it be flu vaccine shortage or smallpox vaccine campaign, and in terms of some of the modeling of other responses, that in fact, there are a lot of benefits of health IT in that area. 
In terms of #3, I put bidirectional communications. And I do think that there are real needs for standardization in the alerting realm and the communication realm, and that there are opportunities for a lot of initiatives to leverage each other off of developing provider and directories and advancing communication tools to really take advantage of the opportunity to give good information back to the providers of care. 
#4, I put data aggregation, partly because I think that's what we've been working on already. I do think there are issues with the capabilities for data aggregation, but those are mostly in public health as the data aggregation process matures and becomes more robust. 
5, connectivity between public health entities. Not because I don't think it's important, I do think it's critically important, but because I didn't see it -- it's too diffuse, and I don't think it will be a good lead-in to followup activities from HITSP or CCHIT or NHIN, exactly, it's not specific enough. 
And 6, adverse events reporting and product safety. 
>> CHIP:

Joanne, if I could sort of put you on the spot. 
>> JOANNE:

Okay. 
>> CHIP:

FDA and AHRQ are the outliers here in terms of everything we've heard. Could you make -- sort of provide your explanation why, from your perspective, the adverse event was so strong, and I think we need to get that into the mix, here. 
>> JOANNE:

Okay, given that the mission of the Food and Drug Administration is to ensure the safety of the public's health by approving drugs that are safe and effective, the patient safety -- that's why patient safety is FDA's top priority, in terms of this exercise. I got some preliminary notes from Lisa Rovin, and I don't know if there was a lack of understanding about all of the factors needing to be ranked, but I do know the information -- based on the information she gave me, it's just that patient safety and adverse event reporting would be #1. And under that she has the individual case safety report format for adverse event reporting. And the other elements are not ranked at this time. 
>> CHIP:

Okay. 
>> KELLY:

Yeah, I think I can add on to that having been a former FDA employee that focused specifically on this issue for awhile. I think if you take not only the -- understanding what the mission is of the agency, but also understanding, you know, the literature that's tried to project the impact of -- of unsafe drugs that are currently on the market, or the risk of currently marketed products, there's quite a bit of morbidity and mortality associated with the ongoing use of many of the currently marketed drugs and biologics and medical devices. And if you take the risk in its entirety, it's of course impossible to estimate with any degree of certainty what the exact morbidity and mortality is, but it's significant. 
As we know from some of the projections from the IOM report back in '99, there's most likely hundreds of thousands of deaths. If you look at just beta blockers causing GI bleeds alone, which is one therapeutic category out of thousands, you know that the deaths are in the tens of thousands. So if you are thinking about this from a population health impact, and what kind of interventions could have the most significant impact on public health, I think clearly patient safety in its entirety. So adverse event reporting for medical products, meaning drugs, biologics, medical devices in addition to nosocomial infections and other medical errors, the impact on the American public is very significant. It's again difficult to quantify with any precision, but I think comparatively speaking, it ranks up there with a lot of the other issues that we're talking about. 

>> CHIP:

Okay, I guess the question is -- I'm hearing is the following, let me just see if -- in some ways, I heard a lot of enthusiasm at the beginning for the connectivity of the public health entities that would serve the purposes of the other areas. But then I think the conversation seemed to wander a bit from that, and I'm still having a little trouble -- I think I understand it conceptually now, but I'm having a little trouble sort of visualizing what the project is. Unless it's sort of similar to what we're already doing in other areas, and we do some standards so that when all the public health agencies are out buying their new systems they all talk to each other. 
And I hope I'm not oversimplifying it, but in a sense. Whereas I heard, in terms of the case manage -- the case reporting and the data aggregation, which I think sort of relate to case reporting, unless I'm missing something, and the response management, that there was just a lot of support for thinking about those functions. 

And what strikes me about the bidirectional communications, which fell out in different places for different people, that the whole purpose of -- I'm sorry, not the whole purpose -- one of the purposes of the other sort of activities that we talked about is this feedback loop. And we're already building into the feedback loop to some extent -- I mean, into the aspect of the loop, to some extent, standards that are at least more user friendly to people having things pulled out of EHRs. 
And so I guess I'm wondering if in some way the connectivity is a little bit separate, and the case reporting and the response management really are -- the group on the phone is feeling very important. And that the whole purpose of all that, one of the big purposes, is the bidirectional. So that was sort of become the highest priorities, even though the numbers are a little -- I'm not summing the numbers up. And that understanding the mission of FDA, I can see where they're positioned on the adverse event, but there's a sense by the whole group that for our purposes here, that that's probably for another day. 
Does that make sense, to have us focus on sort of case management -- case reporting, response management, and then thinking about how we're going to communicate back and forth with providers? 
And I'm not sure what to do with data aggregation, because it's sort of -- I guess I sort of think it sort of falls into the other two, unless I'm missing something. 
What do people think about that, does that make sense? 
>> ED:

This is Ed Sondik. I think that makes -- I think it makes sense, but I find myself asking what are we going to do with this information. How is this going to drive the effort. 
>> KELLY:

Maybe if I could give a little more detail about the process we anticipate over the next few months, and then you'll know what the outcome of this will be. 
We're hoping that if we can all reach agreement on what we think is the most important component to really focus on, that we then can think about, okay, well, what specific processes or public health functions need to be enabled through health IT, which can be then drafted up in a much more detailed use case, or description of the exact process that's involved. 
And that would then be handed over to the Health IT Standards Panel once it was, you know, reviewed and -- you know, the Workgroup was involved in trying to really carefully define what's in or out of scope, and we settled on a final use case. 
That would then be sent over to the Health IT Standards Panel for them to identify what are all the standards that are needed for that activity. And then the certification commission, when it's considering certification criteria for both inpatient and ambulatory electronic health records, and then also down the road the criteria or the requirements for the Nationwide Health Information Network, in addition to the work this year -- and this is next year that the NHIN consortia will take on -- they'll all then be focused on meeting the needs of that specific public health use case. 
So in essence what we're trying to agree on today at a higher level is what's just the category, the component, of this public health -- you know, whatever we want to call it. Component. So that we can then have the more specific conversation around okay, what aspect of case reporting or what aspect of bidirectional communication do we really want to focus on in the way of describing a use case for these other contractors. 
So in essence we're trying to establish what should this new infrastructure that we're trying to support, through the overall health IT agenda as it stands right now, what are the early requirements for public health. That we really need to start off with in 2007. 
>> CHIP:

Can I ask if -- if Ed, what I described makes sense, I'm wondering if I could suggest the following, which in a sense would be the next working draft of the document that we already have. And the document we already have identifies sort of the universal things that are out there that fall into these categories I'm talking about. And we just talked about -- I just laid out a reflection of potential prioritization that I think reflects sort of the different angles people are coming at from here. I mean, from the discussion we just had. 
Would it be possible to go one step or two steps beyond what you just described and actually write some paragraphs that sort of describe what the proposal conceptually would look like, and maybe it might make reference back to what we've got in the existing paper in terms of what is, versus what we would like to see happen. And then come back to the group with that and see if that reflects something that they could either modify, revise, and then ultimately approve, at least at this stage, a description of what we have in mind. 
One of the things I find difficult -- I almost -- on this I like to get off the car at one point and say let's not do it -- let's have you guys think through the discussion and come up with a summary of it so we can really get on paper oh, yeah, that's what we're all talking about. Is that possible, would it be agreeable to people? First is it agreeable to you, Kelly, because obviously the heavy lifting will have to be done here. And does that makes sense with people on the phone, with all due respect to FDA and their needs? 
>> KELLY:

Yeah, I think it would be helpful to actually flesh out what some potential use cases might look like at a high level with maybe the two or three components that people are really set on prioritizing. But it would be really helpful today if we could get some more specific input on what are the most important types of bidirectional communication between clinical care and public health that we really should focus on. So if we can have a little more definition around specific types of bidirectional communications, that will give us more to work from. 
In addition to if there's a certain portion of case reporting, like certain notifiable diseases that we should particularly try to focus on, then that would also be really helpful. 
>> CHIP: 
Leah or Larry or Mitch, people that are in the midst of it, in terms of the communications with providers. What do you see is an answer to Kelly's question, any of you? Anybody on the phone, but I just -- I'd really appreciate hearing from one of you guys, or all of you guys. 
>> RICK:

This is Rick from New York City. There are lots of challenges to the case reporting of notifiable diseases, or even anonymized non-notifiable lab results, which in some cases might be useful. 
There are challenges that people have been trying to address for years. And I think it's very important, I think, our Workgroup should emphasize the importance of this, but it's not clear to me what we can say should be done about it. Because there's so much activity going on right now trying to sort these problems out. Problems like, you know, secure transmission, and when transmission fails, you know, how does -- how do things get retransmitted, the quality control needed for real-time messaging. 
The standards -- which I do think is a critical part of all this is finding the defining the standards. But again, there's years of efforts. It's not clear to me where this committee -- you know, what recommendations we can make that will make a difference in that effort. As soon as you get into that effort, it's all very complicated, there's all these nitty-gritty details. 

>> KELLY:

Right. In some ways I think, Rick, we're just -- we're going to be just making sure that it is a priority, and that the Health IT Standards Panel, for example, builds on all the many years of work that has been done on the very detailed work around standards. And just says okay, for secure transmission between labs and urgent care, this is the standard that you must use. And they'll do that based upon a lot of public input and all the experts at the table. 
So if there is sort of any confusion in the standards, as it relates to that specific use case, they would be the ones to determine this is it. And then through the certification and the NHIN process, it would become more institutionalized. 
>> JOHN:

Yeah, this is John, I'd agree with that. I think it's possible that the Health Information Technology Standards Panel could really help by blessing an approach to the specific case report standards, as well, that as it has been said, a lot of work has gone on -- sorry about that -- a lot of work has gone on in that area, but it hasn't reached the level of approval by that body. 
The other thing is just that the needs of case management versus case reporting -- we tend to sometimes throw those two terms around, but I think in terms of the overall public health need, it is -- I would express it as more case management, which includes case reporting, but that will be helpful in terms of having systems at public health entities that can really work to do outbreak management, to control the situation and deal with those data. 
>> CHIP:

Okay, I think we -- John just --

>> JOHN:

This is John again. Let me ask a question. Is it incorrect to view this as 3 and 4, case reporting and response management, require very similar -- what's going on, here? Require very similar sort of technical capability? And that's why I kind of like the way you summed it up. 
And that the data aggregation, I was struck by what John said. I think there's tremendous impact there, but on the other hand, we are making progress there. And I could see that as a separate category. 
And then the bidirectional and the connectivity, I can see the point that they're similar. So it kind of breaks down to sort of -- and then adverse event reporting being an outlier. But again, on emphasis I think there's tremendous impact there within that area. In other words, maybe even the greatest impact within each one of these areas in some sort of percentage sense would be for adverse event reporting, having the capability there. 

But we weren't asked to rank it in those terms, we were really asked to rank in terms of the impact on public health. So I guess my rationale for the putting the case reporting and the response management together would be that they're relatively similar in terms of the technical capabilities, and therefore writing a use case might be a benefit to both. 
>> CHIP:

Okay, so am I hearing, then, that we need a little -- we need some thinking around what we just talked about, and something to react to? Is that okay? 
>> KELLY:

Yeah, I just -- I guess I just want to make sure, though, that Leah and other people who really ranked case reporting much further down on the list, are you comfortable with the conversation? 
>>:

This is (indiscernible); Leah had to step out for a moment. She -- actually Leah initially had ranked -- both of us ranked data aggregation #1 in North Carolina. That's because of our experience in this State, where we have a system that we've seen how we can tweak it and get very rapid information about an evolving situation. 
Initially, Leah had ranked case reporting #2. And from my perspective, I work closely on surveillance, I was a little concerned about the way case reporting is actually a passive surveillance piece. Except if we consider the lab information that we can gather much faster. If it relies on a physician actively reporting, on waiting for the physicians to report, that's where I was a little concerned about ranking that too high, to base that as a building block of a case response. 
So I think the case reporting would be fine in having it higher, so long as it's -- we can trust that it's reliable in terms of giving us a good picture of what's going on in the community. And that's what made us also put the bidirectional communication higher, because we felt we could both share information about what's happening and make a request for increased reporting using that piece of a system. 
 >> KEN:
This is Kenneth Cox, DoD. I just want to follow on your comments about active reporting and passive for providers, and mention that if we were investing in some of these various infrastructure requirements and improved software, there could be interlinks and pop-up reminders to providers as they're closing out a file, which is something we're building into our Department of Defense Alta system. Where if somebody is coding a preliminary diagnosis of, say, meningitis or tuberculosis or whatever, or that there are other ways which you can capture that by the types of labs that are ordered, even if the results aren't there yet, then it can pop up and remind the individual that, oh, you are coding a reportable medical event as determined by the existing list for each specific State and CDC, plus specific military ones. And that helps drive providers to have a lot more active reporting, and remind them of those requirements that sometimes get overlooked. 

>> CHIP:

That would not be a complicated things, that would fit right into the standards. 
>> RICK:

This is Rick from New York City. I think that's a good concrete example of something we could advocate. Another example I was thinking about, I think when Ed was talking about case reporting and response management, public health is all the time going back to collect more information, and typically that's done by sending someone to look at the chart or calling someone in the hospital to look at the chart. And as hospitals and other health care providers move towards electronic health records, the ability to do this remotely is clearly there. And I know it's being used in some places on North Carolina syndromic surveillance system, I think has this reach-back ability where you can -- you know, you have some information that there might be a signal, there might be a problem, and you reach back to get additional information from the medical record. 
And on the one hand its invasive, on the other hand you can build protections into that view that you can't with a paper chart. Where you can -- you know, the whole chart is there, you can see everything about the patient. So you can have views that are restricted to -- you know, the information that's needed at the time. 
I would think trying to think something like that through, and get that on the agenda of these new medical records systems, and whatever standards bodies are thinking about those new systems would be important. 

>> JOHN:

This is John Loonsk. I think it's a very good point. I do think, though, it has tremendous overlap with some of the functionality that's already being considered for Nationwide Health Information Network-like activity. So I'm optimistic whether we concentrate on it or not that a lot of that functionality is going to be coming available under that context. 
>> CHIP:

I agree, But I think it's our job, from the perspective we're approaching it here, to have a checklist on things like we just described, if we decide to go with this grouping. 
Kelly, do you know enough now? 
>> KELLY:

Yeah, I think so. I think, John, if FHA in part is going to be supporting the drafting of potential use cases, I think it would be helpful to follow up and figure out who we could work with to take this to the next level so we can have a more specific conversation around potential use cases. 
>> JOHN:

Sure, be happy to work with you on that. 
>> CHIP:

Is everyone then satisfied with sort of the discussion we've had, with the request that we -- it sort of be fleshed out, and so that we can sort of see what we're talking about when we come back? And when are we going to come back? 
>> KELLY:

In 3 weeks. Oh. Yeah, sorry. It's -- our next meeting date is the 21st of August. 
>> CHIP:

Okay. 
>> KELLY:

Is that right? No, no, no. I'm sorry, that's -- this is September. Where is September and October? This is July -- this is all 3 months, so it's confusing. 
It's the 17th, sorry. 17th of August. I'll work around that. 
>> CHIP:

Well, if we're -- I think then we've actually done the update -- I'm sorry, done the review. And in the sense we've identified categories and programs within the top priority component, I think we've at least laid something out. 
So I guess I have a question, in terms of the next steps that are mentioned here. In terms of -- you envision us inviting testimony or input from the -- 

>> KELLY:

Well, I mean this is a generic process across all the workgroups. But to the extent that we feel like across the Workgroup members we know enough to be now really having a more focused discussion around potential highlighting -- 

>> CHIP:

I guess my feeling would be we're one meeting or so away from that. 
>> KELLY:

Yeah. 
>> CHIP:

In terms of getting the work done and sort of the agreement around some stuff that people could then -- the outside world could react to. So I guess my suggestion there would be that we need to go that next stage. 
>> KELLY:

Okay. 
>> CHIP:

And -- I mean, in a sense, it seems to me that 2 and 3, at least #2, sort of follows that. And #3, additional Workgroup members as needed, I don't know if we need to add anybody yet until we sort of work our way through. Unless you had some in mind there. 
>> KELLY:

Yeah. No, I mean for example if we all start honing in on something that would involve a component of both case reporting and bidirectional communication, and there was three other experts in the country that know a lot about this, we can certainly invite them to be members or to participate in our Workgroup process over the next several meetings. So I think we'll just have to wait to see what we end up deciding on. 
>> CHIP:

Yeah, I guess I would -- I think that this group has now had a discussion of this, and it would probably be better for this group to come around, when you get it down on paper what we have in mind, and once we sort of do that, then one, we'll know where to go if we need other people. And I'd hate to bring somebody into this process at this point, because I think we're one stage away from having something -- having a firm agenda. 
>> KELLY:

Okay. 
>> CHIP:

Is everyone satisfied with that? On the phone? 
>>:

That sounds fine. 
>>:

Good. 
>> CHIP:

And the staff here is. So I guess that's our agenda. So I think we have a -- with no objections, we'll proceed to the public comment, and allow those who are listening and not part of the Workgroup to make comments on our discussion. And then after that, we'll adjourn. 
>> KELLY:

Yeah, can I just ask for -- for one final question from all the work -- for all the Workgroup members. To the extent that we didn't talk about something today that was important to you, or if there are certain aspects of case reporting, bidirectional communication or response management that you really think we need to be focusing on, could you let Gloria Cohen and I know by e-mail or give us a call, and we'll make sure that we take that into account as we start to identify, at least at a high level, what these potential use cases might include. 
>> MATT:

So for members of the public who do want to make a comment, if you're on the phone already just press Star 1 and you'll be put through. And if you're following along on the Webcast just look to the screen and you'll see the instructions up there. And as we usually do, we'll give it about 3 minutes for people to work their way through. If not, then there will be an e-mail address left up on the screen to submit your comment that way. 
>> ED: 
While we're waiting -- this is Ed Sondik. While we're waiting, I think that in response to the idea that maybe we'll have some other things to say, I think that as we think about this we very well may, as we kind of see what we've said. I think that it requires a bit of kind of feedback, I think, looking at it in -- putting it in perspective as to whether we really are focusing on what is most important. 
I would expect there may be some comments along the line, but I think this was a good discussion. 
>> CHIP:

Thank you. 
>> KELLY:

Great. Well, to the extent anyone feels like the whole Workgroup should know about their opinions or thoughts the next week or 2, please copy everybody on your comments. 
>> CHIP:

Do we have any public comments? 
>> MATT:

No, I'll jump in and let you know. Other than that, maybe give it another minute and a half. 
>> CHIP:

Okay. 
>> MATT: 
The operators are telling me no one is trying to get through, so if you want to go ahead and adjourn I think we can go ahead and do it now. 
>> CHIP:

Okay, we will adjourn, and we'll see you all in a few weeks, and the staff will be -- Kelly will be sending out materials for us to consider for the next meeting. Thank you all for participating. 
(Meeting adjourned.) 
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