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>>  LILLEE GELINAS:  
Good morning, everyone.  This is Lillee Gelinas, it's my pleasure to welcome you to the American Health Information Community Electronic Record Workgroup meeting.  And for the record, today is Wednesday, April 26.  We will go from 10 a.m. to 12 p.m., Eastern Standard Time.

Dr. Perlin will be joining us in a few moments, but assisting me until Dr. Perlin can join is Robert Kolodner, who is the CIO for the Veterans Administration.  And I appreciate Rob always being here to fill in for Dr. Perlin in his absence.  So with that brief introduction let me turn it over to Dr. Karen Bell, who will review our call-in procedures and FACA guidelines.  Karen?  
>> KAREN BELL:  
Thank you very much, Lillee, and thanks to all of you who are joining the call today.  I'd just like to review the facts that this is a Federal advisory committee, and as such is open to the public for free and open discussion.

During the meeting itself, all comments will be limited to the Workgroup members.  So all discussions will occur within the Workgroup itself, until the end of the meeting, at which point in time the lines will be open for public input.

So those of you who are on the call and would like to contribute from the public, please be advised that you will be allowed to do so before noon.

Given that, I will now turn this back to Lillee for the introduction of the participants.  

>> LILLEE:

And Matt, I'll probably need your help here for a roll call, because I don't have a list in front of me.  

>> MATT McCOY:

Sure, no problem.  I'll run down who is calling in, and maybe Karen can tell us who is in the room.  In addition to our cochairs we have Robert Kolodner, Linda Fischetti on the phone Jason Dubois, Connie Laubenthal, John Houston and Chip Kahn.  Are there more Workgroup members or designees on the phone whose name I've missed?  

>> JIM SORACE:

Hi, this is Jim Sorace, I'm here for CMS for Dr. Straube.  

>> MATT:

Thank you.  Anybody else?  

>> SCOTT YOUNG:

 Hi, this is Scott Young, I represent Carolyn Clancy.  

>> LILLEE:

 Wonderful.  

>> MATT:

Any more?  

>> LILLEE:

Matt, what was Jim's last name, I missed that.  

>> JIM:

S-o-r-a-c-e. 

>> MATT:

Karen, do you have any members joining you in the building today?  

>> KAREN:

 No, we do not.  It's Alicia Bradford and myself from ONC here online.  

>> MATT:

I know we said it before, but a quick reminder to all the Workgroup members.  Please keep the lines muted on your end when you're not speaking.  When you do want to make a comment, identify yourself first so everyone listening on the phone and the Web can know who is speaking.  Lastly, please don't touch the controls on the Web interface because all those changes get streamed out to the public watching.

Go ahead, Lillee.  

>> LILLEE:

Matt, thank you.  What would we do without the technical folks behind the scenes, I appreciate that.  And I really appreciate everyone calling in today, because we need you.  Before we can get going with today's agenda we need to review and accept the minutes of our March 21 meeting.  This was sent to all our committee members on April 6th and the e-mail was sent by Alicia Bradford, thank you Alicia.  And if you're looking back in your e-mail, that document was titled AHIC-EHR 3/21 meeting summary.

So before I -- I'm going to ask Karen Bell to talk a little bit about what the Secretary had asked us to consider during that meeting, we had a new topic put on the table at our last full AHIC meeting around emergency responders EHRs.  Let me ask the committees are there additions or corrections to the 3/21 meeting summary?  

Hearing none, I'll declare consensus and will accept the AHIC EHR 21st meeting summary as presented.  Karen, could you lead us just a little bit into the new topic that was added, and what implications for us may be.  I'd like to have that discussed before we get into the Workgroup recommendations that need to go to the Secretary.  

>> KAREN:

Thank you very much.  Absolutely, Lillee.  The Secretary requested that we attend to the needs of information slope in the time of a disaster or emergency situation.  The real question was how do we assure that the absolute necessary information that first responders need when attending to people in this type of a situation can be made available electronically.  The first step in this process is to define the elements of information that are critical, and what our Workgroup has been tasked with in addition to the specific and broad charge is to do several things; #1, to define what those elements may be, things like allergies, medications, et cetera.  What really constitutes that list.

And to do that with the appropriate input from the public.  And with the appropriate input from the appropriate professional societies.  And then secondly, to look at the issues that are necessary in order to make that information available to first responders.

And frankly, a lot of the work that the group is already doing, and in fact some of the other groups are doing to make information available in different situations will be important and referable to the focus of this very specific topic.  

We do not need to bring full recommendations to the Secretary on the 16th, on the entire process, but we do need to make recommendations on the approach and what direction we will be going in.  

So this particular topic is actually listed in your handout as the force outstanding issues that we need to address.  And to tee that discussion up, Alicia Bradford has actually put together a very short presentation of about six lines, defining the experience of the public health first responders who went down to the New Orleans area after Katrina, to tee off that discussion.  Which we can do now, Lillee, or we can wait until after we've had the recommendations discussions.  

>> LILLEE:

I think what we could do, I just wanted to make sure for the public that they were aware that this new charge was put in front of us, I think it is one of the four unresolved issues, and I really do want to get to our recommendations first, which is the meat of this call.  This is a very short call, I would ask everyone to please note that this is only two hours, which is the shortest of all our Workgroup calls, and it's extremely important that we get consensus around the recommendations and the letter.  

I also want to make sure, Karen, that we leave time for the VA's experience during Hurricane Katrina, and what they have been able to be do as a result of the emergency responder piece, so I would just ask that as we're doing our time check we're making sure that we have time for Rob Kolodner and his colleagues to talk about the VA experience, because I think it will inform our discussions enormously.  

And again, I would remind everyone, I am a native New Orleanian, I'm from New Orleans and I'm imbedded in this discussion both professionally and personally and really am an advocate for its resolution.  Rob, is that okay with you?  

>> ROB KOLODNER:

Certainly.  

>> :

If we do that in that part of the agenda, that way John would be with us, I would think so, right?  

>> :

I would think so.  

>> LILLEE:

Okay, great.  With that let’s move to #5 on our Workgroup agenda; that's to discuss our Workgroup recommendations.  I'd like to remind you that we have some goals for this portion of the agenda we need to refine the recommendations to make sure that they're very clear and concise, and we need to consider feasibility and inclusiveness.  Secondly, we need to pay particular attention to who both in the public and private sectors the recommendations are calling on for action.  

And we also third need to insure recommendation and responsible entity alignment, so that we are eliminating redundancy, and we're merging similar supporting recommendations.  I would ask for all of us on the call to take a hard look at this.  I agree with Rob Kolodner, we had made a recommendation earlier that we need the letter to the Secretary to be crisp.  I almost would like to see the one page executive summary.  So to speak.  And so this part of the agenda is really important to make sure that we don't have any redundancy in our wording.  

Fourth, we need to make sure we're prioritizing the recommendations for AHIC consideration.  I'd ask all of you to take a hard look at the priority of what we're recommending.  

So to begin, let me call on Dr. Bell, so that we have a really good sense of what we need to do here.  Karen, wouldn't you agree that this is the meat of this meeting, what we need to walk away with is not only consensus around the recommendations, but consensus in how they're crafted.  

>> KAREN:

That's exactly right, and I'd like to take this opportunity to really thank all of the Workgroup members who have done a wonderful job in consolidating many hours of discussion, to get us to this point where we have these recommendations that have come directly from the Workgroup members.  

This is your opportunity as a team now to take these recommendations that were initially written by the individual members or groups of members throughout the Workgroup, and have a full discussion on the language and the degree to which each recommendation meets the goals that you nicely articulated, Lillee.  

The hope is we'll be able to do that within a fairly short time frame, of the course of the efforts that's already put into this, and then we can then move on to address some of the unresolved issues that we will need to comment on as well.  

We have included in your packet essentially not only all of the recommendations within the letter format, but we have the recommendations and for those of you on the Webcast on the screen, and they will be presented one by one.  We also have some questions that have come up in the process of discussing the recommendations about how they may be reconsidered, and these questions are not certainly all-inclusive, but they are intended to get some discussion going about each recommendation.  

What I might suggest, Lillee, is that someone read the recommendation as it stands to get the discussion going.  Is that something you would like to do?  

>> LILLEE:

That would be great.  Rob, why don't you do the first, we'll go back and forth on this so they're not tired of hearing my voice.  

>> ROB:

Okay, since I don't have the access to the -- I want to make sure that I'm reading what is up on the screen.  So we're talking about Recommendation -- 

>> KAREN:

1.0?  

>> ROB:

1.0, get in the documents here.  So Recommendation 1.0, the ultimate goal to our vision is patient-centric electronic (indiscernible) with a recognition that there is an evolutionary path from current business practices toward that goal.  

And in addressing the specific charge to the EHR Lab Workgroup, shall ensure that electronic laboratory data is transmittable in a patient-centric environment, permitting all laboratory results on a specific patient to be available to all authorized providers of care.  I hope I was reading what was on the screen.  

>> KAREN:

That was perfect.  We have some preliminary questions we need to consider, but before we consider the questions, let me ask the Workgroup for some just very brief discussion, around this Recommendation 1.0.  

>> JOHN HOUSTON:

This is John Houston.  

>> KAREN:

Hi, John.  

>> JOHN:

Hi.  Isn't this recommendation what I thought the purpose of the Workgroup was?  To me, this isn't really a recommendation as much as I thought it was the charge to the Workgroup.  

>> LILLEE:

Karen, how would you respond to that?  

>> KAREN:

I think that clearly the charge to the Workgroup, as you point out very nicely, John, is to assure that there is historical laboratory data available.  As I look at this particular recommendation, and I see ONC, I think that the opportunity in this recommendation is for ONC to charge its contractor with -- and we can change the wording a little bit here -- but rather than permitting laboratory results in a specific patient to be available, I think the real issue here is that ONC charge its contractors to develop the necessary technical platform and policies to ensure that information can flow in a patient-centric way, or something of that nature.  

That would be an important way of prioritizing this, among our contractors.  

>> LILLEE:

Jason Dubois, are you on?  

>> JASON DUBOIS:

I'm here.  

>> LILLEE:

I would value your input about this piece of discussion.  

>> JASON:

Well, I think there's a broader issue here that we definitely agree with the idea that the pure vision is the end goal.  Backing up a little bit -- and I know this isn't part of the discussion here, I think a little of the concern is the whole idea of the specific Workgroup charge of getting there within one year is unrealistic, at least from our point of view.  From the commercial labs perspective there are probably a couple of these that could do it provided the resources were there, but commercial laboratories represent a small aspect of the entire environment.  In fact, hospital laboratories perform more than 50 percent of all Medicare laboratory testing.  I don't know the viability of achieving this.  I think there needs to be some real understanding that that is in fact the reality of all of this.  

Now, specific to the first section on Recommendation 1. 0, I think it's fairly in line here, but I think just with that kind of realization that, you know, I don't think it's realistic it's going to be done in 1 year.  That agreed upon standards don't exist today, and that the lack of these standards and uniformity and test names, result descriptors, et cetera, are going to make it very complex and expensive.  

So maybe that's not directly answering your question, though.  

>> PAM PURE:

This is Pam, and I think the point that Jason is on is really an important one, because in reading the recommendations, it's very clear that even if all these were implemented, nothing would be changed in a year.  And, you know, I thought coming out of the chute our long-term goal was to chunk this up in a way that we could make progress, and a lot of the issues that we're making recommendations around, turning into standards, are things that we were going to work around.  

And you know, as not being involved in some of these discussions and coming in and reading the paper fresh, you know, it seems like we've really gone away from the make-fast progress and build on the current infrastructure and systems to -- we have to get to a totally new system and a totally different way of doing things.  

Which you know I have to tell you kind of was a surprise to me.  And minimally, I think in one, you know, to say we want to be patient-centric, and the way it's written could be taken as only patient-centric, and you know, I personally think the model that's going to evolve is going to have a provider-centric view and then a patient-center layer on top of that, because we're not going to be able to change the way the providers work overnight.  That's going to take years and years and years.  And so, you know, I just want to be careful about we're not so focused on getting to the end state that we miss any opportunity for some short-term project.  

>> LILLEE:

And Pam, thank you so much, because that's an outstanding point.  And we also want to remember, like the Secretary said, is that we don't want the perfect to trump progress.  

>> PAM:

Right.  

>> LILLEE:

That's the dilemma we have.  

>> ROB:

This is Rob.  I don't think we have time on the call today, but the point of how important the hospital-based laboratory is, is going to be critical.  Because my sense has been that a lot of this is to reach out to the private practitioner in the field.  And while the volume of lab done in the hospital may be higher, it tends to be related in many cases, maybe most cases, that's interested in any data on it, to an inpatient stay.  Yet it's that connection for the ambulatory care, or some connection as somebody comes out of the hospital to the provider in the field, that's so critical.  And that may in fact be much more based on the commercial laboratories.  

>> PAM:

Right.  Right, I just thought I guess -- I just thought that our Step 1 recommendations were going to be more focused on whether it's getting the lab data to the provider or getting the lab data in their office, or in the hospital, that we were going to be able to see more progress.  Because I actually think more progress will occur in the next year than is reflected in the Workgroup.  But I think it will happen around it, because there are so many people that are trying to move forward and get the physicians' results in their office.  

>> :

Absolutely.  

>> JIM:

This is Jim from CMS.  I agree generally with the comments that have been made.  I think the recommendation as written did attempt to recognize this was the comment that there's an evolutionary path from current practices towards that goal.  

But I also think it's important that you state the ultimate goal, because that way you make sure that all these very important incremental steps that we really need to do right now, to foster adoption and to lower costs of interfaces and other assorted barriers, feed into something that is patient-centric model at the end.  

>> LILLEE:

Jim, you're saying this is worded well, in your view?  

>> JIM:

Well, I'm saying that the recommendation should clearly state that at the end of the day, we want to end up in a setting where you do have a patient-centric view.  

>> JASON:

If I could just add something here to answer -- directly answer one of your questions, this is Jason Dubois again, what other stakeholders in addition to ONC can ensure what lab result data are available.  I think that CMS -- or I guess ONC contractors, HITSP, CMS Congress and State government each have a role to play to make this recommendation a reality.  As we discuss later in the paper it's things like CLIA, it's things like State privacy laws that all are presenting barrier currently to the exchange of information.  So all of those groups that I just mentioned can play a role to help achieving that result.  

>> KAREN:

Jason, it's Karen Bell.  I think you bring up a very good point, and as has everyone here in the discussion, but I'm going to ask you to clarify a little bit more whether or not you think that the laboratories themselves, including the hospital laboratories, are also significant stakeholders in this recommendation.  

>> JASON:

They are.  They are.  And I think that it's kind of -- you know, it's kind of the piggybacked effort because provided that some of these barriers are addressed, be it State privacy laws, be it -- you know, CLIA, be it standards that are developed, that as those barriers are addressed, that there's going to be an increasing ability of the hospital laboratories, independent laboratories, to help get more of it -- as we talked about.  And moving eventually towards patient focus, but helping to increase the adoption at least at the physician level which, you know, lies around 15 percent today.  By increasing that adoption by allowing hospital labs, commercial labs, even physicians developing physician office laboratories themselves, to do more of this.  

>> JOHN:

But Jim -- this is John Houston.  Again, I think -- this is all great to say, and I think we all agree with what's been said here, but does this discussion rise to the level of being something that we put in a recommendation, or do we put it at the front of the letter?  

>> KAREN:

John, this is Karen Bell, and I'd like to respond.  Particularly from the point of view from ONC, which is named in the recommendation.  I think that in order for us to work with our contractors, to assure that attention to the flow of historical lab data is top priority, so that work can be done on this in this first year, it does need to be a recommendation to the AHIC, and ultimately to the Secretary.  This is essentially allows us to prioritize this as being one of the most important things that gets done.  

>> JOHN:

I'm hearing two different things then, and I think we need -- I'm hearing a very broad discussion, and then I'm hearing a very specific discussion about the ONC contractors.  But again, I think -- I'm just -- I'm just cautioning, I guess.  I understand your point, and I agree that to the extent there's something specifically you want to make sure gets on the radar screen with regards to the contractors, I can understand that, and I agree with that.  But again, I think there's a lot of other general discussion here that I think doesn't go in the recommendation itself.  

>> LILLEE:

How would you like to proceed?  Because I'm looking at time, we're 30 minutes into this meeting.  We have five major areas of recommendations with a couple that have multiple recommendations under them.  If we can get consensus around this issue, though, because this recommendation does get to the heart of what it is we're trying to accomplish.  

So how -- how would you suggest that we proceed?  Do you want to continue to discuss some of these pieces?  Karen, has the staff gotten sufficient input to tweak this?  

>> KAREN:

We may, but I would like to just suggest this, that I try to feed back a little bit of what I think I have heard.  Clearly, the specific charge around historical lab data, which we have defined as being patient centric, and perhaps we could do some work to the thing on the recognition that specific charges around historical lab data, but that is a goal, rather than something that's realizable within one year.  So that we have an evolutionary path to meet that objective.  

And we can be a little bit clearer at the end, about how that relates to the need for a very specific recommendation for ONC to move forward with its contractors to assure that all of our contractors make this a top priority.  Am I essentially paraphrasing most people's concerns?  

>> JASON:

I would agree with that.  In fact, I don't know how much is wrong with this current thing.  I know that Chantal and myself have been both pretty adamant about the fact there needs to be a discussion of the evolutionary model where you're trying to incentivize the provider-based exchange that happens today, with the end goal being the patient-centric model.  My only changes, Karen, are that we add these other people who play a role in implementing the recommendation. 

>> KAREN:

Certainly we've got that list, and we will do that.  With your permission, then, we will take this offline, recross it, and -- I don't want to be imposing on your time even more.  You will be doing quick reviews on this on almost a daily basis until we get to the point where everyone is comfortable with it.  So we will take this offline this afternoon.  You'll be seeing another version either tonight or tomorrow, and get back to us, we will continue to work with it until the next Workgroup meeting.
>> LILLEE:

Can I have everyone's consensus around that process?  

>> :

Yes.  

>> :

Fine.  

>> :

Yes.  

>> LILLEE:

Let me just commend you, this is exactly the type of conversation we've got to have.  Because if we have this discussion within the context of the Workgroup, we're dealing with the really gnarly issues that overall are going to have to be dealt with in order for us to realize the true vision.  So I thank everyone for open and honest discussion here, it's the only way we're going to get to consensus and then implementation of the division.  So Rob, I think we're hearing that we should proceed, is that right?  

>> ROB:

That's what I'm hearing.  

>> LILLEE:

Let's move to the second piece here under lab results standards.  I'm trying to move on my paper, here.  Let's see here, we actually have, Karen, three recommendations under this portion?  

>> KAREN:

We do -- think about possibly collapsing them or rewording them.  

>> LILLEE:

This is an example that I'm going to ask the Workgroup to please have your vigilance on in terms of crispness of messaging.  

The first recommendation under standards is that HITSP should identify and endorse vocabulary, messaging and implementation standards for reporting the most commonly used laboratory test results by September of 2006 so as to be included in the CCHIT interoperability certification.  

The second, 2.1, ONC, in addressing the role of standards to facilitate the exchange of electronic laboratory data, should recognize and actively promote adoption of those standards endorsed by HITSP as the basis for vocabulary, messaging and implementation guidance for electronic transmission of laboratory test results.  

And finally, Recommendation 2.2.  In carrying out their work, HITSP must consider CLIA and HIPAA regulatory requirements.  

And some of the questions here, can we collapse Recommendation 2.2 into 2.0.  For Recommendation 2.1, which stakeholders would be targeted for the promoted standards use laboratories, purchasers and for CCHIT.  And who are the responsible entities for achieving the breakthrough.  This gets down to accountability, and that was one of the really clear dilemmas that I saw is spelling out accountability.  Because we can make the recommendation, but if accountability is not clear, it's not going to go anywhere.  

So let me open it up here.  Rob, one of the reasons I want to start with you is just because you've had to deal with so much in the VA, do you have any -- you or Linda, have any comments about this particular one?  To start us off?  

>> ROB:

I think the key thing here and kind of carrying over from something that was on one of the Workgroups, the consumer empowerment, is the role of HITSP, which here I think we clarify is to identify and endorse -- in other words do the harmonization for this particular area.  The issue obviously is the timing, and -- that we would need them to identify that by September if we're going to have any of the sites starting to use these, using, quote, the approved messaging without guessing them ahead of time, by the end of the year.  

Given that the 2.0 and 2.2 both address HITSP, we should be able to work with that to bring them together into a single one.  

The issue about 2.1 is that we name ONC as the target for that, but in fact, it's going to be the providers and the payers and patients and commercial labs that are going to actually carry that through both in the private and public sector.  

>> LILLEE:

So ONC is just the facilitator, not the implementer.  

>> KAREN:

That's correct.  Maybe you should craft that a little bit more to address that fact.  

>> ROB:

And at least make clear who actually has to do it, since it's out there, and ONC's role in that is not to actually do it.  

>> LILLEE:

That's right.  

>> JASON:

This is Jason Dubois.  Hi.  I'll just run down these one by one.  

>> LILLEE:

Thank you.  

>> JASON:

I think the Recommendations 2.0, 2.2 can be combined.  For the second one, which stakeholders would be targeted for the promoted standards use, and I think 2 and 3 kind of tie in a little bit here.  First of all, who would be targeted for the standards use.  First of all, would obviously come out of HITSP.  The use obviously would be laboratories, including, and most importantly, hospital, commercial and physician office laboratory purchasers.  

CCHIT is certainly a very important promoter of this, and presumably, once recommended by HITSP, I think that there is some collusion on the two parties to marry up their standards together

For the responsible entities for achieving the breakthrough, I think an important part here to help derive this would be -- I'm kind of questioning how the recommendation from HITSP for its standard would be implemented.  And one of the ways that I think the Federal Government could accomplish that would be through the consolidated health infomatics initiative.  And Secretary Leavitt has talked a lot about the purchasing power of the parties at the table, be it the Federal Government, and I think a big way to help promote this in a non-mandatory way would be to have the Federal Government, be it the VA, be it the Department of Indian affairs, HHS, all these different parties to adopt the use of these standards, in their -- in-house.  And that's what's happened with the CHII to date, and I think that's one way that it can be done, you know, to help encourage adoption within the private market.  

>> HOWARD ISENSTEIN:

This is Howard Eisenstein for Chip.  I agree with that, Jason.  Combined -- it does push the market, it does make vendors take notice when, you know, a huge swath of the government is adopting it.  And I would say yeah, definitely let's put that in there.  

>> CONNIE LAUBENTHAL:

This is Connie Laubenthal for the American College of Physicians.  I also agree with the questions that 2.0 can be included in -- 2.2 can be included in 2.0, but I think one additional piece of thing that needs to be in there is that we need to mention the State privacy laws, because those are almost -- those are really a bigger barrier than CLIA or HIPAA are, because CLIA is tied back directly to the State standards -- I mean the State laws.  

>> LILLEE:

That's a good catch.  

>> CONNIE:

And also for Recommendation 2.1, I think another -- other people that we have to think of is the EHR vendors, because not just the senders, but the receivers, have to adopt these standards, so they also need to be encouraged.  

>> :

Pam, can you weigh in on that?  

>> HOWARD:

This is Howard again.  Are we going to say that ONC needs to talk to State legislators or governors -- I agree with that, but let's now -- let's talk a little bit more in detail about that.  

>> JOHN:

Why doesn't this get deleted, why doesn't 2.2 get deleted because it's already discussed in Sections 3 and 4.  

>> KAREN:

Before we leave the privacy and security -- this is Karen Bell -- we do have Recommendation 4, actually 4.1, that talks a lot about State and Federal laws, so we may be able to include -- 

>> CONNIE:

This is Connie Laubenthal.  But HITSP needs to take what is currently existing into account.  And that's what this is speaking to, is that HITSP must consider these existing regulations and laws, when they are approving their standard at this point.  They can certainly be adjusted later on as -- you know, some of these barriers are cleared up, but they have to be taken into consideration in the development of the standards.  

>> JIM:

This is Jim Sorace from CMS.  I think it's important that HITSP consider CLIA and Federal-level standards as it proceeds.  

>> SCOTT:

This is Scott Young.  We're doing some -- AHRQ and ONC are doing some work, I'm really trying to define what are those State-level laws, regulations and practices.  You know, to inform the discussion.  Because right now, if you wanted to go out and have that dialogue with the State legislator, you wanted to have it, you couldn't.  I mean, we just don't have the kind of understanding of how State laws interplay one to another.  Or, you know, even -- then we kind of throw the Federal Privacy Act, HIPAA, the civil rights legislation, and probably some components of the U.S. Patriot Act about exchanging data, you know, we don't have that level of understanding of where those interplays are.  

So the first step is to try and get there.  And that's going on now, and I would hope that that work would interplay with that recommendation.  

>> LILLEE:

That issue is not going to be a deal-stopper, is it?  If we don't have that kind of clarity and understanding?  

>> JIM:

This is Jim Sorace from CMS.  A deal stopper in terms of what?  There are steps that everybody could take in the implementation of the EHR today that are generally consistent with State laws throughout the Nation.  There may be specific state laws that would make it difficult in specific States.  

>> SCOTT:

It really gets into -- you know, not data exchange within the State, although that's hard enough already, but you need to do -- you know, what if you want to exchange data across State lines or across the region, or you have three or four States that you get into an interregional exchange.  That's where it gets bizarre.  Right now it's kind of the Wild West out there.  People are doing this without a lot of knowledge of what regulations are in compliance with or not, this sort of thing.  

One of the things we want to do is bring some level of understanding to the dialogue.  And, you know, State legislators or -- you know, State governments one to another, interstate compact can be formed or other regulatory actions can be taken to help balance it.  We did it in Utah, so it can be done.  But you have to have some basic understanding of, you know, what does the lay of the land look like.  Which we don't have at this point.  

>> LILLEE:

Let me ask you this, we had the southern governors association address this at one of our meetings, and, you know, we're now below 40 days till our next hurricane season, and this issue of not being able to communicate across State lines is going to get reared up again if we have another bad one.  So do -- you know, as a point of accountability, trying to move to accountability, that group said to us, let us know how we can help you.  And is this one area where we could have a -- I don't know, a pilot, or -- I don't know enough about the State components, here, to craft a recommendation, other than to say do we -- do we push to the southern governors association this issue?  In order to get it -- in order to get some of the -- to tease out some of the key components and get recommendations for change and action? 

>> KAREN:

This is Karen Bell.  Let me just ask to what extent we need to -- to what extent a lot of this discussion really applies to the technical standards of the vocabulary messaging and implementation guides.  Clearly, we do need to assure that if there is something in CLIA or HIPAA or any State laws that affect the technology, then HITSP should be aware of it, and we can ensure that they do the necessary background work to assure that they're in compliance.  

But I think this is -- you know, if this is going to be more about the real technical standards of the vocabulary, messaging and implementation guide, then we could essentially direct HITSP to do that work.  

>> JASON:

We're still on Section 2, right?  We haven't jumped to Section 3, right?  

>> LILLEE:

No, we're on Section 2.  

>> JASON:

Right, I think we're getting ahead of ourselves a little bit, because we do address the issue with the State-based problems in the next section.  

>> JIM:

I think that's a good point, because it's important to get a standard that at least begins to address the national needs for interoperability standards at all.  

>> LILLEE:

Right.  Well, do we feel comfortable in wanting to move on?  Maybe we need to move to the recommendations and look back broad brush make sure we've got them covered, or do you want to discuss them more?  

>> BLACKFORD MIDDLETON:  
I have one thought on Section 2.0.  It's Blackford Middleton, good morning.  The (indiscernible) interoperability for the patient process changes over the next 3 years, (indiscernible) pick the year in which this needs to be mart of the interoperability certification; i.e., 2007.  

>> KAREN:

I would agree with that, Blackford, and it would be the interoperability certification process for 2007, if we could add that language.  

>> HOWARD:

What is it -- wait a minute, the current schedule now, they've done ambulatory, and now they're working on inpatient, where does -- do we know what their work schedule is for this stuff?

>> KAREN:

Yes, actually we do, there is a road map that is -- has been just agreed upon that includes laboratory operability for 2007.  

>>:

Great, okay.  

>> LILLEE:

Where is that, Karen, where could we -- 

>> KAREN:

I don't know that it's been posted yet, it may have been posted overnight.  It was just agreed to Monday of this week.  

>> JIM:

I'd also like to point out that from EHR adoption, that's a major step forward.  Because it reduces -- it provides important levels of interoperability for like all the physicians offices out there.  

>> :

Absolutely.  

>> JASON:

And I should add here, a lot of people on the phone probably already know, this but the ELINCS limitation guide was already approved as part of CCHIT, EHR ambulatory certification.  It's just a matter of HITSP getting up to speed and saying the same thing so that this recommendation actually comes to fruition.  

>> LILLEE:

Right.  

>> :

That's right.  

>> LILLEE:

And there's actually some pilot projects ongoing in California on the ELINCS availability right now.  

Karen, could we just maybe for our next Workgroup meeting or even for the full AHIC committee, whenever this new information is posted, because I was not aware of it, and I'm sure I wouldn't be the only one aware, but that is -- that's major progress that we should know.  It's good.  

>> KAREN:

Okay.  I agree.  Actually, there's some discussion of -- (indiscernible) 11 will be coming, it may not be to this coming AHIC meeting, because the discussion around all the workers recommendations is going to be so rich and broad you're going to have to postpone until June.  It will be coming to present all of the requirements for certification to the AHIC very shortly.  

>> LILLEE:

Okay.  Well, I'm hearing some consensus here that we should move on?  

>> KAREN:

Before we move on, this is Karen Bell here, I think I heard some discussion around 2.1.  As including the procurement powers and the purchasing powers of the Federal Government.  So I'm just asking the Workgroup, would you like us to include, as we recraft Recommendation 2.1, some of the language that is in the explanatory paragraph above the recommendation to be more specific about what the Federal Government can do in this arena?  

>> :

Yes.  

>> LILLEE:

I view, Karen, anywhere you can spell out accountability, that's a good thing.  

>> KAREN:

We'll work on that one.  

>> JON PERLIN:

Good morning, this is Jon Perlin.  I've only been on a few minutes the Secretary's office pulled me away to do something this morning.  I thank you, Lillee and Karen, for getting started, I'll be here from now on.  

>> LILLEE:

Thank you for joining us, we're glad you're here.  We've been tag-teaming back and forth, Jon, on these recommendations, so our audience doesn't tire of just one voice.  So Rob, could you tee up the next recommendation, please.  

>> KAREN:

Actually, this is Karen Bell, I understand that Scott from AHRQ has got to be leaving a little bit early, so I'm asking if we could go to recommendation five to accommodate the fact that he's with us now.  

>> LILLEE:

Be happy to.  

>> BLACKFORD:

Regrettably I have to leave early as well, Blackford Middleton.  

>> LILLEE:

Both of you are here, this is good.  

>> JON:

Actually I can tee it up a little bit.  Recommendation 3.0.  ONC in addressing the specific charge to the EHR/Lab Workgroup shall seek to address barriers to the flow of laboratory result information from laboratories to persons or entities other than the clinician ordering the test when access to laboratory results is needed by such persons or for entities for legitimate purposes such as disease management or chronic care improvement.  Specifically, ONC should seek to resolve those hurdles currently created by CLIA, HIPAA and State laws.  That's Recommendation 3.0.  Why don't I read all three, and probably be best to discuss them individually, but we'll get the sense of the three together.
Recommendation 3.1.  ONC should work with national governors association and other State-based organizations to resolve variations in authorized persons under various State clinical laboratory laws, as a resource for clinical laboratories seeking to define access rights to electronic laboratory data.  

And Recommendation 3.2:  CMS should publish CLIA guidance that clarifies broad definition of authorized parties.
So just to summarize for everyone who may not have a paper in hand, can see these, ONC shall address barriers in the flow of lab results to the appropriate persons.  ONC should specifically resolve hurdles currently created by CLIA, HIPAA, and State laws, 3.0.  

3.1, work with National Governors Association, other State organizations, to resolve variations in definition of authorized persons.  And 3.2, CMS should publish CLIA guidance to clarify the broad definition of authorized parties.  

>> KAREN:

Thank you very much, Jonathan.  It's Karen Bell.  I would like to do a time check.  If we move forward with these list of recommendations right now, Blackford and Scott, what is your time frame for addressing the fifth recommendation, the monitoring research. 

>> OPERATOR:  
Excuse me, this is the operator.  It seems Dr. Blackford's line has disconnected.  

>> KAREN:

Oh, dear.  

>> OPERATOR:
I'll have him back on in just a moment.  
>> KAREN:

And Scott, what is your time frame?  

Scott Young?  Hello?  Is there anyone there?  

>> OPERATOR:

Mr. Young's line is still connected to the conference.  

>> KAREN:

What about everyone else?  

>> JASON:

I'm here.  

>> :

I'm here.  

>> :

I'm here.  

>> KAREN:

Okay, do we have Scott?  

>> :

Why don't we move forward until they reconnect.  

>> :

Right.  

>> KAREN:

I'm just a little concerned about their time frame.  So let's move forward with this one, then, and then hopefully we'll have time for both of them right after.  

>> JOHN:

This is John Houston, if I could make some comments about the recommendations in Section 3.  

>> LILLEE:

Please.  

>> JOHN:

I guess I'm a little concerned that -- there's two separate concerns that I have.  The first being in Recommendation 3.0, it talks about legitimate purposes for disease management and chronic care improvement.  The question that I have is are those specific to an individual patient, or are those purposes related to population health more generally, or some type of things that are being done at a public health level, not related to a specific patient?  

>> JASON:

I didn't understand it to be a public health.  In fact, I thought it was for an individual, and one of the examples that we've provided previously is, you know, how working within contracts down in Georgia or Florida where State law is more stringent and hasn't allowed explicitly the exchange of laboratory data back to disease management organizations.  

>> JOHN:

Okay, but then I would state that before the phrases disease management or chronic care improvement, I would put a word in such as “an individual's disease management or chronic care improvement.”  Or "the patient's disease management."  Because I don't get -- when I read this, I could just as easily interpret this to be a more generalized disease management activities.  Which some people I think will take offense to.  

>> KAREN:

That's a good point, thank you, John.  

>> JASON:

Although there are less problems with -- well, I guess there are more various -- there's different results reporting standards as required under public health, but HIPAA isn't so much a problem because it is encompassed under HIPAA that they can provide this information under the auspices of --

>> JOHN:

Whether HIPAA permits it or not.  One of the things that I have found is that there is a substantial amount of concern out of patient rights advocates, individuals who are concerned about privacy, that these types of -- this type of language is -- there's a concern about this type of language, and concern that that data is going to be used for numerous untold purposes.  We just need to make it clear, because I think we need to try to defuse some of that dialogue.  

>> KAREN:

Jason, this is Karen Bell, and it's a question that may or may not help clarify it.  I do know that many health insurers get laboratory results directly from laboratories now in this process, and I don't know whether that's a State-by-State issue or whether it -- in some way they've found that there's a way that it's not applicable to CLIA, so I don't know whether that helps this discussion or confuses it more.  

>> JASON:

It's part and parcel of the whole discussion.  The two examples I gave are what -- hello?  With the Medicare health support program, and it's a -- you know, these pilot programs CMS has set up whereby there's a third party group, and in Florida it's the green ribbon health group, and they're basically asking for laboratory data from -- you know, many of the laboratories down in Florida for individual patients.  And State law currently doesn't permit that, and so that's one example of how this State privacy law -- because it's not coming from the physician, it's actually going directly to the third party group to help do disease management.  On a patient-by-patient basis.  

>> JOHN:

That's my -- you hit on -- the nail on the head, here.  My concern was simply that we wanted to make sure that it's clear that it's on a patient-by-patient basis.  

>> JASON:

And not for public health purposes?  

>> JOHN:

Or not for generalized public health purposes.  Because the privacy advocates -- I do a lot of reading about this, are concerned about these generalized uses absent some type of patient authorization.  I think we want to try to defuse that so this can move forward quickly.  

>> JASON:

I'm for that in terms of just leaving that out.  I don't think that would be an intended purpose, and I'm sure Karen can tell us one way or another, but I don't think that was the intended purpose.  To the extent that bringing it up is going to create a hurdle in moving this recommendation forward, I'm all for that.  

>> JON:

This is Jonathan Perlin, this is way out maybe this is from the perspective of the national health system, but also in serving on a few task forces on pandemic influenza, Karen you might comment.  But I want to make sure, because I agree we don't want to get on the wrong side of the sort of privacy zealots, if you will.  But at the same time I would not want us to do something that precludes the ability to properly share information that would allow us to detect endemics or emerging pathogens.  

>> JOHN:

I don't think you're talking about that in this particular case, though, because when we use the phrase chronic care improvement, influenza I don't think is considered a chronic disease, if I'm not mistaken.  

>> JON:

As long as it -- you're right, definitionally, I'm always worried about scope of the language, we would need to specify -- you know, some sort of parsing of use that didn't preclude our appropriate feet forward as far as (indiscernible) work.  

>> JOHN:

Back towards the specific charge, which is try to accomplish this stuff in a year, I just know that, you know, part of that has to be looking -- scoping this fairly narrowly, so that we don't -- there isn't a backlash, because this is viewed as being some type of land grab by public health in order to get -- you know, gobs of data about patients, and then -- you know, using it for purposes that may not be directly related to the patient's own direct care.  

>> JON:

I welcome other thoughts on this topic.  

>> HOWARD:

This is Howard Eisenstein.  Why can't we just end the thing, legitimate purposes, period, meaning legal, and then not worry about how it's interpreted?  

>> JON:

I think that actually feeds into a broader set, my own -- that these interpretations are very good, but sometimes in overstating we probably make it more confusing.  And in fact, I wonder if there isn't some degree of redundancy in the spirit of rapid execution that was just mentioned, and in clarity, whether we might not want to sort of merge Recommendations 3.0, 3.1, 3.2, and --

>> :

 JOHN:  I agree with that, too.  

>> JON:

State that more eloquently.  And succinctly.  

>> JASON:

I think they kind of get at different issues, and if we want to expand it open to other things, I wanted -- one of the issues I thought is not strong enough in this recommendation, first of all, Recommendation 3.2, I think that's a short-term solution to a long-term problem, and unlikely to resolve the barrier.  I think what we need here is a stronger statement about the needs of Federal preemption of the State law issue.  And I know it's been a little contentious with some people, and the likelihood of it passing, you know, is what-have-you.  But I think we need to include some kind of a statement here that is going to help strengthen that.  Because ultimately, it's the most straightforward, effective way to address a lot of these State privacy law, different State privacy laws.  

>> JOHN:

This is John Houston.  I think that for -- you know, trying to deal with preemption is a much longer-term issue.  That's why I know we tried to -- I've always been sort of a Dennis trying to put it on the table, because I don't think it's practical, I don't think it's going to occur.  

>> JASON:

But John, we've also talked the long term in here about going towards the patient centered focused, so I think it's not inconsistent to include this idea that we want to make a recommendation to move that way eventually.  But obviously the understanding of not only the politics but the likelihood this is going to pass in 12 months time.  But I think just the patient centered thing is a long-term goal, this too could -- would certainly help -- you know, future efforts.  

>> JOHN:

And I would -- I guess I would argue that if we do some of the other things that I think we can do regarding authorizations and dealing with who is an authorized party, we effectively -- we avoid having to even go down that road, at least that would be my thought.  

>> KAREN:

This is Karen Bell.  In terms of sort of differentiating here, I'm wondering if there's enough difference between ONC working with the National Governors Association and other State-based organizations, and Federal law or guidance around Federal laws, that we could at least break this down into two separate recommendations.  One specific to CLIA guidance and HIPAA, and then a second specific more to State law.  

Would people feel comfortable with that?  

>> Yeah.  

>> JOHN:

I would need to see it.  

>> :

Yeah.  

>> KAREN:

Okay.  In the interest of time, how about if we work with that a little bit internally, and then we will get back to all of you tonight with some alternatives.  And again, you can -- we can keep getting feedback online until the next meeting, we don't have to sign this off until next meeting.  

>> CONNIE:

Can I make one -- this is Connie Laubenthal, make one editorial comment.  Where it says State clinical laboratory laws, you might want to just say State laws, because the number of authorized persons are actually defined in the medical licensing laws.  

>> KAREN:

Okay, thank you, Connie.  All right.  

>> :

We should move on.  

>> KAREN:

I think so.  I hope that Scott is still on the line?  Scott Young, or Blackford?  

>> MATT:

I think we're looking for them, I think their lines have dropped off and we're trying to call out to them right now, but I don't think either Dr. Middleton or Scott Young is online.  Please talk, gentlemen, if you are, but I believe they're not.  

>> KAREN:

I know they had to leave early.  We may need to work with them a little bit more on recommendation 5, then, unless others have comments about it that we can take back to them.  

>> LILLEE:

I think that's all you can do, Karen, if we've lost them.  We need their feedback, but if you can do the recraft.  

>> KAREN:

Okay.  

>> LILLEE:

And get it back out.  

>> KAREN:

Okay, we'll do that.  Okay, just wanted to double check, and give them the opportunity.  Thank you.  

>> LILLEE:

Okay.  John, are you still there, or did we lose you, too?  

>> JON:

This is Jon Perlin, I'm still here.  I'd just ask people when they speak if they'd identify themselves it would be helpful to all, and particularly to the ones trying to keep minutes.  

I think whether we have -- I'm sure we have lost a couple of individuals, but I think there's some degree of consensus and streamlining the language, and I like the suggestion to simply not try to overspecify, but stop after "legitimate purposes."  

>> KAREN:

Right.  

>> LILLEE:

Karen, for the sake if we may lose anyone else, do we also need to take some of these recommendations out of order to make sure we have expertise at the table to advise us?  

>> KAREN:

There's really only one more left, that's Recommendation 4, the laboratory results.  And I'd like to just introduce other people here in the room.  Jody Daniel here is from the office of -- would you like to introduce yourself, Jody?  

>> I'm the Director of Development Policy and Research at ONC, and -- with a strong background in (indiscernible) security, which (indiscernible) Karen was trying to introduce me.  

>> KAREN:

Exactly.  Katy Barr is our new Executive Director of the AHIC, she has just joined us in the last few weeks, and she's very involved as well.  So I wanted to introduce you to Katy, as well.  

Before we jump into this discussion, the reason I wanted to have Jody to introduce herself, and to introduce you to Katy, is that we've had a lot of discussion amongst all of the workgroups on these issues of privacy and security.  Yesterday the Consumer Empowerment Workgroup met as well, and on Monday the Chronic Care Workgroup met.  And the bottom line of all these discussions is that the recommendations, while slightly different coming from each workgroup, are all focusing on the same issues.  And what I would like to present to you is the concept of a fifth short-term workgroup, essentially an ad hoc workgroup, that would be formed by the members of the four existing workgroups, as well as other experts in the realm of privacy and security, to essentially bring together and harmonize all of the issues of privacy and security that are coming from all four workgroups.  

There is a wealth of information and expertise that we have on this Workgroup, in EHR, as well as in some of the others, and the opportunity to bring these together, so that all of the recommendations are in a standardized format and really address the critical features in a unified way, we think is very important.  

So what I'm presenting to you as an option for #4 is to move forward with this approach, to have unified Workgroup recommendations, privacy and security.  

>> JOHN:

This is John Houston.  Being this is probably my -- this is my expertise, also, I would tend to think that that's a beneficial thing to do.  And I would also remind the Workgroup that as we speak, NCVHS, which I'm a part of, is also preparing a rather lengthy document related to privacy in the NHIN so I think there's a lot of good stuff that's going to come out of that document also, that hopefully if it gets released pretty soon it will be of value.  

>> JASON:

Karen, are you saying taking this section out altogether?  Again this is Jason Dubois.  

>> KAREN:

It's not to take it out altogether, it would be to replace it with recommendations that will have been developed by the privacy experts from all four workgroups.  So that it is a recommendation that will be consistent and identical to similar recommendations on privacy and security that will come from the other workgroups as well.  So that the AHIC and subsequently the Secretary have essentially harmonized, focused, clear recommendations on privacy and security that represent everyone's views.  

>> HOWARD:

This is Howard.  Maybe my suggestion on that would be is come up with the language, and then have a conference call with all of the workgroups, just, you know, a very short one, just on that one recommendation.  

>> KAREN:

We can certainly work through the logistics of all of that.  If you're in agreement that we can take this extra step and we can work in that direction, rather than have our own workgroup-specific recommendations on privacy and security.  

>> HOWARD:

I think that's a good idea.  

>> KAREN:

And would you be willing to be -- if everyone else on the Workgroup agreed to do that, would you agree to one of the participants on that, John?  

>> HOWARD:

One of the what?  

>> KAREN:

Participants in that work?  

>> HOWARD:

Sure.  

>> JOHN:

This is John Houston.  I would be willing to do it, too.  

>> KAREN:

Thank you.  

>> JON:

This is Jon Perlin.  Actually, I support this idea for two reasons.  One, I think it's an obvious area where we certainly don't want to get crosswise with the fellow workgroups, but I think it can't help but to cross-fertilize and coordinate some of the recommendations.  I think one of the sort of meta tasks and we don't want to complicate but ideally resolve some ensuring that ultimate recommendations are harmonized as much as possible amongst the workgroups.  

>> JASON:

Can I just interject, then, if this is going to be taken up at this separate subgroup, and just give a couple of concerns that I had with this particular section, so that they're reflected in that subgroup by both Howard and John Houston?  Would that be okay?  

>> KAREN:

Sure.  

>> JASON:

One of the things that I think was a problem, and we kind of touched on this earlier about, you know, the difference between the unique patient identifier number and, you know, a matching system.  I think that, you know, there should be some discussion about how -- they need to be realistic about the difficulty of accurately matching patients with misspelled names, maiden names, divorces, you know, leading to changed names, adoptions, et cetera.  

And one of our concerns is that mismatches of patients could result in omitting from the record relevant data for a patient who does not meet the matched criteria or even could result in including data from the wrong patient.  

And I think there's certainly a concern on our behalf, because a lot of that -- you know, 60 percent of the information in the medical record is lab data that, you know, there's liability for mismatching, or the fact that some people aren't getting the lab data that just because of -- you know, the use of their maiden name as opposed to their married name.  And the other big issue here is this whole issue -- and this is probably one of our biggest concerns with the recommendations as they were put together, was this idea of the opt-in or opt-out of data sharing.  

And for those that aren't familiar, that particular issue was discussed during the development of the HIPAA privacy rule, and they opted -- pardon the pun -- they opted not to go there, quite frankly.  Because of all the problems that would happen.  

And, you know, just to give an example, the reality is patients may need to be able to opt out on a treatment-by-treatment basis to protect their privacy, often a patient will see a physician for a specific reason, and not want their visit -- that visit, or the outcomes, to become available to other health care providers.  So if the provider does not pass that opt-out to lab, some patient is going to get disclosure that he or she did not anticipate or want.  

So it's kind of this -- you know, there's another liability piece, there.  So I mean just as an issue as a whole, they just decided not to touch it.  

>> KAREN:

What I might suggest -- thank you so much for your comments, Jason, they're important and highlight the fact that we are putting together, and we will have by the end of the day today, the Biosurveillance Workgroup meets this afternoon, a listing of all the issues that have come out of all of the workgroups.  And we can share this with you, again, as part of this process.  So you will see whether or not the concerns that should be attended to have been captured by that list.  

>> JASON:

Okay, thank you, very much.  

>> LILLEE:

Okay, so Jon, where are we?  

>> JON:

I don't think Scott Young is still online, did we chance to catch Scott on the Recommendation 5 group?  

>> KAREN:

I think we've lost both of them, Jonathan, so we're going to take that offline with them, we'll work with them to recraft.  I know that Blackford had some thoughts and concerns, and Scott had some things, as well.  So we'll work with them offline.  

>> LILLEE:

That would be great, and very important.  

Next on the agenda, have we been through the recommendations from a discussion standpoint, Karen, sufficient for the team, your team, to recraft these and get these back out?  Are there any high-level issues that we have not discussed before we get onto the unresolved issues piece?  Which should be a great conversation.  

>> KAREN:

I think we have enough to do the next round.  And it's still going to be drafty for awhile, but we have enough for the next round.  We look forward to your feedback.  

>> LILLEE:

Jon, just as a time check, since we only have 45 minutes, maybe if we could spend 30 on the outstanding issues, then the last 15 for public comment.  

>> JON:

I think we're moving along at a good clip and may even go faster, so --

>> LILLEE:

We have four outstanding issues that we do need to consider, I don't know if we can advance the Web.  Thank you, very much.  The first one is the need for standardization of laboratory test ordering.  And I know that in previous Workgroup conversation we have had some discussion around this.  For those of you that are on the Webinar, you will see comments from Workgroup members that this is necessary but will be difficult.  And this again to enter into the area of Web services.  And standardization is most definitely needed.  ELINCS next task is to address lab test requisition, and consideration should be given to the incorporation of that standard once developed.  

Karen, if you will quickly tee up for us the component here, I'm not so sure how we're going to get to -- are we needing to make recommendations to the Secretary around these outstanding issues, or do we just need to advance the ball a bit?

>> KAREN:

I think that's actually -- you put your finger on the issue very nicely, Lillee.  Clearly, there does need to be some standardization for laboratory test ordering.  It was not in the initial scope of work that we were asked to do, and so the real question is recognizing that it is necessary, that it will be difficult, the real question to the Workgroup is do we feel that it is integral to the process, and important enough that a recommendation does need to go forward.  So it really is a question to the Workgroup members about how to deal with this issue.  

>> LILLEE:

So hoping that we still have Workgroup members on the line.  

>> KAREN:

Probably Jason, Jim Sorace would be good people to tie this up, if we still have them.  

>> JIM:

Jason, do you want to take a stab at this?  

>> JASON:

Sure.  In terms of the lab test ordering, as a steering committee member for the ELINCS we had actually considered the whole universe of what we wanted to take up initially, and we wanted to kind of -- and we might want to kind of duplicate that effort here, in the effect that we decided -- we just want to kind of hone in on the result information and get that down first, and that's why both the current -- you know, the first version was 80 percent or the most of all lab testing, and the second version of that is 95 percent of all lab testing, and there was a want and desire to kind of get that done the right way first before trying to take on too many things at the same time.  And it is in the -- you know, it is in the agenda of the ELINCS group to take up lab test ordering, but -- and truth be told, even our member companies, you actually see more standardization from companies -- you see more work done on the electronic landscape with results rather than test ordering.  

I'll just give an example.  Quest Diagnostics I think provides about 60 percent of all of their lab test results electronically, and about 40 percent of their lab test requisition is done electronically.  

So you can see kind of the landscape of how that's working.  And so I would probably encourage us at most to maybe make some -- because HITSP obviously can't take that up, there isn't really done much today in the way of lab test ordering.  So maybe just some offhanded remark that, you know, something -- efforts should look into recommendations from ELINCS and others with respect to lab test requisition uniform standards.  

>> JIM:

You know, I think there's something that's eventually needs to be addressed.  The interesting thing is there's a whole variety of labs out there with different laboratory information systems that would require -- and that have actually different expertise, on what types of tests they order.  So, you know, orders from cytology labs are not the same as orders from very specialized coagulation labs or genetic testing labs.  

I almost think you get to the point where the ordering process may be handled by the lab, and what you really need to do is return the -- what was indeed ordered.  In some sort of standardized manner.  

>> KAREN:

Right.  The question I guess I would have, and maybe I might be a little more specific here, is to what degree is the -- are standards for laboratory ordering going to support the specific charge.  If we do not have standards for laboratory ordering, will it -- is it a barrier to realizing the specific charge in a more timely fashion, or is it not.  And I think that's really where the question is, and whether or not this should be part of our recommendation to the Secretary on this go-around.  It's really dependent on the degree to which this is important, to realize the specific charge.  And I think that's where I'm still a little confused as to the response to that.  

>> JASON:

And I think the simple answer to that is no.  I mean just looking at the specific charge, it specifically talks about widely available and secure solutions for accessing current and historical lab results and interpretations.  So the issue of test requisition isn't even on the table with respect to the specific charge.  

>> JIM:

It probably isn't necessary for the specific charge.  It would be a more efficient system eventually when it comes about.  

>> JASON:

And it will only -- get at the broader charge obviously, so -- it is in line with the overall evolutionary process, of the charge in the first place, kind of going from provider centric to patient centric.  So to the extent that we can incorporate test requisition uniform standards I think that's just, you know, further down the time line.  But would certainly enhance the -- and achieve the broad charge.  

>> KAREN:

That's very, very helpful, then.  So what I'm hearing is we do not need to include this as a recommendation for May, or don't need any more discussion on it for May, but to save it on the table for discussion on the broader charge.  

>> :

Yes.  

>> :

Yes.  

>> KAREN:

Thank you.  Now, the next question that has come up, and we've had some discussion about this as well, is how to address physician office laboratory equipment.  And perhaps I could ask someone to describe this in greater detail.  Connie, would you be able to address this one?  

>> CONNIE:

Yeah, actually.  There are -- there's a wide variety, when you say physician office lab, you're not talking -- you know, one specific type of lab, you're talking anything from a solo practitioner to 160 physician group practice that has a very hospital like laboratory that may even be departmentized.  So a lot of them have laboratory information systems, particularly of the moderate and higher complexity laboratories, they do have -- or they do have instruments that could be connected to an electronic health system that's in the office.  So certainly, you know, they're going to be involved in this, as well.  But I also agree that there are those laboratories that are only doing the kit test and everything is manual, but that doesn't mean that they couldn't be keyed into an electronic health system, if it was in a physician office laboratory, and be part of all of this. 

>> JON:

This is Jon Perlin.  Let me give you the perspective not of VA but of life before VA, and just as a clinician.  I think if we reflect in our charge what is doable within the year, and we look at potential opportunities and barriers, this is an area of great variation, a place to make inroads, if not in a place of great variation.  In fact, I think the way to make inroads is come to some degree of standardization and then engage with individuals who have a situation that they would have an interest in getting toward the standardized approach.  

I absolutely agree with what was just articulated, and particularly in an environment where there's a proliferation of, you know, little kit like tests that are not even major serial analyzers where the data isn't necessarily digital, but just the result of, effectively, bedside tests.  I think it would be extremely unrealistic to expect consistency here, to begin with.  In fact, this would be one of the environments where I think the ability to offer consistency, after doing some of the heavy lifting and the more standardized larger environments, would be best approached.  

>> JIM:

This is Jim Sorace from CMS.  I agree with you, I think it actually reinforces a few issues we discussed earlier.  The first one is you clearly need standards for reporting a test to an EHR at all.  So that that can be integrated perhaps with devices and other products that are made for laboratory testing in the physician's office environment.

The second thing is you sort of get into an opportunity here to think about how you might roll out light coding and other codes in this environment, in the manner that might be done consistently by working with manufacturers of these test kits and other devices.  I think they're clearly long term greater than one year issues.  

>> LILLEE:

I agree wholeheartedly that these are definitely longer than one year issues.  When I say they were going to be involved, I meant down the road, but within our one year time frame.  

>> JIM:

But the standard issue is a one year thing 

>> LILLEE:

Oh, absolutely, the standards absolutely are paramount, that they get done, because no discussion is going to move forward without it.  

>> JASON:

I think just to follow up -- this is Jason Dubois, just to follow up on Jim's point, I think that to the extent that standards are developed, more financially stable physician office practices who, A, have a laboratory, or some type of -- you know, physician office laboratory functionality, and B, have also adopted some piece of health IT or look to do so in the coming months, that that will help get at the -- you know, the first part of that evolutionary timeline of greater physician adoption.  Because the standards are out there and they already have the lab component, and let's say the certification criteria is saying okay, well, you know, if you want your EHR to be compatible it needs to meet these ELINCS, for example, or what-have-you, recommended standards, that that's actually going to help drive adoption.  Because as we all know, a big part of why docs don't want to adopt hardware software today is the fear that within months it's going to become a dinosaur in the whole landscape of health IT. 

>> KAREN:

This is a very helpful discussion.  What we will do is we will take this, the one preceding it as well, and really characterize both of those as being part of this evolutionary process within the context of the letter, but clearly not as part of the recommendation process.  Thank you.  

What about the incentives discussion?  

>> LILLEE:

This is getting to adoption, is it not?  

>> KAREN:

Uh-huh.  

>> LILLEE:

And the comment about incentives for patients, is that being driven by the Consumer Empowerment Workgroup?  Because it would seem to me that the incentives (technical difficulties) labs and providers.  

>> KAREN:

I'm not sure where this one came from, in all honesty, Lillee.  I think at some point there is recognition that laboratory (technical difficulties) fashion, the patients will probably want to access it as well.  That we may even want to incentivize them to do so.  

>> JON:

Could I say that I think it's more accurate to say labs, providers, and payers.  

>> KAREN:

Oh, that's good.  

>> JON:

Because the issue is one of discussing financial benefits, and I think implicit in that is a discussion about, you know, who is going to pay for all this.  You know, obviously providers need to sit and be in the middle of that.  I mean, payers need to be, I should say.  

>> JASON:

This is Jason.  I'm just trying to pull up, I know we commented on it, but I'm trying to pull back on where the -- the comments we did on this, because there should be -- if you want to drive further adoption, again, for labs, for providers, that you do have to create incentives out there.  And I think the way that I had put it in there was both to physicians and laboratories.  

>> KAREN:

You know, the second bullet here specifies CMS, so it may be more appropriate to just change that to HHS.  But there could be a recommendation that somewhere within HHS, a full analysis is done of literally the business case associated with this proposal.  

>> JASON:

Okay, I found it, if you guys want to bear with me for a second.  One of the ways that you could create incentives to drive adoption would be providing, for example, an add-on payment for physicians whose health requisition is transmitted using ambulatory electronic health records which incorporates HITSP-identified standards, and that this type of incentive addresses the business case of laboratories and their clients, you know, be it hospitals and physicians.  

And laboratory conformance will follow suit to meet the needs of physicians and hospitals.  And kind of consequently, labs will benefit indirectly by more accurate test requisition, reduced administrative burdens.  You know, for example, poorly written scripts and the need to call the client, clarify the request, the requested laboratory test.  

So there would be again this reduced data entry aspect to it as an indirect benefit.  So that's just one of the examples that we thought.  

>> JIM:

Jason this is Jim, and I was just going to comment that that example touches upon ordering.  

>> JASON:

I know, I said that as I'm reading and I'm saying well, yeah, we just talked about ordering.  So -- you could kind of draw a parallel to results, and maybe as it's done through a disease -- through Medicare health support, that the needed results are shared electronically, and so that there's some incentive for laboratories for sending that information to -- you know, as disease management projects or other chronic care projects are developed, that, you know, some piece of that mandates -- or not mandates, but, you know, provides some reimbursement back to laboratories for providing that data.  It's just an idea.  

>> KAREN:

Do we think that incentives are absolutely necessary for the process to be successful?  

>> LILLEE:

I do.  

>> :

I do.  

>> :

I do.  

>> LILLEE:

Absolutely.  Like I said, very early in the call, this is Lillee, if -- you know, if we make recommendations without incentives and adoption strategies, it's not going to go anywhere.  

>> JASON:

Right.  

>> KAREN:

Given that, what about the possibility of that second bullet, then, to -- someone within HHS does the analysis, to determine the business case, and then we can then make incentives about adoption based on what we learn on business case analysis.  

>> JON:

This is Jon Perlin, I'd like to endorse that.  I do believe the market responds both to positive and negative incentives, and I do think it's something worthy of study.  I would -- at CMS, HHS, it may be across different elements of HHS that AHRQ may already have some work on this may be brought to bear.  

>> JASON:

I would draw the example, I'm reminded of a presentation Clay McDonald did to the Regenstrief Institute, or I guess the Indianapolis community there before medpac, and the specific example he provided at the time was that they were providing incentives to labs, so that they would send -- and this again is patient-centric, it's toward the RHIO model, but they were providing incentives to labs for plug and play, provided they sent their results information in a specific format.  

>> KAREN:

I think I'm taking away the need for us to do a little bit more homework on this one, but we'll craft a preliminary recommendation on this, based on the discussion we just had and everyone's comments.  Again, for your feedback, and weight lifting over the course of the next few days.  

>> LILLEE:

Karen, this is so important, because remember our broad charge is around adoption, here.  So this is important.  

>> JIM:

This is Jim from CMS.  It may also speak to the specific charge, as well.  

>> LILLEE:

Yeah.  

>> KAREN:

And also as part of the process, if you get these recommendations, we're going to be asking you to prioritize them as well, how they should be set up.  So that will be part of the homework assignment.  

Okay, well, I think we have enough to do to keep us very busy over the course of the next few days.  

>> LILLEE:

Karen, just one key thing.  We wanted to come back to this emergency responder EHR discussion while we had Jon on the phone, we didn't have them when we teed this up.  

>> JASON:

Lillee, this is Jason.  I just had one last issue, because the last part of the agenda did talk about are there any -- you know, was there other outstanding issues, and there was just one piece on page three of the document that I wanted to address before we move on, because I feel like I'm going to miss the opportunity if I don't say so now.  

>> LILLEE:

Please.  

>> JASON:

And that is in the black italics, it's talking about the status of the specific charge, why lab.  I think there's something that needs clarification in here, and it's in the second paragraph, and it talks about that most labs will only provide results to the ordering clinician.  I think that actually needs to be written that labs are legally obligated to provide results to the ordering clinician.  But absent physician authorization or a law, they're not permitted to provide that information to other entities.  And I think that's an important clarification, there.  Because it's somewhat -- the way it's written now, it's putting the lack of this transmission of information on that it's the fault of the laboratories.  And I just don't think that's accurate.  

>> KAREN:

That's a good point, Jason, we'll fix that.  

>> JASON:

Thank you.  

>> KAREN:

If anyone else has any other comments -- and thank you for bringing it up before we get into the emergency responder section.  If anyone has comments on the basic text, how it's been put together, please give us that feedback, as well.  

>> LILLEE:

Okay, if we could tee up the -- this is a new topic around the emergency responder EHRs that the Secretary teed up during our last full AHIC meeting, and we wanted to make sure that we got the Veterans Administration experience during the Katrina response piece on the record here.  And just to have some brief discussion here, I am very concerned about public comment, as well.  

Matt, do we know how many public comment lines are open, or how many public lines have dialed in?  

>> MATT:

We haven't posted the information yet on the Web.  We can do that, and invite people to comment and queue up.  Do you think we're close to turning it over to public comment, or should we wait a little longer?  

>> LILLEE:

We only have 15 minutes left here, I'm a little concerned, I wanted to make sure there's that time for public comment.  

>> MATT:

Okay, well, we'll put the information up and let people start queuing up.  I'll let you know if anybody wants to make a comment.  

>> LILLEE:

Rob and Linda, I'd ask you to help us in this discussion, as well.  And Karen, give us some context around your perspective, but we could talk an hour on this, I know, but we don't have an hour.  

>> KAREN:

Well, I think the bottom line is what we need to do today is to agree on an approach on how to address this issue of rapid response.  

Again, the comments were made a little bit earlier, we need to find a way to include comments from public testimony on what is it that -- what are the clinical features that are important to rapid responders, what's the information they need about a given patient.  And clearly, it's not the entire medical record, so what are the four or five or six critical elements.

And then secondly, how would we approach recommendation on actually making them available.  

And the same kind of discussions we're having now on standards, and on ways that one can access information, and the heightened quality and security issues on lab today are going to be important for this broader discussion as well.  So the discussion in the next probably 15 minutes in terms of hearing from the VA, and if there's something that can be shared from the public health experience that we could look at, it could really help us decision to make a decision on how to move forward with this, and some time frame.  

We could devote quite a bit of time to this at the next Workgroup meeting and come up with some recommendations for the 16th, or we could simply make recommendations on the 16th on a process.  

>> LILLEE:

I don't think we have the time here to really dive into this.  And again, on behalf of the private sector, I would tell you that right now, with the advent of the next hurricane season, this is really big for the entire Gulf State Region.  

In addition to some of the other public health issues, it's a huge public health issue for us.  So maybe that is a good recommendation, to spend some concerted time on this after our tee up today.  

Jon, what do you think?  

>> JON:

I think that is a good idea.  In fact, it was really an issue with preparedness that was what in fact took me away from the beginning of the call.  

Maybe I can just tee it off.  We're very fortunate to have the continuity of information, and in fact some of the -- I'm speaking today from the Washington VA Medical Center where we not only receive patients who evacuated from the gulf coast region and New Orleans, but we received patients who weren't VA patients.  And in terms of being a system which has some electronic health records within our operability between sites, the ability to tee up that information, have the continuity, that was terrific, knowing what a patient's health history was, knowing what their medications were, et cetera, et cetera, et cetera, was an extraordinary capability to have.  

Well, what about those patients that we actually cared for across the street from where I'm sitting right now, in the armed forces retirement home, not a VA facility.  Some of those individuals were Veterans in the sense we were able to tap into their electronic health records.  All of the individuals by definition were retired service members, but some had never been to VA before.  And we had very quickly to find out how to take care of these patients.  

And I think this is really a plug for some of the information that Katrina has brought forward, and some of the presentation at the AHIC last time from the Southern Governors Association really hit the nail on the head.  And I tell you this also in the context of being an internal medicine -- internist myself.  If you have the prescription, then you have some insight into what the patient's continuing health needs are, and what their health history is.  

So it seems to be that not just in terms of our own internal assessment, but the external analysis as well, that the pharmaceutical history was what was needed for the continuity of care and some insight into the past health history.  After that, everything else is in a sense gravy.  

But I agree with you, that we are really a month away from the onset of the next hurricane season, and we owe the Secretary the ability to say, what would we have done better, nationally, in terms of Katrina health, and what additional incremental value would additional elements of the health record been able to provide.  And I think that is worthy of further discussion, but I'd rather not cut into the time for public comment on the issues before us.  So let me just stop there, because I think the full continuity for 50,000 patients from New Orleans to have their complete health record wherever they went throughout the country speaks for itself at one level, but the ability to meet the need immediately with the basic information is really the critical task before us.  And would actually be interested in other thoughts, as well, as to what would be the most central element that you would want, and how would we actually make those available, not 5 years from now, but if, heaven forbid, we were facing a similar situation this summer. 

>> KAREN:

One of the things that we might do, because we do have another Workgroup meeting before the 16th AHIC meeting, is to invite a number of different participants.  For example, the American College of Emergency Room Physicians.  We could invite the ambulance association.  And there are a number of rapid responders external to the Federal Government, and also a number within the Federal Government, as well, that we could essentially rely on to help us craft what those critical elements might be.  So we might at least be able to bring to the AHIC some recommendations on the critical components that should be available to rapid responders in the event of a catastrophe or emergency.  And then we can also bring recommendations on how we will address making that available at a later point in time.  

>> LILLEE:

And Jon, to your point, because we've had these discussions in the private sector, although it needs to be much more fleshed out, but the three critical elements are medication history, allergy history, and major medical disease category, such as diabetes, for instance.  Because insulin is such a critical issue.  But if we had the medication history, we would capture that.  

I also want to make sure that we put a sense of urgency around this, because I can tell you in the private sector there's been a real wake-up call after Katrina, and we just can't tolerate more discussion.  We really need to have some well-thought-out, well-planned action and need to spend as much time as we need to learning, and absorbing what we need to.  Clearly the government sector was much better prepared than the private sector.  

>> KAREN:

Shall we move forward in that direction?  We will work with you to invite various sectors of both the private and the government on delivery system to advise (indiscernible) to go with this?  

>> JON:

This is Jon Perlin again.  I think Lillee has really eloquently laid out some of the critical and central pieces of information.  I think we would be able to get greater insight into the critical pieces of information.  I think the other piece of the charge, particularly with reference to Secretary Leavitt's expectation of us, is that okay, identifying the core and central pieces of information, what are the mechanisms to make those rapidly available.  

So I think there are two elements of this.  One, verifying that we're focusing in on exactly the central elements, that there is a creation of agreement that these are the elements that all would identify as the most useful and salient.  And two -- and I think, because I think there's a high degree of probability that the medication, the allergies, the sort of critical illnesses are really the most salient, how do we make that happen in realtime; i.e., available this summer.  

>> KAREN:

I absolutely degree.  And I think it really comes down to the level of detail, as well.  You know, how, for instance, the Consumer Empowerment Workgroup is grappling with medication lists, and the kinds of questions they're dealing with are should it be a 1-year list, should it be a 3-month list, should it be medications that have been filled.  There are various ways that you would have to define I think the medication list, and I think that's where we need to get some really robust discussion on how to move forward with this.  

Well, either way we certainly need to do both things.  Come to an agreement on the list, and come to an agreement on the methodology.  And we will have to achieve both of those at the next Workgroup meeting.  

>> LILLEE:

And Rob let me ask you, because we talked about this earlier, have we teased out all the critical elements that we had wanted to discuss around this section of the emergency EHR record?  

>> ROB:

When you say all of them -- I think we've identified the key ones, I think we still need to make sure that we're targeting where we want to go.  (Technical difficulties) to getting out the elements that we need.  

>> LILLEE:

Okay, so Jon, I think we have our recommendations for dealing with this a little more at our next meeting.  Should we now open the phone lines for public comment?  

>> JON:

I think we should, thank you.  

>> MATT:

It doesn't look like anybody has called in right now.  Just a reminder, if there's members of the public who have been waiting on the phone, and aren't looking at the Webcast to see the instructions, you need to press Star 1 to make a comment.  Again, it's Star 1 on your phone

I guess we'll give people about 30 or 40 seconds to do that, but otherwise it doesn't look like anybody new has called in to make a comment.  

>> LILLEE:

Okay, and while we wait, Karen, if you would just give us some -- it looks like we have a really good view of what we need to do at our next meeting.  You've got plenty of great input, I think, for recrafting and consolidating the next group of recommendations, not quite ready to go to the Secretary yet.  Is there anything else that you would like from the staff standpoint to propose to the group?  

>> KAREN:

Well, thank you, very much for the opportunity, Lillee, and I just -- the only thing I would like to comment again is to thank everyone so much for their inputs.  Everyone has been very generous with their time, with their expertise, and have really produced some wonderful recommendations, and very good writing that we've been able to work with.  So you've been producing fabulous substrate, we will take it back, we will do some iterations.  And again, thank you in advance for giving us the feedback in such a timely way, so we can essentially lock things down to the point where at the next Workgroup meeting there will be a very short time on signoff process and we can delve into the rapid response agenda.  

>> MATT:

Okay, doesn't look like anybody is waiting to speak, so if a member of the public does want to submit a comment or question by e-mail, there will be an e-mail address left up on the Webcast for about the next half hour.  

>> LILLEE:

Okay.  Jon, I guess we have put a very aggressive agenda to a very small time frame.  

>> JON:

It certainly looks that way.  I guess we'll be regrouping fairly soon, but I think there's increasing consolidation, clarity, around the recommendations.  And appreciate your leadership, Karen, and the ONC team, appreciate all the great leadership there.  And everyone online, many thanks for your input, your recommendations, your insight, and your work.  

>> LILLEE:

And I concur with that.  And just one final comment, I have to tell you in the private sector the announcement about Dr. Brailer's resignation.  I guess we should have put out the obvious at the very beginning of the call, which we didn't.  But I also wanted to express the private sector's thanks for the leadership that he has shown, and I'm not sure what opportunity we will have to do that personally, but just wanted to call that out.  

>> JON:

Let me join you, because I think there is equal support, respect, and (technical difficulties) privilege of working with David.  That's felt throughout the public sector, as well.  So I think it's hard to imagine that anybody could have had better vision, clarity, in articulating a mission and focus in bringing together the workgroups, support of Secretary Leavitt, and I would join you in representing the public sector in saying thanks.  

>> KAREN:

Thank you very much on his behalf, and I do know that he wants very much to be part of the next Workgroup call next Tuesday.  So he will be here at least online, to address everyone at that time.  Thank you.  

>> :

Thank you.  

>> :

Take care.  

>> :

All right.  

>> LILLEE:

Thank you, everyone.  

>> :

Bye.  
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