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Presentation

MacKenzie Robertson – Office of the National Coordinator
Good morning, everyone. This is MacKenzie Robertson in the Office of the National Coordinator. Sorry for the brief delay in the start this morning. This is the 42nd meeting of the HIT Standards Committee. This is a public meeting, and there is public comment built into the agenda, and the meeting is also being transcribed, so can you please identify yourself before speaking? I'll now quickly take role. Jonathan Perlin? 

Jonathan Perlin – Hospital Corporation of America
Here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Jon. John Halamka? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Here.

MacKenzie Robertson – Office of the National Coordinator
Thanks, John. Dixie Baker?

Dixie Baker – Martin, Blanck, and Associates
I'm here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Dixie. Anne Castro? 

Anne Castro – BlueCross BlueShield of South Carolina
Here. 

MacKenzie Robertson – Office of the National Coordinator
Christopher Chute. 

Christopher Chute – Mayo Clinic College of Medicine
Present. 

MacKenzie Robertson – Office of the National Coordinator
John Derr? 

John Derr – Golden Living, LLC
Here. 

MacKenzie Robertson – Office of the National Coordinator
Floyd Eisenberg? 

Floyd Eisenberg – Independent Consultant
Present. 

MacKenzie Robertson – Office of the National Coordinator
Jamie Ferguson? Leslie Kelly Hall? Martin Harris? Stanley Huff? 

Stanley Huff – Intermountain Healthcare
Thanks, Stanley. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Stan. Kevin Hutchinson? Elizabeth Johnson? 

Elizabeth Johnson – Tenet Healthcare Corporation
Here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Liza. Rebecca Kush? 

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
Here. 

MacKenzie Robertson – Office of the National Coordinator
Arien Malec?

Arien Malec – RelayHealth Clinical Solutions
I'm here. Or I guess there. 

MacKenzie Robertson – Office of the National Coordinator
All right. Thanks, Arien. David McCallie? 

David McCallie – Cerner Corporation
Here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, David. Marc Overhage? Wes Rishel? 

Wes Rishel – Gartner, Inc.
Here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Wes. Chris Ross? Walter Suarez? Sharon Terry? Jim Walker? Tim Cromwell? 

Tim Cromwell – Department of Veterans Affairs
I'm here. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Tim. Lorraine Doo? Nancy Orvis? And Charles Romine? 

Charles Romine – National Institute of Standards and Technology
On the line. 

MacKenzie Robertson – Office of the National Coordinator
Thanks, Charles. And with that, I'll turn it over to Dr. Mostashari for some opening remarks. 

Farzad Mostashari – National Coordinator
Thank you, MacKenzie. And thank you, Health IT Standards Committee, for being the place where the people's work gets done. It's been a – an exciting past few weeks since our last meeting, and I think the main message for me is that we get to keep working, we get to keep making progress together, Democrats, Republicans, all the different groups that have a stake in this, which is everybody, which is all of us. And we do it in an open and inclusive way. We do the hard work of – the painstaking work of getting consensus, and there is no other way forward than that painstaking consensus process, but we do it with the goal in mind, with the eye on the prize, and with the urgency, because even though, as I said, there is more time, a week, a month, a year, and then the opportunity is lost. So while we keep moving ahead with fundamentally the same processes, certainly the same trust, policy trust, this is also a time for us to take stock. And as we start this next cycle of rule-making, to ask ourselves, have we been aggressive enough? Have we been in some areas too aggressive? What is the opportunity space here? And how could we continue this progress up the escalator without moving so fast that people fall off? And that's been always I think what we have – we have striven for, to have our feet on the ground at the same time as we have our eyes on the prize. 

We have I think importantly and as a – as a clear indication of how there is no rest, the – even as the stage 2 certification testing tools are being vetted and are reviewed, and even as vendors prepare for what will be undoubtedly a big step forward in interoperability and exchange in stage 2 over the next 9 to 12 months of implementing these, getting them tested, getting them rolled out, and having them – that increase in interoperability and exchange be made visible to many of those out there who feel it's been too long. What's taking you guys so long? When are we going to get there? For us to be thinking about what the next stage brings, and in recognition that this journey on interoperability is a journey. There's not going to be a, you know, you're there. We're going to constantly be advancing and making more rigorous what we can do and how we can share information. 

For stage 3, one of the things that I asked the Health IT Policy Committee, you will – many of you will look at this, and many outside will review this request for comments, and I think will feel that if everything in here ends up being part of stage 3, it will be too steep. It will be a – too much and too fast. And I think part of the whole goal of asking for more comments on more issues and the request for comments is for us to be able to have that input opportunity for the community, about what matters the most. What's the most important thing? And also what has been the self-experience in some of these areas? 

And here, as in all of our request for comments, experience counts for a lot more than opinion. Opinion is great. Opinion is lovely. But if those who can come forward and say, "We actually have done this. We have tried this. We have made progress on this, and this is what we have found," those are in particular, for those of you listening and thinking about responding to those RFCs, that's ____ particularly valuable. And also not reasons why no, but reasons how it can be done. And in some ways, it may mean making it simpler, or making it beginning, having those low regret steps that set us on the incremental but ultimately transformative path. What can we do soon? 

And what I ask the Policy Committee to make sure we didn't neglect was whether we could make in stage 3 progress on query, the query for patient information. We have pushed I think very hard to make sure over the past few years that the basic planned transitions of – transitions of care and information flows that should occur, a transition of care that should occur, and – include notification that should – people can get their lab data electronically, that they can get – send information to a patient _____, that the basic volitional, purposeful information flows can be accomplished, but we also recognize that that's not always going to be the case, and there's always going to be needs – times when there's unplanned care, and when a patient is sitting in front of you and they say, "I got my care over there," and for us to be able to not only in the parts of the country that are blessed to have health information exchanges, but anybody who has a certified electronic health record, to be able to access some basic level of – and respond to some basic level of query. That's my dream. That's my hope. That's the task that I'm asking the community at large to say, "How can we make progress on this in a way that is low regret, that a way does not preclude further progress in the future?"

And I – you know, we fully recognize that when this committee gave us recommendations for stage 2, you felt that many of the available standards were not adoptable enough, were not widely used yet, or there were challenges around identify matching, challenges around provider directories, challenges around consent management, that are certainly much more complex when you get to the query side. But I guess what I'm asking the Policy Committee, and now we're asking you to consider, is given that, what can we do to make progress, and to really make sure that we've left no opportunity on the table for this. 

The other area where I asked the Policy Committee to weigh in on, and I think this actually has even more salience, if possible, for the Standards Committee, is are there ways in which functionality and standards within electronic health records can take us out of that familiar axis of, you know, more or less, harder or slower? And by this I mean are there some functionalities or capabilities that would enable more innovation that is not just incremental, evolutionary innovation, efficiency innovations, but actually set us on a path towards more transformative, more enabling innovations? 

And in particular, the issue of how we can have not only interoperability between electronic health records systems, but making electronic health records systems more accessible to other applications, whether this is modular, modularizing electronic health records through APIs, whether it's making ACO-enabling software be able to have access to that electronic health record-derived information more readily, whether it's around kind of being able to have these electronic health records function more as platforms rather than as all in one, hard-coded vehicles. 

So if you take the quality measure or the decision support as an example, we can certainly make – have incremental requirements that you now have to have more measures or more decision support. Here's another one. Hard-code this one, too. Hard-code this one, too. And the amount of work is almost linear to the number of measures that are implemented, or making progress on being able to have at least for a certain class of those quality measures or decision supports computable logic that will enable us to – for – after an up front investment in that infrastructure, will enable us to have many, many more quality measures and decision supports and registry functions and protocols be able to be consumed by electronic health records, and spur innovation if every content developer were freed from the challenges of distribution, as it were, could that content be – could there be innovation in people – many of you around the table here having that content, that clinical content, being able to make that freely available to others to take part in.

So those are I think – and the way we've expressed it in the RFC is most – mostly more around kind of technical language, around APIs, but the concept is I think a little bit broader than that, is what can we do today to spur innovation not only within the incremental innovation, within electronic health records, but of all the systems that may go around it that may benefit from access to information from, but also the ability to push information to, electronic health records at the appropriate place and the time. 

Big questions both, but we're not here to do little work. We're here to do big things, even though we take that incremental approach, as always. Thank you, and looking forward to this 42nd meeting of the Health IT Standards Committee. 

Jonathan Perlin – Hospital Corporation of America
Thank you, Dr. Mostashari. Very eloquent and inspiring words to get us started on our tasks of the day. Let me begin by thanking those members, those intrepid members of the committee, who've journeyed to Washington, I know for a variety of reasons. This has been a challenging travel week, so a special thanks to those of you who did trek, and to all who are participating. As well to the Office of the National Coordinator. I think those who have lived or observed the political cycle know that it's just – transitions are times that consume a lot of bandwidth, but I look forward to really the continuing work. So what a privilege it is to be here with all of you. 

I'm not going to try to replicate the eloquence of Dr. Mostashari's comments, but I have been thinking a lot about our work at this juncture, and I'm meant to give a talk in systemness in the next couple of weeks. I was really thinking about the role of information in systemness, and when you think about the sort of the dystopian fracture of non-system healthcare and the images we all have that we've discussed before for personal and population health, really, it's hard to imagine really a more effective frame without the presence of information, information that can span what some might define as boundaries, but facilitate those transitions. 

And so as we think about systems of care, you know, it's sort of like the Russian doll. There are a number of levels that were effective, not only in terms of needing – or being able to meet personal health needs, but to meet the needs of the society more broadly, and being able to provide solutions that are _____ individuals in terms of their service needs, not necessarily a set of – a solution that's rigid, but in fact, a set of capacities that flexes to individuals' needs _____ society, a system that has not only a historical perspective, linking informing current care and current health with past experience, but one that has learning capacity to anticipate. 

And it's really interesting when we think about the dimensions. We're – we've been talking about the continuity of information in sort of a horizontal fashion, but it allows a temporal relationship with intelligence to be exerted, be it device, products, drugs, some of the issues, these are – these are utility in this next world of coherent standards supporting the aspirations of stage 2, stage 3, and beyond, to really make a possibility in the near future, and that I find hugely exciting. I hope it energizes you. It certainly energizes me. It makes me very appreciate of the opportunity to work with all of you. 

And in our agenda today, which John will go through in some greater detail, we have a very robust agenda. Stage 3 talks a lot about the aspirational capacities that Dr. Mostashari just mentioned, the importance of making sure that the choices that are made really support innovation and possibility. That is going to challenge us to be as creative and supportive as possibly can be. But look forward to that discussion, which I hope we will frame in the – really in the sense of creating possibility, to the greatest extent in the nearest time. 

Dixie Baker has been doing yeoman's work in privacy and security that reminds us that the system is really composed of many elements, and specially, when you – we use the rubric of modules, there are potential requirements that the modules have to meet if the system as a whole is to have the highest level of integrity in terms of privacy and security. 

We have a very robust afternoon. It's a visit back to a number of topics, terrific work for our colleagues in the vocabulary space and the quality space, and a lot of information, ____ CPS2, etcetera, and a lot of information that I hope everyone has had a chance to pore through, because certainly we won't be able to look at all slides, but hopefully have a discussion about the implications toward our future work. 

And then in very, very practical terms, appreciate Carol Bean bringing us up to date on the next stages of certification, and that is a very thoughtful presentation that's been provided to us. Obviously, a lot of builds, and if you look at the dates in those builds, they're very proximate, and so there's a huge amount of work to do in relatively short order, but that signals clarity about the requirements for the next stages of certification, becoming increasingly clearer, and I want to thank the Implementation Work Group for their support informing this process throughout, Liz Johnson and others. 

Let me just ask – I know you've had a chance now to look at the minutes. They're very detailed, extremely detailed, and appreciate the capture of the discussion from the Office of the National Coordinator. Any suggested revisions to the minutes? I'm looking around the table and seeing all faces in agreement. Let's assume consensus and consider those adopted. And with that, let me turn to Dr. Halamka for any specific comments on the order of the day. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Well, thanks very much, and as he said, we are going to go through in a detailed way the Policy Committee's recommendations for stage 3. And Farzad introduced it very well. It's hard work, because we have to decide how aspirational to be. Where there are standards gaps, are we willing to seek creative solutions to those standards gaps, or do we just want to say no? 

Now let me give you a couple of personal examples as to how you can work through such issues? So provider directories we wrestled with. We looked at LDAP and we looked at DNS and we looked at all kinds of variation, and we said, oh, the standards for those are not really mature at this point. Well, the challenge was is Deval Patrick had to turn on the – the health information exchange for Massachusetts on October 16th, and we needed a provider directory solution in place on October 16th, so he could send his own record from the Mass General Hospital to a community hospital in the western part of the state, where he lives. 

And so what happened? Well, a couple of guys got around a table with some beer, and we said, hmm, Dr. Perlin, let's see. You have an address. You have a phone number. You have an email. And you probably are associated with an entity. That'd be HCAA. You know? So there are probably about a dozen fields you need in the provider directory, and, you know, hey, Farzad, you want to talk about query? Well, we probably want a query based on his name, maybe a little fuzzy logic, because Perlin sometimes can be spelled with a U. Oh, probably a specialty, or his zip code. You know, three or four different things you can query on. 

And what do you know? In an afternoon, we had a two-page spec that we then implemented in a week, and it's now live. Okay. You know, cost next to nothing. Yeah, is it ANSI accredited? No. It was the beer principle. A couple of guys solving something simple. But hey, after a year of running it, maybe, you know, this committee will hear about it and say, well, it's good enough. Might we consider such a thing? 

So I think that there are solutions to some of these things that don't have standards in place. And another example is query. So those who read my blog, you know my mother broke her hip some weeks ago, and the challenge was the hospital didn't have her list of medications. So they asked my father to go home and pull every plastic pill bottle he could find in the house, and then they put her on all of them simultaneously. And that was 22 different medications. In fact, she's on two medications. 

So she's in Southern California. Do I fault California for not having a robust record locator service and consent repository? I really don't. But wouldn't it be wonderful – they knew who her primary caregiver was. He happens to be at the USC Medical Center in an academic practice. Why not, hospital, say, I will send a query to USC Medical Center and say, here's the patient, name, gender, date of birth. Send me a medication list when you can. It may not be real time. It could be a few hours, or even a day delayed, but think of the harm that would have been avoided if you would have had even that simple query response kind of transaction. So that's within our reach.

And again, you know, we'll look at the standards, I'm sure, and say, oh, well, it's not quite ready for prime time standards to do query response, or there are standards, but they're too complex, but I reflect back on the Social Security Administration's MEGAHIT pilot some years ago, where it was a very simple question. A patient consents to have their records retrieved in a longitudinal way, not just an episode of care from a hospital or doctor's office, and they sign a consent. 

So the folks at the SSA said, "We're not really sure how to do this, so tell you what we're going to do. We're going to do a scan of a piece of paper with the signature on it, and we're going to send it as a JPEG, along with the metadata, their name, gender, date of birth, to the hospital, and say, 'We're the SSA. You can trust us. Here's a JPEG of the consent if you really need it.'" And the answer is in a couple of weeks we went live, and we reduced the cycle time for medical records requests to the SSA from six months to sixty seconds. So these are the sorts of things you can do. 

But we do have to be careful, and that is – I look at my fellow CIOs, and we're all practical people living in the real world, and the – it's not meaningful use. It's not HIPAA. It's not elements of this or that particular security constraint. It is the collective burden of all we are doing that makes it sometimes hard to get through each day. 

So at the same time I want to prevent harm and I want to encourage patient and family engagement and I want more data flowing to more people, we have to be careful of not creating such a burden that – ICD10 and healthcare reform and stage 2 and 3 hitting simultaneously to a gree that – to a degree that no one can get their work done. We just have to be very, very cognizant of that. 

Now along the way there may be simpler solutions, simple standards like I mentioned, but as you also discussed, APIs. The interesting aspect of APIs is how prescriptive can we be, and I think we've discovered with standards is the more optionality you have, well, the harder it is to create interoperability. But this is a pretty nascent marketplace, and maybe the answer is we just have to have certain characteristics about how modules could access data in individual vendor systems, and let the marketplace evolve, because as you did with the governance RFI, you know, there's a point in history where it's too early to come up with too detailed guidance. So that's why I look forward to Dixie's comments, because it will be more what are the characteristics one would want if one were going to have a modular ecosystem? 

So between our review and balance of what's aspirational versus what's doable in stage 3, the guidance on the APIs, and then important enablers, as you mentioned, Jon, the vocabulary and code sets and terminology and quality measures. I look forward to the meeting. It'll be a great discussion. 

Jonathan Perlin – Hospital Corporation of America
Well, thank you, John. And we're going to dive right in. There is a huge amount of work. Let's see, Jodi, did you want to offer some – let me turn to Jodi Daniel for a moment. Were you trying to weigh in? 

Jodi Daniel – Office of National Coordinator
Oh, no, no, no. I ____ the next – 

Jonathan Perlin – Hospital Corporation of America
Okay. Okay. Well, then, with that, let us then go to Doug Fridsma, then we're into a very detailed discussion. It's – John and I were discussing strategy a little bit beforehand. It's a shame we can't simultaneously tee up the questions on one panel with the specific meaningful use requirements for stage 3 in the other, but Doug, we'll look forward to your walking us through that, and all of us, let's – if we can do the mental exercise of trying to go back and forth between the question, the specific questions, and the text of the standards themselves, it may prevent going through twice. So maybe we can do that. I think everyone's got either a hard or electronic copy they can flip back and forth, if that helps you, Doug, instead of taking us through twice, then – 

Douglas Fridsma – Office of National Coordinator
So thanks, Jon. I apologize for being just a bit late here, but this is actually – I – in this particular segment, I'm going to serve as the wingman here, and Jodi is going to kind of lead us through the RFC. I'll be here to sort of support her. She's – 

Jodi Daniel – Office of National Coordinator
Or kick me under the table if _____ – 

Douglas Fridsma – Office of National Coordinator
Or kick her under the table if need be. But I'm going to – I'm going to let her sort of organize that, and then we'll lead into a discussion about our role within the HIT Standards Committee. 

Jonathan Perlin – Hospital Corporation of America
Let's turn to Jodi Daniel, and Jodi, if that's – if that process will work for you – 

Jodi Daniel – Office of National Coordinator
Sure. 

Jonathan Perlin – Hospital Corporation of America
– or whatever you suggest to keep us efficient through a very substantial amount of information. 

Jodi Daniel – Office of National Coordinator
Great. Thank you. So we have Michelle here from – from ONC, who has been leading our meaningful use workgroup, to help walk through all of the details, and she's been working very closely with the Health IT Policy Committee in every single discussion for all the different requirements that are currently in the RFP. So just to – by – to introduce this, we are – so as Farzad had mentioned, you know, stage 2 is just – just hot off the presses still, but we are already starting to make progress on stage 3, and thinking about stage 3 of meaningful use. Our Health IT Policy Committee has been working for the last few months to start thinking about what kinds of policies they may – that they want to get comment on for stage 3 of meaningful use, and last week discussed a request for comment, the meaningful use stage 3 policy priorities. 

So like I said, Michelle will walk through that RFC. We're hoping to have that published this week, later this week, and with an expectation that we would have comments being due by mid-January. So we heard loud and clear folks not wanting to have them due right at Christmastime, so we're going to be extending that period into mid-January. 

So we will be – this – the way the timing is going to work, so we will be publishing the request for comment. We will be getting comments. This is the Policy Committee's request for comment, although ONC has added a couple of points that we also wanted to get comment on while folks are looking at stage 3 and providing feedback. They've identified some areas and some policy priorities for comment. What we hope that the Standards Committee role would be is to obviously look at the standards and certification criteria that may align with those policy priorities. 

At this point, this really is still the first step. So we have a request for comment. We get public comment. Then the Health IT Policy Committee will go back, process those comments, think about how they may want to adapt the recommendations that they then finally make to ONC, and those recommendations will then come over to the Standards Committee for you all to identify standards and certification criteria. 

What we're hoping at this point, though, is that we would love the Health IT Standards Committee to give us sort of a high level review of standards and capabilities that may align with those policies that are suggested in the request for comments. What – the way we're thinking about this is that as the policy committee is making recommendations and thinking about their final recommendations to ONC, to the extent that they have the information about what's technically feasible at this point in time, it may help them in thinking about which things are right for them to include in recommendations for stage 3 to us. 

So for instance, it may be – the Standards Committee may identify that there's – there is technical – technological capability and growing consensus on standards in a particular area that the Policy Committee has put forward in the RFC. You all may identify that there's some standard or capability that's emerging and may be ready, and that there may be some steps that need to be taken for the standards or capability to be ready. So it'd be good to know that earlier rather than later. 

It may be that there is a policy that – objective that's stated in the RFC where the standards or the capability isn't quite there, but a slight modification to the way the policy is written for meaningful use may make it so that there is alignment with the technical capability and the policy objective, and so again, that feedback might be helpful. And there may be some areas where there's a policy priority that is identified in the request for comment, but where the Standards Committee believes that the technology isn't right. And again, that would be helpful feedback for the Policy Committee as they're thinking through it, making final recommendations to us. 

So what we're hoping to do today is walk through the request for comment so that you all have a chance to understand all of the policy priorities that have been identified by the Policy Committee, have a chance to ask questions if there are things that don't make sense, or that you want further elaboration on, and then the ideal would be to have the Health IT Standards Committee give some preliminary input that would be aligned with the timing of the public comment, so that when the Policy Committee looks at the public comment, they have your input as well as they're thinking through the policy decisions and recommendations to ONC. 

You all will still have another bite at the apple. As I have said, you – this – after the Policy Committee makes formal recommendations to ONC, the Standards Committee will then have an opportunity to look at those policy priorities and identify standards and certification criteria in formal recommendations to ONC as well. That would be in the like late spring, summer timeframe. So this is only a first bite at the apple, but we think it's an important chance to do sort of this high level assessment that would give the feedback to the policy – the folks who are thinking about the policies, so that they can make smart choices when they are making recommendations to us on those policies. 

Anything that I didn't say that you want to add, Doug? 

Douglas Fridsma – Office of National Coordinator
No. Let me just – no, the goal here is to get the tech – the technical assessment. It isn't necessarily a rehash of what the list of policy objectives are. It's really to focus on the technical capabilities and to just sort of put an underscore on some of the comments that Jodi said. It could be that with a tweak to the policy, it aligns better with this – the current state of the art in the technology, and that's important feedback to the HIT Policy Committee. 

It could be that given the state of the art in technology, that there's a missing opportunity that's listed, and that we may wish to say, "Here's some low-hanging fruit that might provide us a path forward." And it could be that there are some policy objectives that are – that are a ways in the future that the technology hasn't really caught up. What would be useful there would be not a – well, this isn't – this isn't possible for meaningful use stage 3 or whatever, but what would be helpful is to say, what is the incremental step that would get us to that? So it could be that there's some stuff we've got to do in the next couple of years to set the stage for that policy objective. So some of the goals are pretty – you know, might be pretty big. 

How do we break that down into smaller bites that will allow us to get there? So tweaks to the policy, low-hanging fruit, and then this notion of what's the incremental path to get there? Okay? 

Jodi Daniel – Office of National Coordinator
Okay. So Michelle – is Michelle on the line? Do you want to key her up, MacKenzie? 

Michelle Nelson – ONC Meaningful Use Workgroup
I'm here. Can you hear me? 

MacKenzie Robertson – Office of the National Coordinator
We can barely hear you. 

Michelle Nelson – ONC Meaningful Use Workgroup
Is that any better? 

MacKenzie Robertson – Office of the National Coordinator
Nope. I think we're going to work here to turn your audio up. Keep talking, though. 

Michelle Nelson – ONC Meaningful Use Workgroup
Okay. I have a soft voice as well, so that doesn't help. Any better? 

MacKenzie Robertson – Office of the National Coordinator
No.

Jodi Daniel – Office of National Coordinator
It's still – it's still very faint. 

Michelle Nelson – ONC Meaningful Use Workgroup
I can try and switch phones quickly, if this isn't working. 

Jodi Daniel – Office of National Coordinator
Okay. Why don't you try that?

Michelle Nelson – ONC Meaningful Use Workgroup
Okay. 

[Background voices]

Douglas Fridsma – Office of National Coordinator
Perfect. 

Jodi Daniel – Office of National Coordinator
It must be her phone. 

[Background voices]

Douglas Fridsma – Office of National Coordinator
I think she's calling back in. 

Jodi Daniel – Office of National Coordinator
She's in Maine. 

Douglas Fridsma – Office of National Coordinator
So do you want to start on these slides – 

[Background voices]

Jonathan Perlin – Hospital Corporation of America
We're just waiting to try to get a telephone line established to Michelle. 

Douglas Fridsma – Office of National Coordinator
Well, I – maybe what we should do is while we're waiting for Michelle to step – to call back in, some of the first couple of slides are really just a reiteration of some of the points that Jodi made, and so I don't know, Jodi, if you wanted to – 

Jodi Daniel – Office of National Coordinator
Sure. 

Douglas Fridsma – Office of National Coordinator
– step through some of those while we're waiting for Michelle to call in. 

Jodi Daniel – Office of National Coordinator
Sure. Yeah. 

[Background voices]

MacKenzie Robertson – Office of the National Coordinator
It's Michelle Nelson Consolazio. So she's switching back to Nel – Consolazio.

Jonathan Perlin – Hospital Corporation of America
I see. Okay. 

[Background voices]

Jodi Daniel – Office of National Coordinator
Okay. Hopefully we'll get her back on. So as some of this – if you can go to the next slide, I had mentioned in our – in my opening remarks, but the goal of having a request for comment is to extend the public discussion for the next stage of meaningful use and get some more formal public comment in advance of the stage 3 recommendations. So of course, these are open meetings. The Health IT Policy Committee and the workgroups are all open meetings, and they're all open for public comment. But having a like laid out set of policy priorities for folks to really think about and provide more formal comment on was the goal. 

We are very committed to an open and transparent process, so not only do we have these discussions in public meeting, but we are also having this request for comment, and then of course when we put out our proposed rule, there's also always an opportunity for public comment before we finalize them. So lots of chances for folks to weigh in. But for folks who are listening on the phone, I do really encourage you to provide input during this comment process, because it really does shape the recommendations that we receive, and we do look very strongly, as you all know, to the recommendations from the Health IT Policy Committee and the Health IT Standards Committee. So please take a look at these – at the RFC when it does come out. 

We do in the RFC have asked for input on specific questions, so not only do we establish the Health IT Policy Committee establish policy priorities, but there are certain areas where they have specific questions, where they want to get more input on, and thinking through those policies. And then finally, one of the other goals is to provide some signal to the industry of potential new functionalities that the Policy Committee may recommend so that folks, one, can weigh in, like you all, on whether or not those capabilities can be feasible in that timeframe, but also so folks can start thinking and planning how they will be able to build those capabilities in time for the next round of rule-making. 

MacKenzie Robertson – Office of the National Coordinator
Michelle, are you there? 

Michelle Nelson – ONC Meaningful Use Workgroup
I am. Is this any better? MacKenzie? 

MacKenzie Robertson – Office of the National Coordinator
Yeah, we can – we can still barely hear you. 

Michelle Nelson – ONC Meaningful Use Workgroup
I'm not sure what to do. 

MacKenzie Robertson – Office of the National Coordinator
We're trying to work on it here in the audio. 

Jonathan Perlin – Hospital Corporation of America
Go to perhaps Dixie and come back to Michelle if – if we can establish the connection? 

Jodi Daniel – Office of National Coordinator
That might be a good idea. 

Jonathan Perlin – Hospital Corporation of America
Okay. Let's do that, and maybe we can work on the link, unless there's someone else who would want to present – 

MacKenzie Robertson – Office of the National Coordinator
Michelle, can you just try one more time for us? 

Michelle Nelson – ONC Meaningful Use Workgroup
Is this any better? 

MacKenzie Robertson – Office of the National Coordinator
No, it's not really any better. Are you available later if we switch presentations, Michelle? 

Michelle Nelson – ONC Meaningful Use Workgroup
How much later? 

MacKenzie Robertson – Office of the National Coordinator
Thirty-five minutes? 

Michelle Nelson – ONC Meaningful Use Workgroup
Yes. 

[Background voices]

MacKenzie Robertson – Office of the National Coordinator
Okay, Michelle, can you – we're on slide – can you try speaking again, just so we can hear you? 

Michelle Nelson – ONC Meaningful Use Workgroup
Okay. Is this any better? 

[Crosstalk]

MacKenzie Robertson – Office of the National Coordinator
Perfect. 

Michelle Nelson – ONC Meaningful Use Workgroup
Okay. Okay. So I'm going to skip to slide 4. And so I realize that you all don't have a copy of the RFC in total yet. We are working on a few language tweaks coming out of last week's meeting. As soon as that is finalized, we will distribute it to the Standards Committee as well. 

So just to review, there are a few different sections within the RFC. The first is the measures and objectives. That's where the bulk of the questions come from. And it's broken up into the policy priority areas, as the past stages of meaningful use have been. The Meaningful Use Workgroup worked on the improving quality, safety, and reducing health disparities, engaging patients and families, improving care coordination, and improving population and public health. The Information Exchange Workgroup worked on the information exchange section. And then there are some overarching questions that have come from everyone. 

I'm not going to spend as much time on the quality measures and privacy and security sections. There is a presentation later on today about quality measures, and they are really just a lot of questions for both quality measures and privacy and security. I do want to point out that there are a few different types of questions or recommendations that are being made within the RFC. So there are items that have been designated as stage 3 objectives and measures. There also are certification criteria items, which is where I'm going to spend most of my time today. 

We did bring some questions forth in the summertime that the Clinical Quality Workgroup Vocabulary Task Force and Clinical Operations Workgroup all provided feedback on. And we also were fortunate to have John Halamka on one of the or two of the subgroup calls, one for engaging patient and families, and another for care coordination, to help further inform where things should be placed, stage 3, a future stage, or if something would be feasible to do within our timeframe. So as we go through, I'll point those things out to you. There were a few areas where the Policy Committee did receive feedback that the standards may not be ready within two years, but it was decided that it was something that was important enough that we really wanted to push a little bit harder on. So I will point those out as we go through. Next slide.

So I'm going to kind of try and quickly go through what the measure is. Some of it is just increases in thresholds from stage 2, and really point out the certification criteria, which I think is more of an interest for this group. 

So for CPOE, for stage 3, they're just increasing all the percentages to 60 percent, so for meds, labs, and all – I'm sorry, for meds, labs, and rads, it's 60 percent. But there is an addition of certification criteria for drug/drug interactions for "never" combinations. This is something that was brought forth to the Standards Committee within those workgroups, and they thought it was feasible within two years. Next slide.

There's a new objective for CPOE for transitions of care. E-prescribing hasn't changed all that much. For the EH side, there's an increase in the threshold to 30 percent. For future stages, though, we're hoping to push a little bit harder for formulary checking and make sure that there's a little bit of an advancement for med reconciliation. And then there's also a question about how to include formulary checking into the EHR. Next slide.

For 104, we are questioning whether there are a few objectives that perhaps are topped out and maybe they could be retired. So for the demographics objective, this is one of those. It's – for stage 2, it's already at 80 percent. But we are asking for additional certification criteria, and this is also something that we did hear from the Standards Committee that would be feasible. So we're asking for occupation and industry codes, sexual orientation and gender identity, disability status, and to be able to differentiate between patient reported and medically determined items. So there may be some standards work that needs to continue. 

For 105, we're hoping that EHR should have the functionality to help maintain up to date problem list. So for the next three, these are all certification criteria, and they're all fairly similar. They're just – this one is for the problem list, and for 106 and 107, it's for the med list and the med/allergy list. We are asking for certification criteria to be able to maintain accurate lists. We aren't asking for the EHR to actually provide – so the intent is not that the EHR would provide the functionality to help maintain the functionality for active problem list, but that they would supply the rules so that it can be accomplished. So essentially, these are similar to clinical decision support for problem lists, med lists, and med/allergy lists. 

Moving on to 108, this is another one of those that we are talking about perhaps retiring as topped out, but ensuring that there is a way to track progress through the CQM, so there is NQF 0018, which tracks blood pressure. So we just want to make sure that it would be okay to retire this measure. 

Moving on to 109, same thing for smoking status. It's already at 80 percent, and there is a CQM, NQF 0028. Can this be retired? 

For 112, this was one – so this is for advanced directive. We're hoping to make it a menu item for eligible professionals and a core item for EHs. There was a question asked to the Standards Committee regarding where the CDA fits in with the advanced directive, and we were told that the advanced directive can be represented in the CDA, but it's not well-standardized, but it may be something that's feasible within two years for stage 3. Next slide.

So this slide has a lot of detail on it. We're trying to do a lot with this measure, and this is one where we're still tweaking the language a little bit to provide a better context for what we're trying to achieve. So this is for clinical decision support. There's a move from stage 2 to stage 3 for there to be 15 interventions from 5, also related to 5 clinical quality measures. And then we're also hoping that, depending upon the EP specialty, that they're able to include one or more interventions related to preventive care, chronic disease management, appropriateness of lab and radiology orders, and advanced medication related decision support. 

Going back to the chronic disease management, we received a letter from Tom Frieden from the CDC. This is an item that would be a high priority item for the CDC as well. And then in regards to the certification criteria, this is an area where we did receive feedback from the Standards Committee that the standards may not be ready within two years, but the Policy Committee felt that it was important enough that they really wanted to try and push for it. So items 1 through 4 were all items that we did receive word that they would not be feasible. So the ability to track CDS triggers and how the provider responded to improve the effectiveness of CDS interventions, the ability to flag preference-sensitive conditions and provide decision support materials for patients, the capability to check for a maximum dose, in addition to a weight-based calculation, and the use of structured SIG standards. So all of those, this is something where we certainly will need feedback from the Standards Committee.

And then 5, we believe that there will be the ability for EHRs to consume CDS interventions from a central repository. This is something that the Healthy Decisions Group is working on from the SNI framework. 

So I don't know if I should pause, and if this is something that we should have discussion on, or if maybe at the end this is something that the group can discuss. So I'll just keep moving forward.

For future stages, we're also hoping that there can be certification criteria to explore greater specificity for food and drug interactions, and then we're also hoping to push a little bit harder for easing prior authorization for future stages. Next slide.

114, we're hoping to incorporate clinical lab test results and just push the threshold up to 80 percent. 115, generate a list of patients for multiple specific conditions and present near real time patient-oriented dashboards for quality improvement. 116, just pushing the threshold up to 20 percent, so more than 20 percent of all unique patients who have had an office visit will be sent a reminder per their preference. Next slide. 

117, for eMAR, we're just pushing up the threshold to 30 percent, and also adding on the addition of mismatches, which are tracked for use in quality improvement. 118, we're just hoping to move the imaging objective from menu to core. 119, increasing the threshold for recording patient and family history. So – and there's also certification criteria that they're asking for to make sure that every appropriate CDS intervention can take into account family history. This is one that we heard that while CDS for family history do not exist, despite individual elements that may be well-standardized, so it's unlikely that it will be ready by stage 3. This is feedback that we got from the Standards Committee earlier this summer. Next slide.

For 120, we're just asking for the recording of electronic notes within four calendar days. 121, for hospital labs, we're just increasing the threshold to 80 percent and moving to core from menu. And then 122, we're hoping to push towards closing the testing loop, so the EHR will be able to assist with follow-up on test results. This is one where we haven't received feedback, but we're hoping that there can be certification criteria in place so that EHRs have the ability to identify abnormal test results and to notify the ordering provider when results are available, and the EHR must be able to record the date and time the test results are reviewed, and by whom. Next slide.

So for 204A, this is the view, download, transmit. For stage 3, we're hoping to move it to be within 24 hours. It was four days in stage 2. And based upon experience in stage 2, we may want to also increase the thresholds. This is one where they received input from both the Standards Committee, and actually John Halamka had joined one of their calls, and they were told that they could make the automated blue button initiative, ABBI, a menu item, so providing 50 percent of patients the ability to designate to whom and when a summary of care document is sent to the patient's designated recipient. 

They were hoping to push a little harder, but based upon the feedback received, they proposed for future stages to have the ability for providers to review patient transmitted information and accept updates into the EHR, and there needs – standards work needs to be done for provider directories in order to facilitate more automated transmission per patient designation. 

And also in the questions column we are hoping to include, or is there the ability or readiness to include images, actual images, not just reports, radiation dosing, and additional menu items, similar to enable patients to view provider progress notes, similar to what was done in the Open Notes Project. 

And then there are also additional questions about how to educate patients regarding the capability for them – I'm sorry, regarding the transparency and education about the benefits and potential risks of downloading health information. Next slide.

204B is a new objective to provide ten percent of patients with the ability to submit patient-generated health information. And then in the questions column, we're asking for the readiness of standards to include things such as medical devices from the home, and again, this is another one where it was placed as a menu objective based upon the feedback received from the Standards Committee. 

204D, providing patients with the ability to request an amendment to their record online through VDT or in an obvious manner. And then for 205, there's no change to the clinical summaries objective. Next slide. 

206, for the top five non-English languages spoken nationally, asking providers to provide 80 percent of patient-specific educational materials in at least one of those five languages, based upon the EP or EH's population. 207, this is a secure messaging objective. We're just pushing to ten percent for stage 3, but also asking for comment on what might be the appropriate threshold for this objective. In future stages, we're also asking for certification criteria to create the capacity for electronic episodes of care. 

208, this is an objective that was not included separately in stage 2, so the Policy Committee is asking for it again, for the ability to record communication preferences for 20 percent of patients based on how patients would like to receive information for certain purposes. Next slide.

209, this is certification criteria only, so it does not require a use case for the provider, but it is some – a functionality that the Policy Committee is hoping will be available within system. So it's the capability for EHRs to query research enrollment systems to identify available clinical trials. And this was placed as a stage 3 item based upon feedback received from the Standards Committee. 

Slide 18, number 302, so moving on to care coordination. So for stage 3, in addition to medication reconciliation, they're also asking for medication allergies and problems to be reconciled, and they're asking for standards work to be done to adapt and further develop existing standards to define the nature of reactions for allergies. And for future stages, they're asking for reconciliation of contraindications and also asking for standards work to be done to support the valuing and coding of contraindications. Next slide.

I'm sorry. Can I go back to 302? In the questions column, we are also looking to gain experience of those who may have done reconciliation for things other than medications, med allergies or problems, so things like social history. Next slide.

303, so this one, we're looking for a summary of care for 65 percent of transitions, and at least 30 percent of those be electronic. And so there would be four things: a concise narrative would be required, and then when clinical relevant, specific goals, instructions for care, and identification of care team members. And we're asking, or the Policy Committee is asking, for certification criteria for the ability to set aside a concise narrative section in the summary of care document, and also for the ability to automatically populate a referral form for specific purposes, including a referral to a smoking quit line. This is something that was also identified as high priority by the CDC. And then an additional certification criteria is the inclusion of data sets that are being defined by the S&I Longitudinal Coordination of Care Workgroup. Next slide. 

For 304, so for transitions or – I'm sorry, for the EP or hospital that transitions or refers their patient to another setting of care or provider of care, they provide the electronic care plan information for ten percent of transitions of care to receiving provider and patient caregiver. And the summary of care would include medical diagnoses and stages, functional status, relevant social and financial information, relevant environmental factors, most likely course of illness or condition, cross-setting care team member list, the patient's long-term goals, and specific advanced care plan. 

This is one that was put in the proposed future stage due to the standards feedback that we received – the feedback we received, it just was not ready for stage 3. So there were some additional questions in the questions and comments section. I won't go through all of those, but this is something that is high priority, so we are hoping for – to identify more information to find a way for – perhaps there would be some type of standards available to do something within stage 3. Next slide.

305, this essentially is working to try and close the referral loop, and we're asking for certification criteria to include the data sets defined by the S&I Longitudinal Coordination of Care Workgroup, and also include standards for referral requests that require authorization. This is another one that to truly close the referral loop we were told most likely cannot happen until future – until future stages of meaningful use. This is an objective, though, that does align well with a new stage 2 clinical quality measure, so this is one where additional standards feedback would be appreciated. 

127, standards work is needed to maintain an up to date interdisciplinary problem list, inclusive of versioning in support of collaborative care. 125, additional standards work is needed to support prescription drug monitoring programs and medication history, so to create the ability to accept data feeds from PBMs and to align with PDMP for there – possibly be a hyperlink or single sign-on for accessing the PDMP data, and via automated integration into the patient's medication history. So more standards work is needed here. Next slide. 

308, the EH will send electronic notifications of a significant health care event in a timely manner to key members of the patient's care team. Next slide.

Moving on to population and public health, so for 401, this is moving from not just submitting, but also receiving structured immunizations into the clinical workflow, and they're asking for certification criteria for the ability to receive that information. For 401, ability to implement an immunization recommendation system that establishes baseline recommendations and allows for local and state variations, and again, standards work is needed here. Next slide. 

204A, no change for ELR. 204 – I'm sorry, 402B, the capability to use externally accessed or received knowledge to determine when a case report should be reported, and then submit the initial report to a public health agency. And again, standards work is needed so that the EHR uses external data to prompt the end user when criteria are met for case reporting. Next slide.

403, for syndromic surveillance, no change for stage 3. 404, the capability to electronically participate and send standardized, commonly formatted reports to a mandated jurisdictional registry, and certification criteria is needed to build and then send a standardized report. Next slide.

405, the capability to electronically submit standardized reports to an additional registry beyond any meaningful use requirements. Some of the registry examples may include hypertension, diabetes, BMI. And certification criteria is needed to build and send a standardized message report format to an external registry. Next slide. Oh, sorry, 407, capability to electronic send standardized Healthcare Associated Infection reports to the National Healthcare Safety Network. And again, standards work is needed to – for the EHR to be able to be able to send a standard HAI message to NHSN. Next slide.

Capability to electronically send adverse drug events to the FDA and/or CDC, and standards work is needed to be able to build and send a standardized adverse report message to either the FDA or CDC. Next slide. 

These next three are from the Information Exchange Workgroup. The first one is a new menu objective, so that patients who are transitions without a care summary, an individual in the practice is querying an outside entity with the intent – so the intent is to proactive – is to recognize providers who are proactively querying. Certification criteria is needed so that the EHR is able to query another entity for outside records and respond to queries. Much more detail about the certification criteria is included here. 

And then there's also a question about whether this objective should be a number or a percentage, because the denominator will be hard to calculate in this case. And then there's another question about what is the best way to identify patients in querying – when querying for their information. Next slide.

102 is a new certification criteria item, so no use case. The EHR must be able to query a provider directory external to the EHR to obtain entry level addressing information. And 103 is just a question regarding data portability. What criteria should be added to the next phases of EHR certification to further facilitate healthcare providers' ability to switch from using one EHR to another vendor's EHR? Next slide.

So I've made it all the way through all of the measures and objectives. This last section is just some overarching questions that the Policy Committee is asking. So their first one is asking about additional flexibility in achieving a close percentage of the objectives, but not quite achieving all of them, and just some information on, you know, how to actually do this. Num – MU02, just some feedback and experience on what is the best balance between ease of clinical documentation and the ease of practice management efficiencies. 

03 is asking if perhaps there could be a safety risk assessment similar to the security risk assessment that's already included in meaningful use. MU04 are questions regarding patient consent for sharing certain sensitive health information. MU05, this is one related to the API question that Farzad asked in his opening remarks. This is one that we could probably use help from the Standards Committee for language on, and so I may actually reach out to individuals from the committee for help on this question.

MU06 is just asking about non-percentage-based measures. So that's all of those questions. I just will point out one additional – I'm going to skip through – although you have them there for reference, the quality measurements, and go to the last slide, slide 36. I just want to point out that from both the Privacy and Security _____ Team from the Policy Committee and the Privacy and Security Workgroup from the Standards Committee, there are three questions asked regarding feedback on standards for accounting for disclosure. So those are PSTT05, 06, and 07. 

And that is everything that I was hoping to walk through with all of you. I know that was a lot of information all at once, but please feel free to ask any questions. 

Jonathan Perlin – Hospital Corporation of America
Well, thank you very much for a very comprehensive and rapid walk-through. I think no one can accuse this process of not being aspirational. I think it – there is a lot to digest, to hopefully support – the comments that Jodi and Doug offered in the beginning about what's ready to go, what's ready to go with some tweaking, what needs additional development, is reminiscent of the framework that Dixie and others have – had proposed in terms of maturity. 

And as we deliberate over the next few months or more shortly, to provide the first tranche of support coincident with public comment, which has a due date, as Jodi said, of mid-January, I think a rubric that would be useful to us in terms of – or hopefully useful to ONC in terms of our being helpful, is to delineate those things that we think are really ready to go, those things that with some modest support are ready to go, and those things that are indeed more aspirational. 

There is another dimension as well, and the one that is our purview really is the convergence or the alignment of standards to support these aspirations. I don't think that we'll completely restrict our discussion of policy, but obviously, there is a lot of – there are a lot of philosophical – there is a philosophy in terms of working toward coherent care, sensitive of transitions and the fragile nature of all the loose ends that this group is all too aware, and that's very much embedded in this. 

What I would hope is that we are the committee of possibility, where we can attach those aspirations to standards or identify processes for working toward realizing, but parsing with some realism those things that maybe need some further work, from those things that really can be supported fairly easily, or with relative ease. 

I mentioned this term of relative ease. I look around the room and I know that there are a number of constituents from a variety of communities. There are academic communities, there's care community, there's provider community, and there's a vendor community, among others, and the research community, and public sector. And to the best of my knowledge, I don't think there's a product that could do everything that's requested of this list today. And I think that, you know, really means that we have to bring _____ together and think about what would this look like, how would get there, what are the standards that would make modules or additional _____ possible to support, what are the capabilities that could be realized over the period of time, with the – with the standards and our framework for standards intact as well? 

So let me throw it open for discussion. I'm happy to go through in as much line detail as you like, but maybe we start with the sort of big picture first. And John, do you want to offer any thoughts to begin with? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
And so do remember for a lot of these, we actually had weighed in and said such things as, well, it doesn't exist, but probably could be done in two years. We made recommendations, work with CDISC, or work with HL7, work with NLM, and there are others we said, well, you know, there's sort of directional work being done, but two years, probably a little bit aggressive. And so I completely understand, Michelle, that even though we advised it was a little aggressive, the folks on the Policy Committee side said, oh, this is really important. Let's get aggressive. 

But in my conversation with Farzad this morning, I guess what I would advise us all as we review all this is don't be scared, and that is, you look at this, and it looks overwhelming. I mean, I'm a provider and I'm a vendor, in a strange way, because I create software, and I look at this list, and I think, oh, my God. But I think what Farzad, what the Policy Committee, what ONC wants, is to hear from the communities that you have outlined and say, well, you know, we don't want to be accused of making the goal too easy, but, you know, those elements that are just unrealistic, and therefore ask the big questions and get thoughtful response and then revise accordingly. 

And so, for example, I mean, yes, we can go through these line by line, and there are some where I say, hmm, decision support that includes family history. Oh, but wait, family history isn't yet encoded, so how could you possibly include that in decision support? Or some of the Interoperability Workgroup requirements impose an architecture that doesn't exist today. So how would that work in two years? 

But I think in the spirit of thoughtfulness which Farzad had described, you know, I think we look forward to the input of where are these too aspirational, where are they interesting and worth exploring, and where should the pushback – 

Jonathan Perlin – Hospital Corporation of America
Maybe one other dimension, John, which is that – where there may be a sequence for certain of the elements, some being aspirational, but actually, less of a stretch once certain other elements are in place as facilitators. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Right. Arien of course had weighed in via email saying, "I'm on the phone. Let me in." 

Jonathan Perlin – Hospital Corporation of America
Right. Well, Arien, the phone always gets the short shrift, so we'll start with the phone, then we have Dixie Baker and Wes Rishel and David McCallie, and we'll go in that order. 

Arien Malec – RelayHealth Clinical Solutions
Thank you very much, and hopefully everybody can hear me. So when I look at this list, I have the same – the same reaction that John Halamka just described, as being somewhat overwhelmed. I would note that people have mentioned a two-year implementation cycle, but when I do the math based on the experience in stage 1 and stage 2 meaningful use, and the extensions and flexibility that were put in place for both stage 1 and stage 2, I note that the – a realistic implementation timeline would say that you really need a two-year backtrack from the start of the meaningful use period to the drop of the NPRM. 

And, you know, again, I think if you look at what happened in stage 1 and stage 2, that really – those timelines really line up well. And what that means when you backtrack from the start of 2016 is that you're really looking at a year. You're looking at around this time, ONC is busy at work putting together the NPRM, which means that they're really drawing from capabilities that providers are doing right now that are highly associated with quality – or highly associated with the desiderata of meaningful use, but aren't – they're being done, but not uniformly, and could be done uniformly. You're dealing with a world where the standard exists, but maybe isn't as widely adopted as possible, as opposed to dealing with a world where you get to create broad new capabilities or broad new architectures that don't yet exist. We just don't have enough time to be able to do that. 

I'd also note that every certification criterion, and I note there are a number of proposals that are certification criteria only, every certification criterion is a capability that substitutes for something else that customers or providers or, you know, ____ you are asking for. And so the – although we're not asking providers to do their job differently, we certainly are causing – we're certainly impacting providers, because there's something else that they're asking for, of their vendors or of their internal IT support, that those providers aren't getting. 

And so certification criteria only capabilities aren't free. There's a – there's a significant cost associated with them. And that's a significant cost in terms of the flexibility to respond to such things as ACO, to support new kinds of care paradigms, and I do think we need to be careful about having the Policy Committee play the role of product manager for EHR capabilities. 

So when I look in the broad, one of the things that I noted worked really well for stage 2 meaningful use, and I was at ONC at the time that this process was underway, was we were able to look at a set of broad schematics, and a – and a vision for what the healthcare system would look like for stage 2, and then backtrack to what preconditions needed to be in place for that vision to be true. And what I'm not getting from this list is that sense of – you know, when we looked for stage 2, that broad schematic was robust transitions of care, it was robust access to electronic lab data in the EHR, it was robust patient engagement with some foundational capabilities. And it was a lot easier to backtrack to the standards gaps and the terminology gaps when you were dealing with broad thematics. 

It's significantly harder when you're dealing with individual features and functions. And as John noted, it's plausible for – if you picked one or two, that in the year that we have, we could motivate the standards organizations and the S&I community and other stakeholders to sort of rally around the cause and fill in a standards gap in order to get there. It's much harder when you don't have that broad thematic to get to. 

So if I'm going to summarize these comments, I'd say I think it would be A, let's keep in mind that we really have a year to get stuff done, not two years. B, let's keep in mind that it's a lot easier to do work when you have a set of broad themes that tie very nicely back to broad policy objectives. And I – my frank reaction at this point is that we're missing the mark in terms of where we are at this stage in the process relative to where we need to go. 

Jonathan Perlin – Hospital Corporation of America
And I'm ____ number of topics. Let's go around the room for additional discussion. I suspect there are a number of themes that will emerge, and we'll come back to discuss some of those in more detail. I have Dixie, Wes, David McCallie, Rebecca Kush, and then Stan Huff. 

Dixie Baker – Martin, Blanck, and Associates
Thank you, Jon. This is Dixie Baker. First, as kind of prelude to my presentation I'm going to give next, I think what we see here probably indicates that we're likely to see more EHR modules certified, and fewer complete EHRs. I think we're likely to see more specialization in the future, which is neither good nor bad. It's just an observation. And I think the inter – interfaces and the service interfaces among modules become more and more important. 

My two specific comments are on the slide relating – slide 14, I believe, relating to engaging patients and families. There's a – in the future stage, there's a requirement to create the ability for providers to review patient-transmitted information and accept updates into the EHR. I don't see a clear distinction between that and what's already there for 2014 relating to patient amendments and the ability to submit amendments to their patient records and have them applied to the EHR. It's not real clear what the difference is. 

The other comment I had was relating to the information exchange. It would seem to me that as they – as a provider sends health information to another provider in response to a query, that that response should be accompanied with the patient's consent and limitations on the use of the data, because it is – the patient, when they submit their consent and limitation on use, I think that they assume that that's going – that those consent – that consent will persist with the data, so it's important that be transmitted with it. Those are my comments.

Jonathan Perlin – Hospital Corporation of America
Thank you very much. Okay. Wes? 

Wes Rishel – Gartner, Inc.
Stan, or – 

Dixie Baker – Martin, Blanck, and Associates
No, it's you next. 

Wes Rishel – Gartner, Inc.
Oh, I'm next? Okay. 

Jonathan Perlin – Hospital Corporation of America
Wes, David, Rebecca, and Stan.

Wes Rishel – Gartner, Inc.
It's good to get to go first, because I had thought up less baloney by then. Let's see if I can make Farzad regret his pep talk this morning. I've got some big thoughts on random topics here. 

The assumption that Arien made – not the assumption. The observation that Arien made, which was correct, is that we've got a year, right? Do we really have a year, or do we really have two years? In other words, is it possible that the two-year cycle is simply too aggressive to have meaningful steps toward change in it, and it should be a three-year cycle, is the question. 

I want to particularly point out what I think has been or what I hope will have been one of the finest examples of standards development, and that's the C32. We had a underlying stack. We did a C32. We attempted to implement it. We found substantial problems. The people who were working on implementing it got together, created a new version, we wrote a regulation around the new version, and I believe we'll see considerably more interoperability, if not plug and play, than we had before. That's the way things get done. 

I suspect that we still have in there some issues that will come out, and I think the problem list is probably the one that's going to need another iteration. As we all know, the problem list is not an easy issue to deal with, just with two physicians in a room. And so I think it would be an excellent role for the Standards or the Policy Committee to focus early on implementations using the problem list, and to if necessary kind of organize the same focus on problem list that we had on C32 in general in the past. It's particularly true if you're trying to follow the evolution of a patient who's in an intensively diagnostic situation, and then draw long-term statistics about the patient based on the problem list when. Was it when they had five separate problems, or when they had consolidated them into one? I – Glen McDonald's old talk about problems being like drops of mercury that split apart and come back together I think is still relevant. 

Broadly, I have come to the conclusion that we need – and I would say this at the level of Policy Committee, but everywhere, we need a different view on interoperability, which is not the notion that there will one day be a common chart that you can walk in anywhere and they will have the same data that anybody else has about you, but instead, that we have a graded level of interoperability between organizations. And I call the levels windows of smaller or larger size. So if in fact patients are routinely, daily being cared for in two organizations, the – we need to be pretty close to the common chart. But if in fact there are clear transitions of care to different specialties, different treatment modalities like nursing, like skilled nursing, or other post-acute care, then the window needs to be only big enough to know you can trust that other organization to do its job. You don't have to have a common chart with them. They don't have to have a system at the same level of complexity with you. And I think that's an issue we need to – we need to conceptualize into our work. 

The notion of APIs, I've been working in interoperability since 1992, so that's – I think it adds up to 107 years, but I can't do the math. Yeah. Don't – interoperability years. And maybe my number system isn't interoperable yet. 

The – it's been the pipe dream of every CIO I've ever talked to, this ability to break – and it's not just healthcare. You know, the break – we're going to break SAP apart and pick this form SAP and this from Oracle, and so forth. And it has turned out to be, for those vendors, a way for them to create submarkets around themselves, to bring small vendors in to create sort of solar – you know, solar systems of their own. 

I think we can argue, A, maybe that's not a bad thing to do, but B, we have the ability to be careful in what we ask for in terms of APIs so that we minimize the need for secondary vendors to do specific implementations across different primary vendors. For example, if we ask for data, and, you know, current, up to date, real time data, but data, that's the query problem, basically. If we asked for behavior, if we asked for this data to be integrated with something else and become a combined display on the screen, if we asked for the ability to implement a better way to show the current history of the patient based on – then we're asking for a lot more, and the implications we don't even yet understand of what we're asking are a lot bigger. So I would urge us to start by just asking for data. 

And finally, and really, this is – increasingly, I'm seeing clients, hospitals, that are fundamentally making significant progress in things like readmission rates using natural language processing to process a body of text. Some cases, there's a variable that turns out to be significant for heart failure readmissions rates. One hospital found it was jugular distention, right? It wasn't ever a measured, captured variable. The science hadn't expanded at a point where there was a structure in place to put it, but it was available in observations, in NLP. 

I don't even know how to begin saying there's a need to standardize something, but I think there's a need to look at it and at least find out how to enable rather than effectively fight against the use of NLP. You know, it's not – you know, it's not – it's not the panacea, but it's a significant benefit. So thank you. 

Jonathan Perlin – Hospital Corporation of America
Well, thanks, Wes. Much appreciate it, and big thoughts on random issues. Better than the other way around, so thank you very much for that. 

[Laughter]

Jonathan Perlin – Hospital Corporation of America
David McCallie?

David McCallie – Cerner Corporation
Yes, David McCallie. There's so many details that I won't try to respond to any particular detail, but just make some, you know, broad reactions. First, to echo Arien's concerns about the timing, I think it needs to be a little clearer exactly what that works out to, but that's obviously very important for setting scope of what we can – we can bite off. 

Second, I think the ten – the certification points that are not coupled to an actual objective use measure, as Arien said, do raise the question of forcing the vendors to do things because somebody feels like they ought to, but it's not clear why they ought to, and it maybe shifts – I think Arien rightfully said the product management role to the Policy Committee instead of where it belongs, with vendors responding to their customers. So certification in the context of an achievable, measurable goal makes a lot of sense. Certification just for the sake of a feature is something we should be careful about. 

And then third, and maybe most importantly, I think John's example of the rapid achievement of a provider directory standard, if you would, in Massachusetts, with a week's worth of work, where obviously they focused on the really important requirements rather than on the multi-year process that has failed to deliver a provider directory service through the formal standards body, raises concerns just by way of analogy and example of many of these domains, where we're trying to go into really new territories, like say shared care plans, where the difference between being perfect and being good enough to achieve a meaningful use is huge in terms of the impact on the vendor community. 

So we have to be really thoughtful in taking incremental steps that let us make, you know, rapid progress on low hanging fruit in an achievable fashion, rather than spending years and years and years refining a standard that will never see the light of day. I mean, we've got so many examples of that, all the way back to our very first policy meeting, that we heard that, you know, the top ten requirements for good standards was achievable implementation, is number one. Thank you. 

Jonathan Perlin – Hospital Corporation of America
Just so we can provide our comments as ____ as possible, David, could I ask you to distinguish, or whether you're drawing a distinction, between certification that is in place as a proxy for measures that are already topped out? Is that a different category than certification for items that may or may not be used? 

David McCallie – Cerner Corporation
Oh, that's a great question. I'd have to go back and look at the specific details, Jon. I haven't thought about that carefully enough. My concern is not that some certification for certification's sake isn't valuable, but we just be careful if it's not coupled to some particular achievable use. And it's really more towards Arien's point that we are being requested – the vendor community is being requested to do a lot of things, and we're happy to do things that our clients need for specific reasons. Doing things just because somebody thought they ought to be done in – in absence of an achievable goal is harder to justify. 

So I – I'd – certainly when we go through this list and formally respond, we'll be – be careful about which we think might fall into a category of certification for certification's sake as opposed to something that's really a step in the right direction.

Jonathan Perlin – Hospital Corporation of America
Okay. I mean, it was like the demographics were, for example, one where it was topped out at the measure, per se, and – but I'm sensing that there is some difference there on certification for certification's sake in absence of some stated ____ – 

David McCallie – Cerner Corporation
Yeah, so for example, one of the – one of the notions, and this may not have been mentioned as a certification only, but, you know, the notion that clinical decision support should be able to pull rules from a central repository. I mean, that's telling us how to solve a problem, but not why should we do it that way, if that's not in fact a smart way to do it. 

Jonathan Perlin – Hospital Corporation of America
Okay. Well, that's a terrific thread, and that's one that definitely relates to the standards development and how one supports the information – or the policy intent or the information intent, or the information model. 

David McCallie – Cerner Corporation
Right. 

Jonathan Perlin – Hospital Corporation of America
Terrific. That's very helpful. John? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
What he's getting at is the specificity question on the Information Exchange Workgroup was instead of saying the policy is we want to ensure consent, it's you will send a request to an institution who will respond with a form, and then you will fill it out and send it back. Well, you know, every state may have different consent policies and protocols and opt-in, opt-out, and all the rest. So you want to be careful, exactly as you say. Align a policy goal, and then give the industry a little latitude in fulfilling the requirements. 

David McCallie – Cerner Corporation
So this is David again, and John, that's – that was a point I was going to make, but I was worried I was taking up too much time. I think that the consent thing is incredibly thin ice, if we try to overly constrain standards for the management of consent. We need to develop models where consent is captured reliably but is easy to do and not the barrier that it is today. And I think we have some models with, say, for example, the way Surescripts works. It's a fairly clean and simple consent process that doesn't seem to cause people difficulty, doesn't get in the way of the – of the proper exchange of information. There's much to learn from that. And we could err in the direction of making it almost impossible to do if we're not careful. 

Jonathan Perlin – Hospital Corporation of America
Terrific. Thanks. And unless – we have Rebecca Kush and then Stan Huff. 

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
Right. I'm going to make a specific comment about one of them, and then a more general comment. And the one that is a new certification criteria on the capability to query research enrollment systems to identify patients for clinical trials, and then there's a comment that I think is actually a different opportunity, because one of them, you would query for trying to find a trial for a patient. The other one is you have a protocol for a clinical trial, and you're trying to find patients within your system that match to that protocol. And that's what's in this comment section. 

So we actually are working on the latter, and based on a set of eligibility criteria that have been standardized across protocols. And I think there's a huge opportunity for that one to be done in situ at a site, as opposed to going to look at what's in ClinicalTrials.gov or whatever. So I think those should be separated. 

And the other comment is that I'd be happy to provide my thoughts on the question that was at the end of MU05 about the API for using clinical data for other uses, because I know Wes mentioned C32, and we did develop and interoperability specification based on that and RFD, because in research cases, you're never going to find what you want completely in an EHR, or you wouldn't be doing that. So there's an opportunity for remote management of a form, and asking a clinician to enter a few data points, which would be far better than what they're doing today for research, which is reentering all of the data into separate systems. So I think that's a huge opportunity, and I'd like to discuss more about what would be available to do in that one now. So those are my comments. 

Jonathan Perlin – Hospital Corporation of America
That's very – very helpful comments. Thank you very much for that. Stan Huff? 

Stanley Huff – Intermountain Healthcare
So as others have mentioned, you know, the thing I'm struck with at a high level is a long list of very detailed process steps, and I think there may be – and I – and I think they're process steps that are within kind of our current paradigm, our current processes, our current things. And what I worry about, I'm going to say it a little different way, I think that has two – creates two problems. One is that the focus becomes on the process rather than the outcomes, and it – it's a follow-on to what we just said, that that can – that can keep us from creating innovative solutions to what we're trying to achieve in terms of better outcomes for patient care, because we're perfecting a process within a limited domain, a limited box, within the limited scope of what we understand today. And I – and I feel, you know, within Intermountain Healthcare, feel increasing constraint to meet process goals, when what I would rather be doing is thinking about better ways to solve an outcomes problem and improve patient care with innovative and creative solutions, rather than perfecting process within, sorry, an already flawed paradigm. 

And so the – part of the problem is just it's such a long list, too. But the idea is that somehow I think we want to get from specifying processes to specifying outcomes and creating incentives so that people will be creative and think of new ways of doing this that are more effective, more efficient, than what we might understand from our current processes. 

The other – the other thing that occurs with kind of thinking about the long list is, well, I'll say this a different way. Another aspect of that would be in fact – you know, I – is – and this is a plea, I guess, to think if there's ways even as this committee can think about, where rather than responding to sort of known dangers, we spend some time thinking about what we could do that would entirely change things from the current paradigm. 

I – you know, we kind of quit talking about PCAST, and I don't know that PCAST had the solution, but I'd really like to talk more about that kind of paradigm-changing thoughts of what we can do as opposed to micromanaging process steps within a known, flawed paradigm. You know, there are really bright people around here that I'd like to spend two days with, or a week, and say, what could we do that would really change how we do this, and not focus at the level of C32s and other things, but is there a way that we can put a whole different way of thinking about confidentiality and privacy in a way that will really enable a whole new way of exchanging and providing value to folks? 

The – then the other thing, quickly, with such a long list, one thing that occurs to me is that there's some of the things that we're doing that has so much greater value than others, and they're all kind of just listed, and if you didn't know, you know, the 32nd thing in the list has as much value as the 30 – you know, and there are huge things, like getting lab data everywhere, getting medication data everywhere, that are so much more important and provide so much greater value than the long list of things. And if we had 100 percent of lab data, you know, everywhere, that would be so much more valuable than this – than maybe the 32nd and 33rd thing. And they show up with the same value, and you have to get them all done to get, you know, to get credit. And I think, again, that diverts us from, if you will, sort of the most important things. 

And finally, it's – the length of the list in – has one other sort of I think complication, and that is doing these things is done at the expense of doing other things, and I keep worrying that there are plain old work things back home that I need to do that I won't get done because I'm working on this long list of things that have been prescribed by us, you know, as – and so just – I hope we're thinking that this set of things shouldn't be the 100 percent output of what my IS department can do, but this is thought of as maybe 20 – you know, no more than 20 or 30 percent of the output of my department, because I've got another 70 percent of stuff that you guys don't know about, that I just need to get done with this same set of resources. 

So just the length of the list I think is, you know, concerning. So I know that's all been kind of ambiguous and not very specific, but that – that's a gestalt, I guess, on sort of the – where we're at and sort of maybe a – an unrealistic idea of thinking bigger in some ways than what we have so far. 

Jonathan Perlin – Hospital Corporation of America
I'll turn to Dr. Mostashari, who's waved in. 

Farzad Mostashari – National Coordinator
I want to support a lot of what's been said, that – but also make sure that we leaven it with both the eye on the prize and the feet on the ground, and hitting that balance is going to be important. We can't lose sight of the incremental improvements, which are kind of the – you know, the Clay Christensen efficiency innovations type stuff, that are – may seem like a long list of little stuff, but are clear improvements and advances on the journey that begin to create a national infrastructure. 

So – and I take Arien's point that we should be careful when we do these, that it isn't just a functionality, but that there's a public benefit, a public good aspect to that. And this particularly comes in when the work you're doing, the 70 percent, in your ideal scenario, for your institution, the benefit of that is limited to your institution, and in some cases the sum total of the work that you and all the other institutions do is greater if there is not standardization around some of the aspects. So give – some examples that are in this include dose for structured sig. You can surely spend a lot of time figuring out how to manage dose, and there was a nice article about acetaminophen, David Bates' shop, that talks about, you know, dosing problems with acetaminophen. 

There wasn't a standard for structured sig that he could use in doing those calculations. That was something that was on his list, right? Maybe not be on your list, but it may be on a lot of other people's list, that he had to do a hell of a lot of work to back calculate what the dose of the thing was based on, you know, what was written in that – in that free text sig line. 

So I don't want us to underappreciate where there is – there are these incremental type advances, adding dose to structured sig, tracking decision support, referral acknowledgements, abnormal – standardizing abnormal test results. It's not sexy. It's not glamorous. It's not going to change the world on its own. But they're clear, incremental steps that we can take to improve things, and the work that we all do individually adds up to a greater good, because if everybody implements the abnormal lab tracking the same way, if everyone implements structured sig the same way, if everyone implements the referral back the same way, it makes everybody's work easier, and it also helps the innovators who want to build on top of this have some more sense of predictability about what the landscape is. 

And those maybe we need to put in a separate category, that these are just the incremental kind of turn the crank stuff that we need to have in our country by 2016, which is when stage 3 is going to take effect, and if we don't do it, the next shot is when? Twenty eighteen. So we have to be prepared as a country, as a standards committee, to say what is it that we cannot have national standards around until 2018? That's one piece of it. 

And I absolutely agree that we've got to do a better job of putting this together and into themes, so that it's not a disjointed list, that it actually ties to the outcomes that we're trying to achieve. So we need to have around our population health theme, which is what every accountable care organization, every group is going to be wanting to accomplish, and what your C suite is going to be telling you, we need to figure out population health management in our IS system, right? The ability to link together the quality measurement, the decision support, and the registry function. That's a theme, Arien. 

And there's a lot in that theme, but we should be talking about it, I agree, as a theme, and with ties to that outcome that we want the technology not to automatically produce, because the technology will never automatically produce that outcome, but to be the foundation on which with new payment systems and new delivery systems, we can achieve those outcomes. 

Interoperability is another theme. The patient engagement may be that other theme. And I do agree that we need to prioritize and to focus on the right level on these. So any time we can get into the plumbing, it's going to be a lot better than if we get into the user interface. So having that wisdom of knowing where are we in this, you know, where is it that we're taking care of the plumbing, so that people, the engineers, can focus on the stuff that you want innovation and competition and, you know, new activities built on top of. 

And then the other theme that – the other approach that I think the Standards Committee has really kind of blazed the trail on is focusing on the right level in that stack, but also thinking about what we can do in a low regret manner. And the idea of having a common information model is, you know, absolutely going to be at the heart of – not just on the interoperability side, but on the quality measures and decision support. But are we going to be putting forward a, you know, rip and replace for that information model, or can we take steps today to build on what we've done, we already have in place, to take baby steps, maybe, but the initial steps towards having that information model that can be shared? Maybe we build on the C32 or the consolidated CD8 segments. Maybe we add in some features. But we think about how to do it in a low regret way where actions we take today can build towards a variety of future scenarios, because we're not going to be smart enough to see what the world is going to be like in 2018, and yet that's the – that's the – that is the fundamental question we have today. 

If we don't move forward on something, the next opportunity to get a national standard around it is 2018. So I hear the points, good points all. The list is too large, it comes across as a laundry list, it comes across as, you know, not thematic. There's not sufficient perhaps balance between what is truly revolutionary and what is just these efficiency improvements. We have to focus more on the outcomes. But I also don't want us to throw the baby out with the bathwater in this initial reaction, reflex, that I'm – that I'm sensing here. 

Jonathan Perlin – Hospital Corporation of America
Well, I think we have a very clear charge. And now as we contemplate the outcomes and the thematic approach, I mean, essentially, if Arien – he categorized this as a manifest of desiderata, I think those can be aligned around the themes that Arien brought forward. There could be a hierarchy of possibility and even probability, and let's work toward that. Doug, I see your card is up, and very last word on this topic. Hopefully it includes also some guidance as to how we best support perhaps around some themes to be – to additionally support ONC and comment. 

Douglas Fridsma – Office of National Coordinator
So I'm going to bring us right down to feet on the ground. So this is my – we're – we've got a ton of work that needs to be done to kind of get the feedback, and I'm so appreciative of the HIT Policy Committee and the leadership of Jodi to really make sure that this is not a waterfall process, where they come up with the requirements and they throw it over the fence, but in fact, we have some iterations in there as well. So we need to take advantage of it.

I would suggest that we need to go through the list and we need to divide up the work in terms of vocabulary, in terms of standards, in terms of interoperability and exchange. We have to leverage everybody across the HIT Standards Committee, because there's a lot of stuff that needs to happen. So we need to probably figure out how to do that division and how to break up that work, so that we can get kind of that iterative feedback from you guys. 

I'd also suggest that we don't go into too much detail. I think we need bullets and ideas, but I don't think you need to tell us that the HL7251 lacks a particular attribute that we need to add, more – you know, I think just having enough insight that says, this is an area that we need to look at, I can then take it back to my team, and we can kind of do that next iteration as we need to. 

Whether it's three buckets or five buckets, I think that we do need to think about how we might, you know, identify those things that are green, those things that are yellow, those things that are red. Some of them are going to be time commitments. Some of them are going to be resource constraints. Some of them may be that we can get a big bang for our buck, because an initiative in this area can be leveraged across three or four different – and the HIT Policy Committee may not be able to identify where those are, but you guys have a much better sense to say, for example, if we had a – if we had a – an RFD standard, for example, to pull in structured text and enter that, that could be used for smoking cessation. That could be used for clinical research. That could be used for public health reporting. 

Once we start to see that a generalizable functionality could solve a whole host of problems, it pops it up on the standards world for us to be able to do that better. The other thing that I think is important and that this group can provide input to that the HIT Policy Committee needs to know is – and it's sort of been mentioned by a number of folks here, is that we have to have a strategic approach to standards that we – that we promulgate, or that we want to put forward. We need to be responsive to but not entirely reactive to everything that comes from the HIT Policy Committee.

And by that, I mean, we need to articulate incrementalism. We need to talk about maintenance, because when we get the standard out there, our work has just begun. The only standards that you don't maintain is the standards you never use. So if we want these to be used, we have to think about how we're going to maintain them over time, and that requires us to think strategically about how we're going to kind of chew those things up. 

And I think – I really like this notion of themes as well. Now we may get the themes from the HIT Policy Committee, but we can say, listen, if there's a safety theme, 1, 3, and 5, in terms of standards development, are the most important. If there is a research or learning healthcare, maybe it's 3, 7, and 9 that become more important. But I think those are the kinds of input and the kind of dialogue that we need to have. 

And I would prefer a process that allows us to do this incrementally, because if we do a quick triage of everything and say, you know what? There's a whole bunch that are red, that we don't need to deal with right now, but there's some other things that are really going to be critical in the next couple of months, that would be sort of the next thing. 

So my suggestion is, and I don't know exactly how to – how to do this, is that certainly my team would be willing to work with you to try to go through this list and do a quick triage and maybe begin sorting it into buckets. There's stuff that the Vocabulary Group should work on, stuff that the NWHIN Power Team Group should work on, implementation, and then once we've divided that, have a quick iteration next month perhaps with this is what we've done so far, get some feedback from the larger group, and then by January, we'll have some additional work and more robust recommendations. 

Jonathan Perlin – Hospital Corporation of America
_____, anyone who objects to that framing of an immediate plan of attack? Good. Looks like full support on the committee for that, Doug, so we'll rely on you in helping to parse this into different buckets that we will address. The notion of attaching some themes may arise more – you know, amongst a number of the groups, or it may – some of the themes may parse with the – with the groups. So maybe we'll play that as it goes along. But if there are any individuals who want to insert some suggestions for thematic alignment, I would encourage that. 

And let's take one very, very last short comment on this. David McCallie? 

David McCallie – Cerner Corporation
Yes, thank you. David McCallie here. Just in reaction to Farzad, you know, great comments, make a lot of sense. I agree with him. But I don't think we should get too trapped into the notion that the only way we make – the only times that we make progress are 2016 and 2018 metrics. I mean, the industry can move on its own. We don't have to wait for a blessing from a meaningful use criteria. And I think many of the achievements today that we're very proud of in the industry occurred completely outside of any of the meaningful use criteria for certification or even incentives. So let us not get tempted into the reactionary mode where we wait for a standard to emerge through some complex and time consuming process before we do anything. There's problems we can solve, and will solve, because there's a demand for it. 

Jonathan Perlin – Hospital Corporation of America
Well, understanding the wisdom of your comments, let's flip that around, though, and say that there are a couple of markers out there, mileposts, 2016, 2018. What can we do by then? How can we use it to facilitate our forward progress? So that's – when you read Jim Collins, and not that that's, you know, law, he talks about a factor of luck, it's really being prepared to take advantage of certain markers that are out there. So with all due respect to the wisdom of your comments and pride for innovation, let's also not miss the markers that are set forth that provide a leverage point to pull us. 

I think within that framework, and particularly with what Farzad and Doug have said about orienting around themes, orienting around priority, orienting, as many in this group have advised, around importance in achieving a number of the aspirations that we can – we can available ourselves of some sort of artificial levers to move us forward. With that, let's move to next topic, and – which is, you know, one of those areas we're coming back to revisit a little bit. It's only in the – in the light of prior accomplishment that this discussion actually takes form. And so with that, let me introduce Dixie Baker, and appreciate, Dixie, you and Walter and the workgroup, all of your ongoing efforts. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Maybe just a quick framing comment, which is imagine that you are a two doctor practice with little experience in security technology, and you decide, because of the laundry list of wonderful things in the next stage of meaningful use, you're going to buy something modular, and you buy the Angry Birds Meaningful Use Edition, because it does structured family history, which it by the way then transmits to hackers in China, because in fact, there are no certification constraints around the security of the module you've just purchased, just functional constraints that support policy goals. 

So the fine work that Dixie is going to present really asks the question of all of you, and there will be an ask, maybe to the point that Dave McCallie and Stan have made, we don't be overly prescriptive, but we have to at least set some general constraints to ensure we don't end up with meaningful use in Angry Birds. 

Dixie Baker – Martin, Blanck, and Associates
Good. Thank you very much, and thank you, MacKenzie, for letting me present from here. I also would like to mention, as I did earlier, I think that this work has implications beyond privacy and security, because many eligible professionals and eligible hospitals and critical access hospitals are buying these modules with some assumptions about how they might hook together, not only privacy and security, but also in other areas of sharing data across them. So I think that this work – you know, I'm not going to directly address that, but I think that this work is foundational in the broader topic of how modules should be able to integrate. 

I wanted to first tell you that we have three new members of the Privacy and Security Workgroup. Anne Castro has stepped aside from the workgroup, and introduced us to Tonya Dorsey from Anne's organization, and Tonya has become a very active participant, as has Leslie Kelly-Hall, who's not here today, and Peter Kaufman from DrFirst has also been added. So I want to welcome all three of them to the workgroup, and thank them for their support thus far. 

The – just to give you the context of this work, the 2010 edition of the certification program introduced the concept of certifying complete EHRs and EHR modules, and for that stage 1, 2010 edition, EHR modules were required to be certified against all privacy and security criteria. The certification program experienced significant pushback from vendors who said, well, my module really doesn't need all of that stuff, that privacy and security stuff, and as a result, in the 2014 edition, it eliminated entirely the requirement that EHR modules be certified to the privacy and security certification criteria. 

And also, the 2014 edition introduced the concept of base EHR definition, and I know all of us here have heard of that before, because I certainly had, but it really wasn't until Steve Posnack took some time and actually explained to me what that concept was that I – that I really understood what the concept is, and hopefully I'll make it a little clearer for you today, too. 

So the question we're addressing is might the pendulum have swung too far? And looking toward the 2016 edition, might it be possible to require that each EHR module be certified against some minimal set of privacy and security criteria without imposing an unreasonable burden, regulatory burden, on them? 

This is just to tell you this base EHR definition comprises a number of attributes, basically, that together make up what's called the EHR – base EHR definition. You don't go and buy a base EHR. It's not a thing. But the base EHR definition comprises these attributes that then – and among those attributes, the first five of them are clinical attributes; the last one is the – is the privacy and security attributes. So as you'll see, a complete EHR or a set of modules, EHR modules together must meet the requirements of this EHR base definition. 

So just for your information, the – this is the certification criteria and related standards in the 2014 edition, and you can look at them for the – for yourself, because this is – this is the basis on which we are looking to select what are the minimal set of requirements. 

So our task assignment was to provide recommendations for certifying EHR modules under the 2016 edition of the program, certification program, and we were asked to identify the minimal set of privacy and security standards and certification criteria that each EHR module should be certified against, and to also, as we go through this work, we were asked to anticipate future broad adoption of the NSTIC, or the National Strategy for Trusted Identity in Cyberspace, based authentication. So it should be – whatever we come up with should be compatible with the NSTIC approach. 

So this is my diagram that I hope will convey to you what this base EHR definition, its role in really defining certified EHR technology, is. The left side of this – of this diagram happens in the EHR certification program. The right side happens in the operational environment. So in an operational environment, eligible professionals, eligible hospitals and critical access hospitals, are required to meet – they, in an operational environment, are required to meet the definition of certified EHR technology by an – either one of two routes. They can either adopt a certified complete EHR, or they can adopt a number of certified EHR modules that together meet the definition, the base EHR definition. 

And on the – and also I would point out that HIPAA's on that right hand side. It's not on the left hand side. The left hand side is the certification program. So in the – within the certification program, each – to be certified as a complete EHR, the technology must meet all the requirements that are in the base EHR definition. 

Each certified EHR module – no single EHR module is required to meet all of the base EHR definition, and no single EHR module is required to meet all of the privacy and security requirements. But you could have a – an EHR module that met all the requirements for the base definition, or you could have a module that meets some of the privacy and security requirements, or some of the attributes in the base EHR definition, so long – and so long as in the operational environment, they put these things together and voila, it has to – has to meet this base EHR definition. 

So the responsibility for ensuring that a set of modules that an – that a doctor adopts is really – qualifies as certified EHR technology, the responsibility for making sure that that set of modules meets that definition belongs on the – on the – on the back of the – of the eligible provider, eligible hospital, or critical access hospital. Is that clear? Okay. 

All right. The draft recommendation that – that we – my goodness, I can hardly see that. Let me look at it here. We just – now this is work in progress. I want to stress that. We just came up with our draft recommendation on Friday, in fact, and that recommendation is that we recommend that for each EHR module that's presented for certification, that it be required to meet each privacy and security criterion in the minimal set, which I'll go over in a minute, using one of the following three certification paths. So they can pick which direction they want to go. 

They can either demonstrate through system documentation and testing that they have implemented all of the privacy and security requirements in their – in their module, or they can demonstrate through documentation and testing that the EHR has implemented standards-based service interfaces that allow them to access and use privacy and security services that are provided by some external EHR module. And the – in the workgroup, we'll recommend what those standards should be for the service interfaces. That external module, in number 2, pass 2, would not need itself to be a certified EHR module, but the EH – but the interfaces themselves would be certified as part of the certification process. The third path is that to demonstrate through documentation that the privacy and security certification criterion is inappropriate or would be technically infeasible for the module to meet. 

So those are our three, our three that we have come – you know, decided to this point in our draft, are you either implement the privacy and security criterion, and you do this for each criterion, you either implement, you implement a standards-based interface with service – external service that provides it, that allows you to meet the criterion, or you tell the certification body for the following reasons this really doesn't apply to me. 

Now in the next slide, we have another – a new number 3 that we'd like – I want to be sure you see this animation. 

[Laughter]

Dixie Baker – Martin, Blanck, and Associates
We have a third option that we'd like you to – you to tell us what you think about. We've talked about it at length, and we haven't really – to this point, we think it should not be included, but we'd like to be convinced otherwise if it really is needed to make the certification program workable, and that is to demonstrate through system documentation – system documentation alone that the EHR module has implemented non-standards-based service interfaces that enable it to access services that are provided by another certified EHR technology, so that it can conform to the criterion. 

Now the arguments that we've had against this are twofold. Number one, should we really be encouraging non-standards-based interfaces? But number two is it may be – it may be possible that anything that would fit in this category could either be certified under path 1, because you could certify it with that other certified module, or path 4, that you could justify that you really couldn't meet the requirement. 

So let me go to the last slide, just so you – so you – the minimal set that we have – these are the nine criteria that are in the 2014 edition, and the only two that we thought should not have to address these – to be addressed by EHR modules are number 4, amendments, and number 9, which is optional, and that's why we – accounting for disclosures, because it's optional, we didn't think it should be part of the minimal set. But we think that each EHR module should be able to either meet each of these other criteria using one of those paths, or use path 4 and – you know or use path 4 and say it's not reasonable. 

So going back to my slide where I asked your thoughts, I'd like your impressions of number 3. Do you think it's – you know, that the option to be certified using a non-standards-based interface to another certified module should be one of the choices of paths? 

Wes Rishel – Gartner, Inc.
This is Wes Rishel. I agree with the potential that we should be allowing communities to come up to solve the problems if they want. We should allow mega-vendors to be able to create a coterie of modules ____ supporting. Just the way it's worded, it seems like we're requiring it not to be standards-based, as opposed to permitting it not to be standards-based. 

Dixie Baker – Martin, Blanck, and Associates
Well, it could be standards-based. It could be certified under 2. 

Wes Rishel – Gartner, Inc.
Okay. All right. 

Dixie Baker – Martin, Blanck, and Associates
That’s all we're saying. 

Jonathan Perlin – Hospital Corporation of America
John, did – 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
___ ___ comment, Dixie, and that is what's your definition of a standards-based interface? And so for example, if we declare the standard is NIST 866, and that you have to demonstrate conformance with a series of functional requirements, whether you're doing that with HL7 this or that, or ____ or ____, does it really matter? And so that's – I mean, Wes, to your point, I think we want to make sure we achieve a policy outcome protecting the integrity of the data, and you may have a hard time with the modules being completely specific how that is accomplished. 

Dixie Baker – Martin, Blanck, and Associates
Well, we would – as I said before, the workgroup will, as part of our recommendation, say what those are, and these are privacy and security interoperability standards, right? For example, Kerberos, SAML, the – LDAP. You know, commonly used – standards that are commonly used to access security services. And like I say, we'll come up with that list, but those are some of the – and NSTIC, for example. 

[Background voices]

Arien Malec – RelayHealth Clinical Solutions
When you say these are, do you mean this – first of all, security isn't all about interoperability, and you said these are interoperability standards. I'm wondering now, are you proposing that there must be a set of standards for security? 

Dixie Baker – Martin, Blanck, and Associates
What we're saying is if they choose path 2, that what they use to access those external services should be standards-based. 

Arien Malec – RelayHealth Clinical Solutions
Should be based on specific named standards? 

Dixie Baker – Martin, Blanck, and Associates
Well, what we envision is you come – is we would come up with a number of standards that would be deemed acceptable, and they wouldn't be ones that we make up. They would be standards that are developed by SCOs, widely used standards.

Arien Malec – RelayHealth Clinical Solutions
Well, just for example, SAML is a – and almost anything in XML, there's a way to write something else, as opposed to an end standard. You know, SAML with certain standards for the SAML content might be – you know – 

Dixie Baker – Martin, Blanck, and Associates
Right.

Arien Malec – RelayHealth Clinical Solutions
Do you envision developing and getting all the way to the interoperability level in naming standards there? Or do you say, well, at least use SAML, because it's better than using – 

Dixie Baker – Martin, Blanck, and Associates
It would have to be testable. You know, you have to get it so it's most – it's more likely to be a profile using SAML than to just – you know, the entire specification. But it's got to be to the point that it's testable. 

Arien Malec – RelayHealth Clinical Solutions
Okay. So right now we're on the –- just the topic of number 3, right? We're not – 

Dixie Baker – Martin, Blanck, and Associates
Two. Two is standards-based service interface. 

Arien Malec – RelayHealth Clinical Solutions
Two. Right. Right. 

Dixie Baker – Martin, Blanck, and Associates
Three is proprietary. 

Arien Malec – RelayHealth Clinical Solutions
We started this discussion based on number 3. 

Dixie Baker – Martin, Blanck, and Associates
No. No, we were talking about number 2 when we were talking about – 

Arien Malec – RelayHealth Clinical Solutions
I'm sorry. Okay. I'd like to support number 3. 

Dixie Baker – Martin, Blanck, and Associates
Oh.

[Laughter]

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So overall, I mean, an interesting question, Dixie, would be the following. We know that optionality makes interoperability hard. So what we say is we're going to articulate a set of principles, and we hope the modules conform to principles, and the modules would be interoperable. Well, everyone may interpret the principles differently, and therefore you'll have modules that don't interoperate. But on the other hand, if the principle here is this is a nascent market, and we have to give people some constraints, and, you know, you have articulated on the next slide a list of sort of minimal functional requirements that said you could hang NIST 866 against these, so you'd checkbox and say, hey, this module in say way or shape or form has achieved every one of those functions. You know, you may get that innovation that the marketplace needs, but at the same time, prevent the Angry Birds Meaningful Use Edition from ever getting certified. 

Dixie Baker – Martin, Blanck, and Associates
Well, I want to go back to this. This slide, the certification criteria and standards for those that are listed, those nine things, have already been – they're already in law. They're already in the regulation. We're not make – we're not touching those at this point. What we were trying to do is to constrain number 2 enough so that it could be testable. That's the objective, is you can't just say, well, right, my group – my workgroup, you know, our conversations, you can't just say it's standards-based and it will be testable. You have to somehow constrain it to make it testable. That's what we're trying to do in number 2. 

Number 3, we're trying to allow proprietary interface to access services so that, you know, so that a company that has a privacy and security module could be used by another module. That's what we're trying to – 

Farzad Mostashari – National Coordinator
Just a quick question, Dixie. Do you think that the approach suggested here addresses the pretty vocal and detailed concerns that we heard after stage 1 and then during the comment period of stage 2 regarding how complicated it all is when you have different modules and they do different things, and you have some sort of system-wide approaches for addressing some things, and the product doesn't come in those – these neat ways, and all the – all the, you know, practical, many of them raised by vendors, challenges of doing – do you think that this approach adequately addresses their concerns? Or we're hoping that the industry will have moved on from where it was a few years ago so that these are less an issue? 

Dixie Baker – Martin, Blanck, and Associates
We think, and we've spent considerable time talking about this, and we did look at the whole list of certified modules, and to try to – we tried to characterize the types of things that were certified as modules, and there's some types of, you know, specialized capabilities like drug-drug interaction, like documentation, like reporting on meaningful use, that are commonly – are kind of common module – special – specialized modules, right? 

But we – but we think that by giving them the number 4, no matter what they do, you know, no matter what they do, if they – if they truly do – if they truly do perform a function where they don't require authentication of an individual user or auditing, then they just so, well, here's what my product does, so I don't need to – need to meet those – meet that requirement. Right? So it gives them the same out without just throwing the baby out with the bathwater. 

Jonathan Perlin – Hospital Corporation of America
I'm sorry. We have a number of cards up. Let's go around. Chris Chute, Wes, hold for one second, then. Let's Chris Chute, Doug Fridsma, Dave McCallie, and then you're up again, Wes. 

Christopher Chute – Mayo Clinic College of Medicine
Thank you, Dixie. Chris Chute. That's actually an intriguing option, your – I'll call it 2B, the one you inserted, but I – my only anxiety, and it's not founded on experience or data, so this is – this is more a conviction than a knowledgeable statement, is absent demonstrable and well-understood standards, the notion of proprietary mechanisms for doing things as crucial and fundamental as security and privacy, being relegated to a black box, in a sense, even if it is testable at some level of functionality, the edge cases may escape a standard validation suite. And the question would always linger that there may be missed functionality in something that does not – has not been scrutinized by a broader community and a broader review. And to assert that it meets all potential cases, acknowledging that it's passed some validation suite, would lead to I think possible instances where some functionality could be missed in an undiscovered way. I'm not saying that has happened or will happen, but it's a risk. 

Dixie Baker – Martin, Blanck, and Associates
Well, number 3 does – we do have it, whatever it's accessing has to have been certified. So it's accessing a module that provides privacy and security services that was – 

Christopher Chute – Mayo Clinic College of Medicine
But through a proprietary interface. 

Dixie Baker – Martin, Blanck, and Associates
You don't – yeah. 

Christopher Chute – Mayo Clinic College of Medicine
And that's where your black box functionality then drops – 

Dixie Baker – Martin, Blanck, and Associates
Okay. 

Christopher Chute – Mayo Clinic College of Medicine
– potential for dropped functionality could linger.

Jonathan Perlin – Hospital Corporation of America
So Chris, you phrase this with the word potential fairly prominently. Does that translate into any support for option 3, or are you categorically against option 3? 

Christopher Chute – Mayo Clinic College of Medicine
I would have misgivings about option 3. 

Jonathan Perlin – Hospital Corporation of America
Oh. Thank you. 

[Laughter]

Jonathan Perlin – Hospital Corporation of America
Okay. Let's see. I think Doug, you were up next. 

Douglas Fridsma – Office of National Coordinator
So just one question, Dixie. With regard to option 3, was there any discussion about if you are going to using a non – if you were going to use a standard in a non-standard way, or if you were going to use a non-standard approach, and those are kind of two different things, any notion of – of saying, if you want to use one of those things, you need to make public your API and how you satisfied that? In some sense, if people are not using standardized approached, then they should at least be transparent in how they do it. That may – that may provide – in some sense address some of the concerns that Chris had, but also I think say, you know, if you're using standards, tell us what standards they are. If you're not using standards, tell us what the API is. Tell us how you're doing the interface. Be transparent about it, so that we then can evaluate whether this is a side track or whether it's on a path to getting toward the standard, or whether there are security concerns, because we can take a look at it and review. 

Dixie Baker – Martin, Blanck, and Associates
Yes. That's why number 3 – actually, 1, 2, and 3, they all have system documentation. So in number 3, that system documentation and Farzad isn't there any – but – oh, he's there, but for number 3, with respect to Farzad's question about burden on vendors, you know, when a vendor sells a product that is intended to interface with something else, their system documentation will include that kind of detail about how you integrate this with an external module. So in number 3, the system documentation which should describe that interface of how it – how it interfaces with an external module. 

Douglas Fridsma – Office of National Coordinator
I guess – and that's great. I think I would even make it stronger and make it part of the recommendations to call that out, because what we don't want is people to submit it for certification but then have it buried or hidden. I think part of that has to say the security criteria that we used included these interfaces and not sort of have it buried, but actually call that out as a – in some sense, the tradeoff, if they're going to use a non-standard interface, not to bury it in their systems documentation, but to call it out and said, I met this criteria using these things and here's where – here's the extractor or how we – how we did that. So making it very explicit that that would be an expectation that it's not buried in the system documentation, but it's a clear part of the certification process, to make those public and transparent. 

Dixie Baker – Martin, Blanck, and Associates
So number – what you're saying is for number – because we tried to limit this to documentation that they normally have, because that was one of their objections. You know, we don't want to generate a lot of documentation that serves no purpose beyond certification. But for what you're saying, I think, is for number 3, yes, in addition to your system documentation, you really should explain the interfaces that you're using. 

Douglas Fridsma – Office of National Coordinator
Yeah. I think, you know, there may be some work to use standard-based interfaces, so you get a little bit of a, well, this is how we do it. It's kind of a proprietary way. 

Dixie Baker – Martin, Blanck, and Associates
Mm-hmm. 

Douglas Fridsma – Office of National Coordinator
So you're – so the vendors are getting – I don't want to say a pass, but they're taking a – perhaps a non-standard and slightly easier approach, given where they are. So it would be reasonable to then ask for them to have a specific explanation of that so that people could evaluate that. 

Dixie Baker – Martin, Blanck, and Associates
Okay. Thank you. 

[Background voices]

Jonathan Perlin – Hospital Corporation of America
A friendly amendment to option 3, and after these last two comments, let's just get a sense – I'm sorry? 

[Background voices]

Jonathan Perlin – Hospital Corporation of America
Well said. Two and 3. 

Dixie Baker – Martin, Blanck, and Associates
Oh. 

Jonathan Perlin – Hospital Corporation of America
Good clarification. We'll get a sense of where the committee is, you know, after the two last comments. But David and Wes, a couple of brief comments, and let's kind of give Dixie a sense – or actually at that point call what your recommendation amongst the choices is, or your guidance to us, and also give you our sort of perception of that.

Dixie Baker – Martin, Blanck, and Associates
Oh. 

Jonathan Perlin – Hospital Corporation of America
David? 

Nancy Orvis – Department of Defense
Yeah. David McCallie. My concern is that this is almost an impossible task, so we're going to fall back on human judgment regardless of what word-smithing we do. And the reason is that we have not specified what a module is. A module can be anything under the sun. There's no limit on what a module can be. So it's impossible to specify how you could test it for security against a – any innumerable set of standards, because modules can do anything. We haven't constrained that. 

And if we wanted to, we could constrain modules in a highly, you know, specified way, but no one has the appetite to do that, and I think that would be unwise. So I think we're – we fall back to arguments like in your point number 3, which is basically demonstrate how you approach and address your security requirements as a module. And if you use a standard-based service, that's great. We can either test that or not, depending upon whether we want to, you know, require the test. But it's really going to come back to you've got to explain to us how you – how you do this, because there's no predefined set of APIs that we can enumerate that you have to pick from, because it's totally open-ended, what a module could be. 

So I don't see any way around the judgment call of the examiner, if you would, the certifier, to say, I accept your explanation for how you approach this, given that they can do anything as a module. So I support in – and to your – Jon, to your question, I support what Dixie's trying to do here, but I don't think there's any way to make this rigid, because we haven't specified what a module is. 

Jonathan Perlin – Hospital Corporation of America
Thoughtful point. Wes? Final – 

Wes Rishel – Gartner, Inc.
Plus one for David McCallie. We're not yet talking – there's another slide that lists specific areas which are lined out. We're not talking about that yet, right? We're still talking about – 

Dixie Baker – Martin, Blanck, and Associates
Yes, yes, we are. 

Wes Rishel – Gartner, Inc.
Okay. 

Dixie Baker – Martin, Blanck, and Associates
What we're saying is that for each of those seven things that are blanked out, right, for each of those, they need to address – they need to address each of those security criteria using – and they get their choice of paths to address it. Let's say – let's say they – you know, in the – you'll see one of them, for example, is encryption. Okay? Let's say that that particular module has no – has no need to implement encryption. Then it would go, okay, for that one, I'm going to take path number 4. But here's how I do – here's how I do authentication of individual users. Here's how I do access control. Here's how I do audit. But I don't do encryption, and – you know, so that for each of those – each of these that are not blanked out, except amendments and optional, they would take one of those four paths. Automatic logoff, a lot of them – these modules, they will – you know, I don't have any need for automatic logoff for my module. I'm, you know, a decision support module. So that's that. All right? So they go, well, that's number 4 for me. 

Wes Rishel – Gartner, Inc.
Okay. So – 

Dixie Baker – Martin, Blanck, and Associates
Is that clear? 

Wes Rishel – Gartner, Inc.
That's clear, all right? 

Dixie Baker – Martin, Blanck, and Associates
Okay. 

Wes Rishel – Gartner, Inc.
Not that I necessarily agree with it, but it's clear. In fact, it's easier to disagree when it's clear. They – the issue that I have with that whole thing about here's why it doesn't work is that who will be the judge? Who will decide that that was an acceptable explanation? We've created a environment where our certifying organizations are effectively, you know, recruited and trained to follow government guidance very precisely. They always have a underlying incentive to pass a vendor because they get a reputation for being easier to work with. I'm not sure how we would be able to get a reasonable judgment of those inapplicability statements. You know, I just point out that Google says, well, no, they don't encrypt their discs, because the way they stripe them, that's the equivalent of encryption, and nobody in security believes that at all, but it's a statement that's out there that could be put to the test. 

I think when we keep the fundamental statement that started this presentation in line, which is we're not trying to be perfection, we're trying to be better than we are now with some nominal amount of cost, that then I think we're on the right track here. That is, that I think as long as we don't get – you know, the balance will be how many of – you know, and how many and how complex and how constraining are the security standards on the architecture of the modules. Okay? If they're not fine, if they are. I think you could maybe convert number 4 into something that was – that was enforceable if you came up with a specific set of guidelines that said, well, if you don't have a user face – user interface, you don't have to worry about whether you have an authenticated user, all right? And things like that, as opposed to just a blank check. 

When you get to the list – could we bring up that list? Okay. So it's up there. All right? So I guess I don't know what tamper resistance means, and I don't know what a standard is for tamper resistance, but if there is such a standard, and it doesn't require sort of a fundamental re-architecting of these modules, I'd be fine with it. 

Dixie Baker – Martin, Blanck, and Associates
Tamp – oh, I see. Okay. 

Wes Rishel – Gartner, Inc.
Tamper resistance. I mean, I'm thinking of the Angry Birds in China module right now, all right? Okay. Right. 

[Background voices]

Dixie Baker – Martin, Blanck, and Associates
Oh, you know what that is? Go back – 

Wes Rishel – Gartner, Inc.
No, that goes with auditing, right? 

David McCallie – Cerner Corporation
Auditable events and tamper resistance. 

Dixie Baker – Martin, Blanck, and Associates
Tamper resistance in the regulation, and remember, these came for the regulation. We're not making up this, right? 

Wes Rishel – Gartner, Inc.
Yeah. 

Dixie Baker – Martin, Blanck, and Associates
But tamper resistance is tamper resistance of the audit trail. 

Wes Rishel – Gartner, Inc.
All right. 

David McCallie – Cerner Corporation
Audit lots, etcetera. 

Dixie Baker – Martin, Blanck, and Associates
Audit – yeah. 

Wes Rishel – Gartner, Inc.
So fundamentally, there's nothing in these – in this list that gets to the issue of subterfuge code or Trojan horse or anything like that? 

Dixie Baker – Martin, Blanck, and Associates
No. 

Wes Rishel – Gartner, Inc.
Okay. Then I – you – you've struck – I mean, if – the one thing I wanted to see an EHR do, it would be to record amendments as amendments. It's struck here because it's not a security requirement, or why? I mean, it – 

Dixie Baker – Martin, Blanck, and Associates
Well, an EHR module can be something that reports to CMS. It can be anything. As – any – I mean, the regulation doesn't have a definition of EHR module. It's anything that's not a complete EHR. 

Wes Rishel – Gartner, Inc.
Okay. So we have this applicability issue. 

Dixie Baker – Martin, Blanck, and Associates
Exactly. That's what we're – 

Wes Rishel – Gartner, Inc.
But if we were to say that if it adds to the chart, it either adds to the chart through base EHR functionality or some other way makes amendments be amendments, then I think – I think – I don't see why it would be – 

Dixie Baker – Martin, Blanck, and Associates
So you're saying that it should just be included, because if they don't need – if they don't deal with amendments, they are just number 4? 

Wes Rishel – Gartner, Inc.
Well, I think we should be clear what we mean by amendments, but I would hate to see a module let in that started fiddling with the chart rather than creating this orderly list of entries and amendments that's the basis for all of our under – all of our trust in the chart. 

Jonathan Perlin – Hospital Corporation of America
We may not come to a complete resolution, but I think we have a number of points that can be summarized. Tim Cromwell, you – we always welcome your perspective, and it's a live issue in much of your work, and – 

Tim Cromwell – Department of Veterans Affairs
Thank you. Farzad actually asked me to, Dixie, walk you through what the VA and DOD are planning with respect to open source, and then I think it is to validate, number 3, is this what you mean by number 3. Is that where you're – so the – we acknowledge that in the – in the production of the iEHR, we'll purchase modules. Vendors will have proprietary standards in those modules. But in our technical specification package, and our expectation is that the APIs will be available in open source. So is that what number 3 is – is that what you meant by number 3, that you can have proprietary standards inside a module as long as the APIs are available? 

Dixie Baker – Martin, Blanck, and Associates
Yeah. They don't need to be open source, you know, but they can be – 

Tim Cromwell – Department of Veterans Affairs
Well, our – yeah. 

Dixie Baker – Martin, Blanck, and Associates
– but they need to be transparent. 

Tim Cromwell – Department of Veterans Affairs
Okay.

Dixie Baker – Martin, Blanck, and Associates
Yes.

Tim Cromwell – Department of Veterans Affairs
Our trajectory is open source, of course. 

Dixie Baker – Martin, Blanck, and Associates
Right. And that's good. 

Tim Cromwell – Department of Veterans Affairs
Okay.

Dixie Baker – Martin, Blanck, and Associates
Not that I should judge. Yeah. 

Tim Cromwell – Department of Veterans Affairs
Just to clarify, the product is not required to be open source, just the API. 

Dixie Baker – Martin, Blanck, and Associates
And you're requiring open source, not just open? It doesn't matter. But yes, number 3 would address exactly that. 

Tim Cromwell – Department of Veterans Affairs
Okay. Can we go back to – can I ask a question about number 4, Dr. Perlin, or are we – 

[Crosstalk]

Jonathan Perlin – Hospital Corporation of America
MacKenzie, can you go back to the slide with the 4 – there you are. Perfect. 

Dixie Baker – Martin, Blanck, and Associates
I have – I'm in command here. In fact, I might have you see this _____. 

[Laughter]

Jonathan Perlin – Hospital Corporation of America
It's probably the last comment. 

Tim Cromwell – Department of Veterans Affairs
And I guess number 4, is there an example? Because the word technically infeasible does not seem to be a path to certification. 

Dixie Baker – Martin, Blanck, and Associates
These – believe it or not, number 4 is actually ONC language that they have in the 2014 – I think it's the 2014 edition, where they say, you know, that some of these modules showed that they were technically infeasible to implement the – but in this context – let me give you – you're asking for an example. Let me see. Let's say you had a back office module that really never saw an individual user. You know, it was called by a – called by – it was called with a service, called as a service, by another module, and all it saw was that module. It didn't see John Halamka logged into the front end module. It would be technically infeasible for them to individually authenticate each person, user, for example, because they never see it. And that's what it's built to do. So that's kind of an example. 

Tim Cromwell – Department of Veterans Affairs
Okay. And then they – that – the – they would be requesting a waiver?

Dixie Baker – Martin, Blanck, and Associates
Of that particular criterion, yes.

Tim Cromwell – Department of Veterans Affairs
Okay. Thank you.

Jonathan Perlin – Hospital Corporation of America
Okay. And the very, very last comment. The phone always gets short shrift. I know, Arien, you've got your virtual card in the air. 

Arien Malec – RelayHealth Clinical Solutions
Yes. Thank you so much for that. So my question is just what is meant by a standard API? And the intent of the comment or the meta comment is that I can implement, for example, SAML insecurely. I can implement a REST API with no predefined standard, but do so over TLS with OAuth, for example, and implement that highly securely. So is the intent that you're certifying the entire API stack, or is the intent that there would be a set of good security practice – you know, if you follow these guidelines, you're okay, you're likely to be okay. If you follow these other guidelines, you're likely not to be okay. I think it would be inappropriate to do security on a – an API platform rather than security on a well-defined approach for the security portion of the API stack, if you know what I mean. 

Dixie Baker – Martin, Blanck, and Associates
Yeah. We recognize it for number 2, and I'm – this discussion is kind of leading me to think maybe we should collapse those two. But for number 2, what we had in mind was more profiles of particular standards, because we recognize, you can't really – you really don't want to implement an entire standard. So we would need to develop profiles for number 2, but – 

Arien Malec – RelayHealth Clinical Solutions
And those would form the guardrails by which I could get certified? 

Dixie Baker – Martin, Blanck, and Associates
Yeah. The intent in number 2 was to try to come up with something that you could test. That's the intent, so – 

Jonathan Perlin – Hospital Corporation of America
Actually, I think this discussion is leading to some summary thoughts. John? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
I always want to be very careful, because Dixie is a very detail-oriented person, so I'm going to just try to summarize the theme that I've heard, which is recognize that we want to protect our physician purchasers from modules that are misbehaving or egregious security risks, and that we may do so by having features and functions that are residing in the module, features and functions that are called by the module, or because of the nature of the architecture, are infeasible to include in the module. But whether it is standards or non-standards based when doing the calling, both should be permissible. So I think we kind of heard from the group, it's going to be really hard to enumerate very specific, testable standards, so collapsing 2 and 3 together, saying, it is permissible to call external sets of services using standards or non-standards-based approaches, or something of that nature. 

Dixie Baker – Martin, Blanck, and Associates
And then add Doug Fridsma's comment of making it very transparent how that works. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Yeah.

Dixie Baker – Martin, Blanck, and Associates
Okay. Got it. 

Jonathan Perlin – Hospital Corporation of America
Well, I think you've got a sense of the group, and Doug, I hope that provides a sense to you in contemplation of the 2016 edition of certification. Dixie, thank you very much for all of your hard work, and really to everyone for a robust and thoughtful discussion. 

We are moving towards Doug Fridsma for an ONC update. That stands between virtually everybody and lunch, and I appreciate, Doug, your flexibility. And we'll go through as long as necessary, as fast as possible, wherever the two of those meet. 

Douglas Fridsma – Office of National Coordinator
Thanks. I have learned that to take whatever time I've been given, cut it in half, and then divide by two, and that's usually about the amount of time that we have. So what I wanted to do is to give you a very brief update on some of the things that are going on in the S&I framework, and some of the work of the community in accelerating the standards that are out there, and then spend just a couple of moments talking about the ABBI Project. Just to bring you up to speed, I'm sure that you folks have heard about that, and just to sort of give you a sense of where we are with that. And then answer any questions that we might have with regard to – with regard to things.

So this is my sort of graphic that takes a look at all the S&I framework initiatives and sort of a snapshot of our portfolio. I've made some changes to the graphs in terms of where they are just to give you a sense for kind of progress that's been made. As you know, we're kind of developing now our standards interoperability 2.0. We've actually awarded a contract for a bulk purchasing agreement, or a BPA, that allows us to write tasks against that. That will help support the acceleration that we'd like to see among the standards and the standards development community. 

So that will be helpful as we go forward, and we are sort of gearing up and doing the analysis based on the RFI to make sure that we can be responsive and communicative about the kinds of things that would be helpful for the community to work on. 

So if you take a look, we've got the direct project, and we've got transitions of care, as well as the laboratory results interfaces. Those really have moved into the phase where we've got reference implementations, we've done some testing in pilots, and those have all become part of the meaningful use stage 2 criteria. And so we are really at a point where people need to take a look at that and evaluate it and make sure that there are – it meets the needs that we have, and if there are things that we need to update, to make sure that we work very closely with the community to make that happen. 

Query health and provider directories have made progress as well, although I think they are still in sort of that reference implementation and testing area right now. I will say that the data segmentation for privacy has made some really significant gains. There have been a pilot and a demonstration that was at the last HL7 meeting that demonstrated how they were using the data segmentation activities to be able to protect the patients' information. So there has been good progress that has been – that has been made there in terms of advancing that and understanding a bit more the challenges that we might have with data segmentation. 

The public health reporting and ESMD initiatives are really – public health is a community-led initiative, and ESMD is something that CMS and the community that they have around audit has brought together, and so they are making some good progress there as well, although I think we're really in the use case phases there. I think there is some opportunity, as we think about the public health reporting, and we look at the RFI, to identify those low-hanging fruit with regard to the use cases, and begin to move that forward to make sure that we've got lab and case reports and things like that well-aligned with the activities of this committee. 

The longitudinal care coordination, as you know, that showed up in the RFI, and there is going to be some questions that will be asked about that. And I certainly hope that we'll be able to get good responses from that community and from this group as well. 

The laboratory orders interfaces really sort of moved fairly well. This involves not – this involves kind of completing the loop, if you will. So the laboratory results interface that became part of meaningful use stage 2 criteria articulated how EHRs would receive labs. This really is kind of a two-part process. It's about how you would order things in a standardized way, but also to work on a lab compendium of orderables, if you will, described in _____ terms and the like, and how that would be represented in a standard way. Different groups might have different lab compendium, but if you can describe it in a standardized way, there's ways that you can then interface with that within your EHRs. 

Healthy decisions and the Automate Blue Button are the most recent ones that we've got. Healthy decisions is making good progress in developing sort of the use cases and working towards a ballot that will be look at at the next HL7 meeting. I think it's really important within healthy decisions is that there's been a lot of work, and there's been a lot of research that's been done on clinical decision support. What we really have to do is articulate – in the next incremental pass, we need to make sure it's tied to some of the quality measures, since that's a closed loop, if you will. And we – we really want people who have concerns or who need to know more to engage in that community, because they're moving very, very quickly. It's such an important priority, and we want to make sure that we get feedback from the – from the community about the direction and how we can do that in the right way. 

So the Automatic – the Automate Blue Button, or ABBI, as it's known, is probably the next initiative, and it's the one that's been most recently launched. But they've made a lot of progress, and I wanted to give this group and update and see if there's any questions that people might have. 

So two years ago, just as background, the VA added a simple, easy to use blue button to their patient portal, and in – when patients would click on that blue button, initially they just got a couple of sort of ASCII, tab-delimited files that had initially just patient-entered information, and then gradually has expanded to include a host of other functionality and other data that is coming from the electronic health record. 

I think it was important to recognize that at the time, the blue button wasn't a standard per se, but really was a movement. It was trying to make sure that patients had an iconic way of addressing their ability to get access to their data. And so it has become something that is not limited to the VA. The VA has been sort of our vanguard and the leader in this. But there are other departments, CMS, Department of Defense, Aetna, United, many, many more, who are on – who are also sort of saying, you know, we've got information about our patients and the people that we take care of, and we want to make sure that they have the ability to access that information and get – and to use that. 

I'm – at this point there's been over a million downloads from Blue Button from the VA portal, and so there is clearly a desire for people out there in the communities to have access to that. But I think one of the things that's important is that when you do it, when you – when you click that blue button on Medicare.gov, or if you do it on MyHealthyVet, you get an ASCII text file that has the information that you would like to see, but it's not particularly structured, and that limits I think its ability to tap into an ecosystem of innovators and entrepreneurs who could then use that information and to provide value-added services to patients in terms of analyzing and looking at their data as well. 

There have been some challenges looking at the Blue Button activities, so QMetrics, for example, one of the companies that has done some interesting work to create Blue Button data and to structure it in a way that allows it to interact with apps that run on iPads and iPhones and things like that. So we know that there are people out there who, if we could provide better structure to that information, might be able to have access to that information. 

So within the ABBI project, they identified – they identify, define, and harmonize implementation standards, tools, and services that facilitate the automatic push and the automatic pull of patient information via the Blue Button, and identify, define, and harmonize content structures and specifications for the Blue Button so that information downloaded is machine readable and human readable, and then also take a look at identification, credentialing, and protocols around access and authorization that facilitates that push and pull. 

And so when you think about push, it's sort of this, you know, cc me notion, is that you should be able to go to your provider, and say, any time you send any information about me, please just send a copy to my personal healthcare record or to some site that I would like you to do. And then the pull initially as it was conceived was is there a way that you could subscribe to updates of your information? So could you subscribe to updates from Aetna or from CMS or from your portal? 

And then to take a look at what the content structures and the specifications should be, and then of course always making sure that we've got identification credentialing and those other things in both of those use cases. 

So this is a little bit hard to read, but this identifies sort of that push use case, and it says automate the transmission of personal health data to a specific location. So a patient should be able to specify to a dataholder's system to be able to send that information, and we hope that this is a mechanism that say view, download that transmit piece would be able to support. And so we want to make sure that the – you know, our assumption here is that there is a authentication that has already occurred. Perhaps you've authenticated with your provider. You're there in your visit. The person says, here's my, you know, direct address or whatever to send it. And the data that's sent must be both human readable and machine readable with that. 

And so they've been working very hard to take a look at it, and one of the things they're exploring is to look at HTML with a style sheet attached as a best practice that allows you to say, embed the consolidated CDA, XML, and give a style sheet that says, this is how you would make it human readable, so that it isn't, you know, XML5 that you're using that to examine that, but in fact there's a style sheet that lays that out in a nice way. Whether or not that is a standard, but at least it becomes a best practice to sort of include those two things. And also, some discussions about whether or not to add things like JSON extensions that would also allow programmatic access to that XML as well. And there are some pros and cons to doing that, whether we want to sort of create yet another way to do it. 

But the idea here is to use a push case, to use our existing standards that we have, and to do that next iteration that allows it to be human readable as well as machine readable. 

The pull case I think is the one that is a bit more challenging, but I think there are some issues here, and the exploration that they're doing I think is very, very important. But that would allow a third party application to periodically access that information. And the idea there is that you have a personal health record you've authenticated to, and then what you do is you create a PubSub relationship with a content provider or organization that has your data, and with appropriate authentication, would allow that to be updated. So think about podcasts in your – in iTunes, the notion that you would subscribe to content that would get periodically updated, and that's kind of the notion of that.

So that would – that's something that the data has to be submitted securely. You have to have consent to be able to pull that information. And again, it has to be sent in both human readable and machine readable ways. I think this is one of the areas that we've looked at with regard to OAuth and OpenID, to see if those are some of the mechanisms to be able to do that authentication, since it's a critical piece of the puzzle. But I think that's the one that I think requires the most thought, and frankly, I'm not sure if the underlying kind of business proposition, if you will, is still there. There's a lot of policy issues I think that still need to be – to be worked out with that as well. 

But I think what has happened, though, is that the Blue Button has tried to take a look at some key deliverables that they want to – they want to be able to address. So one is the reference implementation of the view/download/transmit and sort of this automation, and they are hopeful to be able to have demonstrations to be able to show in February and March, when we have HENS and the Interoperability Showcase, to demonstrate there. 

Maybe to demonstrate what pull would look like, realizing that there's a lot of things that we still have to sort of overcome, but taking a look at that authentication piece as well, get some more refined technical implementations of direct, of email, of pull, and to really explore how you might be able to provide some of those services in other ways, and to get some of that technical implementation guidance that would help support view/download/transmit. 

Some workflow guides with payers and providers, and one of the areas that we're also looking at is working with explanation of benefits, for example, and some of the payment activities, looking at some of the X12 standards around that to see if we could extend this notion of being able to access that payment information as well, as another content type to look at. 

And then there's some work – look at – taking a look at the C-CDA in a consolidated CDA style sheets library, and begin taking a look at how we might be able to support that. 

So there's a lot of activity that's going on within these – within these groups. It's probably one of the more active standards and interoperability framework activities, in which there's a large community out there trying to struggle with these – these activities. And so I'd encourage people, if you have questions, or you want to get involved, that that's a good place to go to as well. 

Jonathan Perlin – Hospital Corporation of America
Doug, very thoughtful summary, and appreciate the relative brevity for the complex topics. Chris Chute? 

Christopher Chute – Mayo Clinic College of Medicine
Thank you, Doug. Very intriguing. Obviously, the people working on this recognize the similarity in the push and pull case, which I think is a logical extension to Blue Button, with health information exchange writ large. And the obvious question is why – and not – this is my ignorance more than a legitimate question, why would a community effectively reinvent health information exchange, infrastructure protocol, readability, you know, embedded machine readable components, and so on and so forth, in this specific use case, rather than leverage or coordinate or collaborate with the use cases that would go from provider to provider? I mean, it's – the way you characterized it, it was striking how similar the functionality and requirements actually are. 

Douglas Fridsma – Office of National Coordinator
Well, I think that's a – I think that's an important point. I think one of the things that we have been working very, very hard – and in fact, I think we've gotten sort of the practicality and the need to just sort of get this done in a relatively short period of time, has prompted us to say, you know, we're not going to reinvent the content standard, for example. Let's use a consolidated CDA, because it's out there, and let's see where it works and where it doesn't. 

I think we did not have a good idea about – you know, we wanted to have the ability that if you downloaded a consolidated CDA in the XML, would you need another viewer to be able to look at that, or is there a way that existing software that a patient might have on their machine could be used? And that's where this notion of a style sheet came on board. If you could download it with that style sheet, you could use your web browser to take a look at it. 

With regard to some of the push and pull transactions, direct is one of the standards that they've looked at for the push. So trying to – even use case 1 is really just a repackaging of the existing standards to meet that use case. And on the pull, looking at OpenID and OAuth and RESTful approaches to try to take some of the work the work that had been done with the RECS Project over the summer with the Federal Health Architecture and our federal partners, and to move that into how that would look like if you were going to use those kind of standards to help support that push/pull was another thing. 

So this group hasn't tried to invent any new standards, but to really say, if we're going to support view/download/transmit in both a push and a pull way, given our portfolio of standards that we have, as well as some of the emerging ones that people are telling us are important and that we need to include, this was an opportunity for us to focus some activities around that, which I think to your point, to make sure that we can leverage it for other kinds of things becomes even more important, as well. 

Jonathan Perlin – Hospital Corporation of America
David McCallie?

David McCallie – Cerner Corporation
Just to agree with Doug's last couple of comments, that this gives us a chance to explore new approaches in a – you know, a relatively quick way with opportunity to pick the things that seem to work and drive deeper into the mine, I think it's a good – it's a good process. I like what they're doing. It's important. 

Jonathan Perlin – Hospital Corporation of America
Thank you very much for that. Any other comments before we move to our public comment session? Well, many thanks to everyone. Good – really very thoughtful morning. A lot of _____. We have a very robust agenda for this afternoon. Again, we're probably not going to go through every slide, but a lot of information development. Doug, many thanks for that. A terrific presentation. Great leadership of all the work going on. 

MacKenzie, we have arrived at our first of two appointed public comment sessions. I don't know if there's anything that's come in on Twitter or otherwise. 

MacKenzie Robertson – Office of the National Coordinator
I have not been monitoring Twitter, but if we can open the lines for public comments, operator, and while we're waiting for the phone, if there's anyone in the room that would like to provide a public comment, if you could please come to the table, and I will just remind you that public comments will be limited to three minutes. Thanks. If you could just state your name. 

Operator
And if you're on the phone and would like to make a public comment, please press star 1 at this time. If you are listening via your computer speakers, you may dial 1-877-705-6006 and press star 1 to be placed in the comment queue. 

MacKenzie Robertson – Office of the National Coordinator
Go ahead at the table, please. 

Lindsay Hoggle – Academy of Nutrition and Dietetics
My name is Lindsay Hoggle. I am a director of nutrition informatics for the Academy of Nutrition and Dietetics, a 74,000 member professional organization of nutrition and dietetics. I've spoken before, and I have followed this committee. I appreciate all of your hard work, your openness to the addition of a public comment period, particularly before lunch, and especially since I'm going to talk about food. So I will stick to my limit here.

Several things. One clarification that I want to make, when we recommend nutrition inclusion in the certification criteria, is that the vendor burden is already there. We are already building nutrition in electronic health records. We're required by Joint Commission to screen patients on admission to acute care facilities. We have to follow patients and provide nutrition assessment on patients who are not fed within 72 hours, and then we also provide additional support where we have to chart in the medical record. So that – we're already having that done. 

Right now, without a lack of – with a lack of standards, it is very burdensome, because we are using our nutrition care process and standards and our vocabulary that we are working feverishly to get into SNOMED CT and LOINC to create a standard process. The lack of standards is very cumbersome, and it's going to – it's creating problems in terms of sharing data. 

We have two initiatives at HL7 January 2013 Working Group meeting. One of those is the Allergies and Intolerances Workgroup, which includes the inclusion of food allergies. The other one is clinical messaging for diet orders, which will be balloted in the January meeting as well. 

And I want to just leave you with one last comment in terms of patient safety. We typically in this room, everyone here has typically a regular or a solid food diet. If you go to either extreme in terms of modified consistency liquids in one direction, and you think of infants, and then unfortunately sometimes senior citizens go in that direction. If not, if there's any problems with the gut, then you go in order – the other direction of enteral and even parenteral feedings. The issue is it still is 100 percent of us, there has to be a diet order. So I ask in terms of patient safety, any time you go to the left or to the right, not transmitting a diet order is a patient safety issue. Not transmitting food allergies is a patient safety issue. Thank you for the ability to comment. 

MacKenzie Robertson – Office of the National Coordinator
Are there any public comments on the phone? 

Operator
We do not have any comments at this time. 

MacKenzie Robertson – Office of the National Coordinator
Okay. And are there any more public comments in the room? Okay. 

Jonathan Perlin – Hospital Corporation of America
Okay. Well, it is 12:15, almost, 12:13 to be precise. Let's reconvene at 1:00 sharp, and thanks to those who've participated online, and the virtual audience in the room as well. One o'clock back. 

[Background voices]

MacKenzie Robertson – Office of the National Coordinator
I'll be here. 

[Break in audio]

MacKenzie Robertson – Office of the National Coordinator
Before I turn it over to Jonathan Perlin, I just wanted to note for the record that several committee members have joined, and it was after roll call. So Marc Overhage, Walter Suarez, and Nancy Orvis are in attendance. So with that, I'll turn it to you, Jonathan. 

Jonathan Perlin – Hospital Corporation of America
Well, thank you, MacKenzie. Welcome back, everybody. Appreciate the very punctual lunch. Thoughtful discussion this morning. We have a very robust afternoon, and to make sure that we get through our duly appointed conversation, it's my pleasure to turn the – chairing this session over to Dr. John Halamka. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Well, thanks very much. And just as we heard from our previous discussion of the morning, the need for innovation, but also ideally reusable constructs. As we look forward to the future of quality measurements, certainly there are many elements of that that you'd like to see regularized, standardized, and made reusable. So I think what you'll hear is a theme from many folks today about infrastructures the country is building that is going to make this path forward easier for us all. 

So MacKenzie, do we have Kate Goodrich joining us? 

MacKenzie Robertson – Office of the National Coordinator
We do. Kate, are you there? 

Kate Goodrich – CMS
Yes, I am. Can you hear me? 

MacKenzie Robertson – Office of the National Coordinator
We can.

Kate Goodrich – CMS
Great. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So Kate, kick us off with the clinical quality measures reboot. 

Kate Goodrich – CMS
Okay. So it's a pleasure for me to speak to the committee today. Thank you for inviting me. So I think the theme that you'll be hearing from me today really is around the word alignment, and I think some of you in the room may have heard me talk about this before, related to our recent efforts over the last year to align our measures and our programs. So I'll start off talking some about that, and then just briefly get into a little bit more specificity around alignment related to electronic measures. 

So as all of you probably know, our framework for measurement over the last couple of years has really been the National Quality Strategy, with the three-part aim and the six priorities that were identified. And so what we've done over this last year, not just within CMS, but also across the entire department, is really taken these six priorities and translated them into domains of clinical quality measures. 

So for those of you who are not as intimately familiar with the National Quality Strategy and the six domains that we've developed, I'll just highlight them briefly. They are clinical care, care coordination, population and community health, person and caregiver-centered experience and outcomes, safety, and efficiency and cost reduction. 

And so if you look at these six domains, they really should capture the totality of quality of care, no matter what level you're measuring at, or in what setting. And as you also probably know, of those six domains, at least five of them have very significant quality measure gaps. We know that most of the measures that we have certainly within our physicians programs, but also within some of our other programs, have been really fairly heavily weighted towards the clinical process measure side. 

And the – I would say that the current portfolio of measures that we have, again, both on the physician side as well as on the facility or institution side, are really much more provider-centric, and they have traditionally been focused on measures that are most easily captured through administrative claims or through chart abstraction of the medical record. 

And we believe that in order to really effectively fill those gaps, that we need to use measures that are EHR-based. And so I'm wondering if this reboot term that ended up on the agenda came from an article that Dr. Conway and Eddie Garcia and I wrote recently in the Joint Commission's Journal, where we talked a little bit about how the use of EHRs for all of our programs will give us the opportunity to reboot our national measure portfolio, because in doing so, in identifying, you know, de novo e-measures that are really the measures that matter the most to patients, we'll be able to really develop over time a strong, robust portfolio across all of these domains that address what is most important to patients. 

So one of our high level goals is to identify core sets of measures that address all six of the domains that I've just outlined, and this is going to take some time to get there, because not only do we not have yet enough measures within some of these critical gap areas, such as patient/family engagement, care coordination, even patient safety within non-hospital settings, not only do we not have enough measures, but actually, it's kind of operationally tricky and difficult to implement a core set of measures across multiple domains. But that is our goal. That is where we're going. So I think if we keep our eye on that, that we will definitely get there. 

So getting to the – back to the alignment theme, we have – we are working very hard and I think have made a lot of progress in aligning measures across our physician programs and across our hospital programs. So just to take a step back for a second, our physician programs that I'm speaking of are physician quality reporting systems, the value-based payment modifier, the meaningful use or EHR incentive program, as well as our ACO or Medicare Shared Savings Program. Our hospital programs that we're trying to align across are inpatient quality reporting program, hospital value-based purchasing, and of course the EHR incentive program. 

So we have made really significant progress for both of these settings or types of programs, and we expect that by 2014 we will be at our very near full alignment within our provider programs. So the goal here is that if you're a provider, whether you're in a group or you are an –reporting individually, that you will essentially have to only report once to meet the criteria for all of those programs, and we think that's – I think that we are very close to getting there. It's something that we've been working very hard on. Again, not just within CMS, but also with our colleagues at ONC and AHRQ and other folks. 

So these – all these programs – well, at least for PQRS and the value-based modifier, have multiple reporting methods at this point. So through claims, through the use of registries, and of course, through electronic health records. So our fastest-growing right now is through registries, which can receive information from claims, from direct chart abstraction, or from electronic health – from electronic health records. 

So our goal is for the registry and EHR methods to really grow considerably, which is already happening. Now in order for us to be able to achieve the goal of more robust use of EHRs, and again, whether that's direct submission to CMS or through a data submission vendor or through a registry, there are a number of things that need to occur in order to truly drive improvement. And so these include continued standardization of e-measures in order to meet the needs of multiple programs. And of course, this is on both the physician side as well as on the eligible provider side. We need consistent testing of e-measures and evolution of how we test e-measures, and that is ongoing work that we have been participating in. 

And then I think we all – I think Betsy Humphrey's going to talk next about value sets, and so we've been working with our federal partners and with others as well on the alignment and coordination and selection of value sets for measures. So many of these issues, as I said, are being addressed not only within CMS, but we also work with a number of partners through a number of forums, and one of which is through our e-measures issues group, which is a forum of measure developers, contractors, and other federal agencies, folks from the National Quality Forum also participate, to work through e-measure standardization and all sorts of other related issues. And this has been a really very productive group. We've done a lot of work, and it's – that work is continuing. 

So I will stop there and see if anybody has any questions, but thank you for allowing me to speak for just a few minutes. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Well, Kate, thanks very much. So this is John Halamka. Let me just start with a couple of questions. So in addition to being a doctor, I oversee a variety of the IT aspects of Beth Israel Deaconess, and I often hear from our quality people about their skip and abstracting methodologies, and it – they say to me, well, gee, you know, we have a whole set of processes today to generate CMS core measures, and those processes different from the meaningful use processes, and the meaningful use processes sometimes include quality measures that are outside of the core measures. So I think you've hinted this direction, but just to confirm, the hope is that we will converge quality measures, inpatient and outpatient, to a skinnied-down set, rather than having, oh, here's the PQRS, and here's the P4P, and here's this or that type of measure, and they will be EHR-based, and the notion of skip or abstracting methodologies will disappear. 

Kate Goodrich – CMS
That is – yes, that is correct. In fact, we have identified a very well-laid-out strategy that we are just starting to implement, and to also build upon and better define particularly on the hospital side, just to start with that, for that ultimate sort of alignment, where you're getting away from that very burdensome chart-abstracted measures that you describe. You know, I'm a hospitalist. I work in a local hospital still. I still practice. And boy, do I – I feel that pain. I completely understand where your quality people are coming from, having experience that myself over the years. So that is definitely our goal. 

And then on the physician reporting side, I think there's still going to be a place for registries, certainly. We certainly hope that over time that the G-code claim option will reduce over time. I think it's going to be a matter of sort of phasing out and phasing in. But we certain expect that we'll get to a place where, you know, nearly all measures are EHR reported, whether they go through a registry or come directly to us. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. And of course, one challenge, as Floyd knows so well, so many of these numerators and denominators contain exclusionary criteria, because specialty societies have demanded that we get to the fourth decimal place of accuracy, and so what you have is nutty stuff, like, you know, does the patient drive a blue car? You know, I mean, the things you could never get from an EHR or a registry. Of course, I made that up. It's actually a yellow car. 

[Laughter]

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
But I see some cards going up, so I love it. Registries, EHR-native, data we gather as part of the process of care, no skip or abstracting methods, and rationally determine the numerators and denominators – 

Kate Goodrich – CMS
Right. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
– with fewer exclusionary criteria. Floyd?

Floyd Eisenberg – Independent Consultant
So Kate, I really appreciate all those comments and your future direction. Two questions, and one is is that a – is this a suggestion that retooling is a thing of the past and you're looking at new measures designed specifically for EHR, is number one. And the second question, if registries are part of the mix to be able to get the information and then consolidate it for your reporting, is there a concept of how that information might come back to the EHR to be used for decision support? Was that in your model? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Yes. So I'll take the first one. So with retooling, you know, I think retooling was necessary for stage 1, and, you know, also for stage 2 to some degree, in that we've, you know, kept most of the measures from stage 1, and I think have a few new ones that have been retooled. But I think we've all learned that that is a suboptimal way to identify and use measures for electronic reporting. So our goal is to be able to phase that out, I think. 

Now I don't want to, you know, say that we'll never retool another measure, because there may be measures for which retooling actually makes sense. I don't want to, you know, say we're going to cut that off completely. But we really believe from our lessons learned, which I think is, you know, probably not a big surprise to most people, that really the most robust measures are going to be ones that are created de novo. 

Regarding the registries, you know, one of the things we're talking about right now is what criteria we could lay out for registries to participate in all of our programs, and one of them would be for, you know, relatively rapid turnaround feedback reports or just – or other types of feedback that could go back to the group or the individual provider. We think that that is a – you know, a core requirement, a core component for registries. So yes, it would not just be simply for reporting of measure results to CMS, but we would hope that the registries would be able to provide that rapid turnaround feedback. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Thank you. John Derr? 

John Derr – Golden Living, LLC
Kate, this is John Derr. I represent long-term post-acute care. You mentioned eligible physicians and eligible hospitals. Could you comment, please, on how you're going to do this with the nursing homes and home care agencies and the other parts that make up long-term post-acute care? 

Kate Goodrich – CMS
Thank you. So I would have to go back to the original statute – somebody there probably knows better than I do – that identifies what the eligible providers and – you know, are under that statute. We certainly do – this is something we've been thinking about a lot in our – and especially within our division of chronic and post-acute care. You know, each one of them now has their own assessment instrument, and, you know, and that is just sort of a relic of the payment – of the payment system for each of those settings. But we certainly hope that the EHR enterprise can be, you know, sort of spread to the post-acute care settings, and think that it absolutely should, particularly for purposes of interoperability and understanding what's happened to a patient, you know, across the continuum of care. 

You know, I think realistically that it's going to take a little longer for the post-acute care settings, because they just are not as advanced as in the, you know, practice setting or the hospital setting with use of EHRs, although I think there are some exceptions to that, certainly. But that's something that we are thinking about, again, within the Center for Clinical Standards and Quality, and specifically within our post-acute care group, as well as our colleagues over in the survey and certification group that we work with very closely in monitoring quality for nursing homes and post-acute care settings. 

So I don't have a timeline for you. I will say, though, it is definitely an area of focus for us, but it is earlier in the process than it is for the other settings. 

John Derr – Golden Living, LLC
Yeah, the reason the – under the statute, it's professionals and hospitals, and does not include nursing homes, home care – 

Kate Goodrich – CMS
Yeah. 

John Derr – Golden Living, LLC
– as an eligible – 

Kate Goodrich – CMS
Yep. 

John Derr – Golden Living, LLC
I would encourage you, there are now four software systems that have CCHIT certification, because we've moved ahead, that you work with us in doing this, because otherwise, somebody's going to be normal and go across into a nursing home and then possibly be abnormal, because the quality measures are different. And then we'll get F-tagged for it. 

Kate Goodrich – CMS
Yeah. No, that's a good point. What organization do you represent, again? 

John Derr – Golden Living, LLC
I work for Golden Living, but we've – I've founded the Long-Term Post-Acute Care HIT Collaborative, which has all the associations part of it that represent the providers and services and vendors of LTPAC. 

Kate Goodrich – CMS
Okay. Well, I think MacKenzie or somebody else could give you my contact information. We'd be happy to meet with you. 

John Derr – Golden Living, LLC
Thank you very much. 

Kate Goodrich – CMS
Mm-hmm. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Other comments? Okay. Well, thanks very much, Kate, and I surely look forward to the rebooted approach. 

Kate Goodrich – CMS
Thank you. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Value Set Authority Center. So Ivor? 

Ivor D'Souza – National Library of Medicine
Well, thank you for having me here. I'm Ivor D'Souza, director of information systems at the National Library of Medicine. Very briefly today, I'd like to present three little items. I'll talk about where we are today with the Value Set Authority Center, and also talk about the journey to this point in time, and the lessons that we have learned along the way, and then how we're going to leverage the lessons we learned to do something different. You know, make sure that our future is brighter than our past. 

In terms of where we are today, there are two very important things that we have done. We have developed a web user interface for human consumption, and then an API for machine consumption. I want to thank the leadership of ONC and our partners, CMS, AHRQ, Mayo, a lot of the people who have really made this possible. A very collaborative project, indeed. 

Just very briefly, I want to just take you through the website just to show you what it looks like. The URL is vsac.nlm.nih.gov, Value Set Authority Center. And it gives you the ability to search for a query term, etcetera. You can type in anything and hit search right there. It also gives you the ability to filter based on your – whether you want a particular measure, whether you want a quality data model category, the name of a value set developer, or whether these are EP or EH measure related value sets. 

And then in the tab it gives you the search results, which are all a list of OIDs, value set identifiers, if you will, and you have the ability to download this data either in Excel or XML format. And if you click on any of these OIDs, it gives you a full listing of codes, as you can see right there. So – and these codes can also be downloaded to Excel sheets, for those that are interested. We also contain on this site a lot of metadata related to the OID itself, the value set itself, or the measure as well. It contains the grouping information, etcetera, etcetera. 

The API that we have put together is SVS-based at the momen.t. It's XML. It's got, you know, XML output. Currently be using by USHIK, Mayo and Mitre to support the services that they're providing related to the same thing. The VSAC API can return value sets – if you were to provide OID, that's the value set identifier. If you want a very specific one, you can provide OID and version. But the one that's most popularly used is the one where it returns all value sets related to a measure ID. 

So here are – very briefly I want to talk about our journey and the lessons learned along the way. The challenge that we faced was that we had over 1,500 value sets, unique value sets, and over 84,000 unique codes in them, contained in 94 – belonging to 94 quality measures, and we had to get all of this done in less than 4 months. So this was a big challenge, but like I said, thanks to a lot of people who worked very hard, all of this was possible. 

To curate this, given that it was just a short time, we had to limit the scope of what we were going to do to clean these value sets up and get them ready to – for download or access on the VSAC. We made – we took advantage of the fact that the library has its flagship terminology service in the UMLS. The UMLS is produced twice a year, but we also have the RxNORM API, which is – the RxNORM is produced once every month. And so we were able to go against more current data in RxNORM, even though RxNORM is actually part of the UMLS. 

And we did triangulation between code systems, codes, and descriptions. So we were checking to make sure that the code systems, the codes, and the description for the codes were all correct as we were going against the API. And if we found any incorrect, malformed codes or code system mismatches, etcetera, we would report these and work with the measure developers to get them corrected. And so that's the process we went through. 

Here are some examples of things that we found. This is not a full list of examples, but just to give you a sense of some of the types of things that we saw. The ones that are red were the ones that were initially coded in the value sets, and the ones that are green are what we ended up correcting them to. So for example, the first one you see, there is a leading 2 that was missing. You can see the ICD code was missing a period, and you can see the LOINC code was really not a LOINC code. 

And in the next example, you can see how the code systems that were in the value sets were wrong. So, you know, they had to be corrected. They were – they should have been what they are in the green. Here is another example where the code in red doesn't exist. The code in the green is actually the correct code for that particular description. And here's another example where the digit 9 should have been digit 6, and the 99411 is a completely different code. It's not – it's not that particular item. So when we look at these, these are just – this is just a flavor of the types of things that we came across. And actually, these were the easier ones. The ones that were more complex really required a lot of discussion and going back and forth with people. 

And so we went through 13 grueling rounds, as Mike and some of us will attest to. It was fun losing our summer vacation and – but I think overall, the collaborative spirit came through, and we were able to correct around 4,000 plus codes, so 370 plus value sets, and all 94 measures were actually affected, because at least – there was at least 1 error that had to be corrected to – in every measure. 

So where we want to be is I'd say we want to imagine a place where we don't have to go through the same process again. So we want to imagine a place where we will do these value sets correctly the first time. And so keeping that in mind, we're in a – all the planned activities are focusing around those initiatives, where we're going to not try to rework things that were not done properly in the past. 

So there are two major areas that we're focusing on. One is I'll call them more policy initiatives rather than process, the first one being – in process, we're talking about having a governance process, you know, led by ONC and CMS and AHRQ and NLM, all playing collaboratively to ensure that we have a good way of figuring out how to edit and how to approve and how to publish these value sets going forward, now that we have, you know, a sense of clean value sets and clean codes in them. 

And then we also want to have a review of the value sets to make sure that the codes in them – in there, and the values sets really capture the intent of the measure. So they are – you know, they're truly reflective of the intent of the author and the intent of the measure. 

And in terms of tooling, we want to take advantage of the fact that NLM has direct access to online code systems, and because we have direct access to online code systems, a lot of these issues that we saw over the past four months can be eliminated, because people will no longer be manually keyboarding entries. They will be selecting things out of online code systems. And so the effort of a lot of people, a lot of expensive people, burning the midnight oil, so to speak, will probably vanish. 

And then we will also be able to add or leverage the UMLS for synonymy, hierarchies, and relationships, so help the authors in their effort to find the right codes to put in the value sets, give them aids for creating value sets, and helping their effort along the way. We're also going to be automating some of the quality checks that we're going to build in, and if code systems change along the way, which they will, we want to – we want to know that some of the codes have gone stale. We want to be able to automate alerts. You want to create a workflow. You want to kick start these things. We want to contact the value set developer and say, you know, time for a change, and so on. But we want to also keep these in line with the CMS publish dates. 

And the – there's another item. Very interesting that it should show up today. We're also evaluating CTS2, and our friends from Mayo have actually visited NLM today, so I had the good fortunate of welcoming them at the library today, this morning, and then coming out here. So we're evaluating CTS2 as a viable, you know, option for servicing the VSAC, and potentially other services, too, at the library. 

We're also looking for many opportunities to improve value set consumption. We've gotten calls, and we're also participating in some CMS webinars, where we're demonstrating the VSAC capability to value set developers, e-measure developers, even the EMR vendors, and they have different interests in terms of how they download the value sets, whether it's Excel forms, XML forms, etcetera. And so we're working with them and trying to provide, you know, consumption opportunities that really help the user community. 

And finally, we also have to integrate with the Measure Authoring Tool, keeping in mind that it was the Measure Authoring Tool that created the first – the revision of the value set that we ingested and brought into our system. But I – but the Measure Authoring Tool will continue to help in crafting measures. We want to seamlessly – provide a seamless integration between the MAT and the Value Set Authority Center, so we'll – we let the authoring of value sets happen at the Value Set Authority Center, and then we let the measure authoring happen at the MAT. 

With that, I'd like to conclude and thank you for this opportunity. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So first question, is the center open for business, so to speak?

Ivor D'Souza – National Library of Medicine
It was open as of October the 25th. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Because, you know, one of the things that we've long said in this committee is the country needs these curated value sets, and that we want to make meaningful use stage 2 especially easy for hospitals and developers, and if in fact it is open for business and these are downloadable – I just went to the site, and I guess one does need to have credentials to access these materials. 

Ivor D'Souza – National Library of Medicine
That's correct. So to access the materials, you have to have a UMLS account, and the reason for that is because many of these codes have IP behind them. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Right.

Ivor D'Souza – National Library of Medicine
And so the – one of the advantages that the NLM has is that the NLM has gone through the process of getting the IP issues worked out with CP, with AMA, etcetera, and so as long as people – the license is free. The accounts are free. Sorry, the accounts are free to get. It takes about a day to get it. And so as long as people can then abide by the terms of the agreement within the UMLS, the access is easy thereafter. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Right. And as you've mentioned, there are multiple ways to access it. And this is probably a question for Chris, which you can feel free to defer to your presentation, but is SVS the IHE profile based on CTS1? It's based on CTS2? It's just its own thing? Okay. Good. We have to harmonize this. Nancy Orvis? 

Nancy Orvis – Department of Defense
I'm glad to hear that it's – I think I tried to get on the site right after last month's meeting and didn't quite get there. So October 31st, it's open. I have a major question in trying to guide my folks who are developing and trying to inculcate quality measures in their inpatient care, etcetera, etcetera. Would you recommend that this site could be for those clinicians who are trying to find what is a good way to define a measure for – if it's in prenatal care, to go to this site to look at the vocabulary? 

Ivor D'Souza – National Library of Medicine
Well, I'm not sure this is the site for that. I think the site for actually developing measures will probably be, once again, the Measure Authoring Tool. Although the VSAC itself will host the value sets themselves, I'm not sure it will give you any guidance on – well, it is not going to give you any guidance on either measure, logic, or what the composition of a measure should be. Was that the question? 

Nancy Orvis – Department of Defense
Well, let me clarify. I have a very large quality committee. I have several hundred clinicians across my 60 hospitals that are busy working on standards of care and med/surg, perinatal, critical care, etcetera. How – is there a cheat sheet that I could say – when would it be useful for them to go this site, or what would be the right process to tell clinicians the good news about this site? You know, committee working on the measures ____, I would like to introduce some of your staff to look at where the value sets are, or what? Do you see what I'm say – trying to get to? 

Because this is really good news. This is extremely good news. But if you've ever sat through quality committees like I have, too, they can argue for hours about what's on the head of the pin. So I do kind of want to help them and maybe narrow down what is the recommended time and usage of this site in comparison with other sites. Thank you. 

Ivor D'Souza – National Library of Medicine
Well, right now, we're working with EMR vendors who support these hospitals, and they are the ones who will download these value sets, and we're working with them to provide them the value sets downloads in different formats. They will be the ones who then I would imagine implement these in the hospitals. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
And to clarify, because again, on the site, you actually are fairly particular about things, this is not the place to come for CQMs. 

Ivor D'Souza – National Library of Medicine
This is not. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Yeah. This is really the I need LOINC, RxNORM, CPT, ICD, crosswalk, and this becomes either a web-based, or as we'll hear from Chris, you know, you already have an automated way, he has an automated way he's exploring, of pulling down value sets that meet particular criteria, but not the quality measure definitions or anything like that. 

Nancy Orvis – Department of Defense
Well, I agree, but again, I have 60 hospitals where I've had very different groups saying, well, we're trying to create a value set for the religion, on the patient's religion. It's a critical care unit, and they don't know that there's a set out there that exists. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Ah. 

Nancy Orvis – Department of Defense
You know, and that's – and then they start getting into arguments with people from Hospital D and saying, well, you know – and you kind of go – you really – but I think it's a very good point to say, if you have lots of applications in your facilities, to possibly start – give a heads up to all your application vendors working for your institution to say, we'd like you to go to this site, maybe, and start looking at defining what you have in the same ways that these vocabulary sets help define things. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So let's take that exact example. If I wanted to find value sets on religion – I'm not sure if we have such a thing – but would that kind of thing – I mean, you could search on it. It may not be there. But, you know, gender, marital status, other kinds of typical value sets – 

Ivor D'Souza – National Library of Medicine
Absolutely. So as we – we don't have the editing capability there yet, but as part of the authoring capability, there are two types of searches that will be valuable to value sets developers or measure developers. One is the ability to search for what's already there in the system, and – because we want to encourage the reuse of _____ to the extent that it is possible. And so along with the technology that will help you with the search, we are also hoping that the editor support, the human experts will also be there to help in that process, to make sure that we're able to produce and reuse and repurpose existing value sets. 

The second advantage of the system that we're putting together is that if there are no value sets that exist for the specific need that you have, you will still be able to run searches against the body of knowledge that's in the UMLS, because the UMLS has got, you know, lots of – access to 150, you know, sources, although with this particular instance, in meaningful use, we're limited to 15 or so of sources. So – but you would still be able to get guides and help from the system to help you craft the ones that you need. You know, find the codes in the ICD, find the codes in SNOMED CT, find the codes in LOINC that are appropriate for your use. 

And where we plan to give lots of aid and crosswalks from one code system to another to make that job much easy – much easier. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
And last question, because I know we have to move on, but CPT. I'm often asked this controversial question, you know, gee, we make RxNORM and LOINC and all this other stuff available for free. I see you actually have some CPT crosswalks in there, and interesting that you didn't run into AMA intellectual property restrictions. 

Ivor D'Souza – National Library of Medicine
Well, the NLM as part of the UMLS agreement does cover CPT, so that's been one of the advantages and one of the reasons to use the NLM for this particular purpose. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
That's what gives you the right to use it. Okay. 

Ivor D'Souza – National Library of Medicine
Yes.

[Crosstalk]

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
You still need a license to use it, but it allows us to distribute it. 

Nancy Orvis – Department of Defense
Because you attest to the Library of Medicine that you have a right – you already paid to use it. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Got it. Got it. 

Nancy Orvis – Department of Defense
That's – 

[Crosstalk]

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Floyd? 

Floyd Eisenberg – Independent Consultant
So actually a comment and a couple of questions for NLM. So I think, Nancy, what you were looking for is if your folks want to identify an item, is there an existing value set, if it's in one of the measures, then by searching, they can see what has been used. I say that with a caveat, that if you look at some of them, they are US extension to SNOMED concepts that don't necessarily tell them how to move forward as they're looking for that concept for their needs in one of your 60 hospitals. 

So it's a – there are some, because of the need for these 90 some measures, that were created as US extensions, but ideally, as things move forward, non-retooled measures will look for things in a more forward-thinking manner. So example of a depression scale is negative, is currently a US extension SNOMED code in a value set of one, but what you really want is what's the result of the scale, and then a sign, negative or positive, in your system, is most likely what your folks would be interested in. And that would guide you toward how to deal with other risk assessment scales. 

My question, though, is because things will come up, the first is will NLM provide a comment feedback that goes back to the originator of the value set so that it can be not just curated, but updated and kept not only current, but improved over time, first? And the other is it's clear this is a meaningful use project, so if Nancy's folks wanted to go in and find a new value set using UMLS, is there a plan now that those might be able to be included and curated, along with the meaningful use ones? That's asking a lot, I understand, but I had to ask. 

Ivor D'Souza – National Library of Medicine
So the – so the first question is in NLM planning to provide content type of – 

Floyd Eisenberg – Independent Consultant
Comments, so if they had a comment that we looked at this and we think something's missing content-wise, is there a plan to allow that kind of collaboration and then response? 

Ivor D'Souza – National Library of Medicine
Yeah, so we're working with ONC on this. We haven't actually figured out where the resources for this are – is going to come from, but it is clearly identified as something that is necessary, that must be done to maintain the integrity of – firstly, of the work that has been done to this point in time, and to – and if you want to step up the quality of these value sets and codes therein. So yes, there is a distinct need for that. In fact, Friday we're going to meeting with ONC to discuss this very matter at NLM. And what was the second question, sorry? 

Floyd Eisenberg – Independent Consultant
The second was if new value sets are created using UMLS, is there a possibility that at some point they could be submitted to the VSAC for incorporation, even if they're not in existing MU measures? 

Ivor D'Souza – National Library of Medicine
Yeah. So we're looking at this as part of an alerting kind of mechanism, and so if new code systems become available, we would consider alerting the editors first, perhaps, to say, you know, we see something that has changed that probably needs to be updated. You know, should we push this on to the value set developers and have them actually work on them now, or do you want to just accumulate these changes and set them – take them to a point where we're triggering a change across the board for all the ones that have accumulated with cumulated changes? And the – we are trying to figure out which approach is best. It appears right now that, you know, we may want to trigger changes at one time so that we can see the forest as opposed to dealing with each measure, each value set individually, and not see the big scope of what it is we're changing. 

We want to also see if there are opportunities to reuse value sets, not create value sets that are, you know, duplicative, etcetera. It can become a big forest out there, and where things can get pretty muddy. So we want to improve the way we're doing it right now and work as a team in unison. And so the alerting process and how we trigger this workflow, it's going to be a workflow that goes through editors and approvals before they're finalized and published. And so we're – these are discussions that we're having this week, in fact. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Wes, last quick comment, and then on to CTS. 

Wes Rishel – Gartner, Inc.
So I'm sorry, that I missed a little bit of the start of your testimony, but the process you're going through I think effectively gets replicated at the national level, where you're doing it, at the level of a large multi-hospital enterprise, and at the level of a single hospital, often in a coordinated way, as opposed to being three separate processes. And the workflows that are required include a whole lot of configuration management about codes, and right now, you're focusing on getting them right the first time, which is fantastic, but the next step is there's a new release – yeah, change management. There's a new release of SNOMED. How does that affect the local codes I've created? Do I now have to deal with that? What systems are affected, and so forth? 

I believe that there's a tremendous opportunity, either for vendors or for the open source community, to build on top of what you've done those kinds of configuration management tools. It is important, though, that your API support some kind of bulk transfers as well as one transaction at a time. 

Ivor D'Souza – National Library of Medicine
Thanks. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
What a perfect lead in to Chris. But anyway, Ivor, any response? 

Ivor D'Souza – National Library of Medicine
Well, they do. They do support bulk transfers. But I would say the mapping of local codes is always going to be an issue, to ____ local codes to the SNOMED codes. 

Wes Rishel – Gartner, Inc.
But what I'm saying is that's why there's need for additional functionality – 

Ivor D'Souza – National Library of Medicine
Absolutely. Yeah. 

Wes Rishel – Gartner, Inc.
– built on this mountain of intellectual property that you've created. 

Ivor D'Souza – National Library of Medicine
That's right. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
And with that, Chris, Common Terminology Services 2 and all of the cool bulk ability to query and get extracts. 

Christopher Chute – Mayo Clinic College of Medicine
Thank you very much. In my ten minutes, I just want to highlight what CTS2 is and why you should care, and we'll touch upon the really very delightful collaboration we've had with National Library of Medicine and HRQ. It is funded by the SHARP Consortium. You see Stan Huff in the picture there, and Becky Kush is part of the organization as well, so we're all co-guilty. 

I want to give some background on this. Specifically, CTS2 is a project of the Object Management Group and HL7. OMG are the people that bring you the Unified Modeling Language, UML, which is I think widely regarded as the standard for information modeling in healthcare, and it's their vision and our vision that CTS2 will be for vocabulary what UML is for modeling. 

CTS2 effectively has broad functionality. You can see the laundry list here: read, query, distribute, update, federate. Of relevance, of course, in the value set center is the read and distribution issues, but you can see that updating would be down the line. And if it's of all terminological resources, not just value sets. It can be large scale vocabularies, simple term code lists, or full blown ontologies, and everything in between. 

It has a long history. It goes back 15 years. Stan was very involved, Stan Huff, in the early development of Lexicon Query Services. So you see it's had roughly a 15 year gestation, moving through the first iteration of Common Terminology Services with ISO and HL7, the LexEVS Service, Enterprise Vocabulary Service, at National Cancer Institute. When it came into the Object Management Group, they articulated, and I think they're correct, that we had to as – correspondingly embrace Semantic Web infrastructure, OWL, RDF, and SPARQL, and of course have associated robust tooling associated with it. 

The history more recently is that the OMG process has gone on the past two or three years, and relevant is that in October of this year it was declared a final OMG standard as a – an activity. So it's a joint activity between OMG and HL7. It's final, implemented, and used activities right now are a platform-independent model and a variety of platform-specific models, including REST and SOAP. 

I want to touch briefly on the philosophy. It's primarily a middleware piece of infrastructure. It's an API. It defines the semantics and syntax for interactions that can occur with vocabularies and terminologies. It's really a blueprint for software. It is not software. And if everybody follows the blueprint, then we can really have a commonality. And here, of course, is a car engine that has different manifestations in different cars, as well as parts, if you want to think of those as services, alternators, and the like. 

The – it's actually a collection of relatively small standards, and that's terribly important. People believe that CTS2 is complicated. Nothing could be further from the truth. It is actually a collection of small, discrete standards, which of which is quite simple. Its focus is on distribution, and it focuses on the opportunity to have federation of content so that inferences or tools and resources can really be shared by all. 

It is based on a resource-oriented architecture, which means it defines fundamental resources, their names, and the links between them, and that enables significant modularity, strong federation, widespread sharing in a web-enabled world, with native interfaces at the HTTP/HTML implementation. Whoops. Oh, it was just frozen on me. 

You can see in terms of the content that it includes code systems and its attributes, value sets and their attributes, and maps and their attributes simplistically, and everything in between, all of which are handled in a common, robust framework using simple modular tooling to implement these things. 

Again, as far as functionality, read, query, update, import, export, but as well as historical views. So what did a terminology look like at a particular time, and what kind of services were available at a particular time? So the ability to do retrospective historical context is implicitly built in. 

The components right now have scheme for REST interfaces, SOAP and JSON, and all API signatures are REST and SOAP capable. Each component can be implemented by itself, or you can implement it or embed it in standard environments using simple URIs or referenced content, and you can see an example here that – this is a nasty bit of XML, but the highlighted bit at the bottom is a simple CTS2 conformant specification of a vocabulary call, and it's as simple as that, embedding these kinds of standard HTML resources and URIs into an environment and enabling that to operate across the network. 

So it's Resource Oriented Architectures and REST-based. You only build what you need. You can reuse what exists. And you can think of them as terminological webpages across the web in a common, comparable, consistent format and framework with a cloud of information and opportunity, of code systems, ontologies, maps, and their value sets and derivatives, all accessible within a single specified framework. 

Relevant to the discussion today, Mayo Clinic has created an interim, and I want to emphasize, an interim, value set service, which makes the intellectual work created by the National Library of Medicine, and of course we use the UMLS licensing infrastructure, correspondingly, we overlap some of the functionality that's at the NLM at present, and of course, we add the CTS2 capabilities and infrastructures. It's our expectation that this would all be ported and merged into the single National Library of Medicine resource. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Comments? Nancy?

Nancy Orvis – Department of Defense
Dr. Chute, thank you very much for that information. So if I hear you correctly, you're saying this is now a prototype that anyone can go up and look at and use to try and query against the vocabulary services? 

Christopher Chute – Mayo Clinic College of Medicine
That's correct. 

Nancy Orvis – Department of Defense
If we can probably – I have a lot of probably eager informatics clinicians who might probably want to test that for you, if you want to collect comments.

Christopher Chute – Mayo Clinic College of Medicine
We would be – we would be thrilled. And we have to have a Splash entry page. We don't have that yet. But the secret is if they hit on the CTS2 button in that lower right corner, then they get the documentation, the infrastructure, the calling examples, and that sort of thing. But we'll make that more explicit as we evolve. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So Chris, a very sort of practical question. What is the advantage of going to your front door as opposed to his front door? 

Christopher Chute – Mayo Clinic College of Medicine
The content is identical, by design, of course. All the content we get from the National Library of Medicine, so it is a reserving of the same content. However – and we make it available in SVS and Excel in much of the way that they do. However, we add the layer of CTS2 access functionality at that location.

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Great. Good. Okay. Well, thanks so much. Michael? We want to hear about USHIK. Here we go.

Michael Fitzmaurice – AHRQ
Thank you very much. I'll – in the interest of time, I'll skip my short motorcycle story, but I won't skip thanking our partners for the collaboration. It has been great to work with CMS, with the National Library of Medicine, with the Office of the National Coordinator, and with Mayo on getting this out to the public. 

So USHIK is funded by AHRQ. In the past, it has been supported by DOD and VA, and we greatly appreciate that. You can see the agenda. I want to talk about stage 2, so I'll skip to that. 

You can see what it is in USHIK. USHIK is a bushel basket full of data elements with information models that allow you to dig down and grab just what you want. It's got – it has the names, representations, definitions, standards from which they come. And I'm going to the meaningful use red circle on the top. 

USHIK is a one stop shop. It points to the sources of truth, which are, as Chris said, CMS and the National Library of Medicine for the quality measures and value sets, respectively. USHIK has a logical organization of the 2012 and the 2014 clinical quality data elements, the computation logic, and the code values for those data elements for all of those quality measures in stage 1 and stage 2. 

We have user-requested download formats available. You can see them going across. Down at the bottom, we have this one great big block, it says CVS, but it's CSV, where you can download all of the quality measures and all of the value sets in one great big spreadsheet. You can put it into a spreadsheet, that is. 

And we will be able to compare versions as they become available. We can compare versions in stage 1. We only have the first version right now in stage 2. 

Moving to the screenshots, this is the homepage for the portal for meaningful use. If we click on the EP clinical quality measures on the upper right hand quadrant there, we get to the listing of all the meaningful use measures for eligible professionals. ____ _____ [audio noise] diabetes, hemoglobin A1C poor control quality measure to look at. If we didn't know that that's the one we wanted, we can go to the right hand side of the page where you see filters, click on that, and you get a – an overlay that comes out and says, what would you like to filter on? Enter diabetes. It already knows you're in the eligible professional section. And it gives you the five diabetes quality measures. You can choose any one or choose all of them. We're choosing the hemoglobin A1C poor control. And we want to get to value sets.

And so as you look and see – but that's the quality measure you want. I'm now going to go across the bar at the top above and just below the diabetes hemoglobin A1C poor control, it says, at a glance. Yes. This is the quality measure I want, so I'm going to go to the download resources. But before I can get there, you can see I need to sign in with NLM, get authenticated my use of the intellectual property and UMLS. I've done this. It took a day. And now it's instantaneous, almost. 

So we go to the download page. That's the second tab at the top. And you can get downloaded the HQMF format for the quality measures. You can get them in PDF, that's human readable. So both the quality measures and the values _____ [audio noise] human readable, but you can also work with Excel. And the value sets in CSV or SVS. You can get them in CST – CTS2 by going to the bottom right hand side and following the path that Chris explained to the CTS2 website. 

Down below all measures, the CSV, you can click on that and get this big, humongous database of quality measures, all the value sets, and if you put it into an Excel spreadsheet, it comes out to 211,356 rows, and not so very many columns. But there you have it all in one place, and you can get it also in XML that way. 

To the right you get the resources. You can go directly to the sources of truth and get their explanations for the quality data model, HQMF, QRDA, the reporting architecture from CMS, and the Sharing Value Sets, and below that, the CTS2. The QRDA is an HL7 standard, but it's been well-supported by ONC and CMS. 

We click on the next tab, which is the population criteria. That gives you all the data elements in this quality measure. We click on the data criteria to the right of that because we want to know what are the codes for these data elements? You have the codes for each of the data elements to the right hand side. For diagnosis diabetes, for example, you have the ICD9, ICD10, and SNOMED codes. If you mouse over any one of the codes, you get the NLM's description of that code. Pretty neat. 

As we move to the right to get supplemental data elements, these are patient characteristic data elements and the quality measures. You can see the administrative sex, race, ethnicity, and payer codes. That becomes very useful if you want to categorize the quality measures after you've begun aggregating them across sites. 

And we go to the last block. There's no reporting stratification, so we go to the metadata, to the far right hand side. You see that the measure developed – was developed by NCQA, endorsed by NQF, and you have about 50 percent more below this line of metadata about that particular quality measure. We're experimenting with linking this with the National Guidelines Clearinghouse – excuse me, the National Quality Measures Clearinghouse that we have at AHRQ. 

Finally, what is the benefit to AHRQ? We're the lead agency in supporting research into clinical quality measures, so we support the development, validation, the public availability of quality measures, both in USHIK and the Quality Measures Clearinghouse. The benefit to ARC is also more general, more uniform, accurate, computerized, and valid health data, and the more of that kind of data we have available to our researchers, the less expensive any given research is, and the more robust the research findings. Once you have robust research findings, you can generate tools that have greater acceptability to hospitals, to physicians, to nurses, because you're working with more uniform data that they are working with. So as we make this data more uniform, my quest and your quest, we're doing a great benefit to all. 

And thank you very much. I'm happy to answer any questions. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So same question that I asked Chris. Did you recreate a CTS2 API, or are you just simply linking to his? 

Michael Fitzmaurice – AHRQ
We are linking to Chris's API. We have downloaded from NLM and from CMS the truthful value sets and the quality measures. One thing that we do have is the bulk download that Wes was referring to, you can download all of them in one file in CSV, and then you can work with it separately as one file. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Okay. Thanks. So Rebecca Kush, then Wes. 

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
So I've been hearing about the project where NLM is helping to pull together CDEs across all of the NIH centers, and I know a lot of those vocabularies and such are in the Enterprise Vocabulary Services of NCI. So how could this link with that, or does it? 

Ivor D'Souza – National Library of Medicine
Yeah. So the key effort is ongoing. We're looking to start up a CDE resource potentially on the same infrastructure as the Value Set Authority Center, but not necessarily to consolidate work that has already been done at the different places, but to potentially stand it up as an avenue for those that need this kind of service. 

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
That doesn't really answer my question, because a lot of the work that's already been done on CDEs, including FDA's standards, the CDISC – CDASH, which is something FDA advocated through their Critical Path Initiative, and that's all been harmonized with the CDEs at the NCI. And all of that common data element work, the value sets, and the terminologies all reside at the Enterprise Vocabulary Services at NCI. So I would hope we wouldn't duplicate those efforts.

Ivor D'Souza – National Library of Medicine
Yeah. We're not. In fact, there is a – there is a biweekly meeting that is NIH-wide that's headed by NLM as part of the Biomedical Informatics Committee – Group, where we're looking at – and NCI is a participant in this effort. In fact, all the institutions within the NIH are in this effort. So we're looking at collecting the – I would say the experience of the NIH in CDE, and promoting the reuse of all of them to the extent that they make sense. But we're not trying to duplicate the work, or the NLM is not looking to take on work that is already being done by other groups. Instead, we're looking – we're looking to build a platform for those that need one that don't already have one. 

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
But that platform is open and free and it's being used around the world for global clinical research data elements. So that group doesn't seem to include FDA or the industry or the research development around standards. So I think it's missing a huge part of the stakeholder community. 

Ivor D'Souza – National Library of Medicine
I'll take that back, and the discuss – I do have a meeting coming up with George Komatsoulis, so – of CBITT, and so I'm going to have a chat with him. Betsy and I are going to be meeting with him I think on the 25th or so of this month. So we'll open up that discussion and make sure I follow up on that.

Rebecca Kush – Clinical Data Interchange Standards Consortium (CDISC)
Thank you. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Wes, Floyd, and then well move on to Carol Bean. 

Wes Rishel – Gartner, Inc.
Quick comment, quick three comments, Mike. I'm sorry that you skipped your short motorcycle story because I have hard time imagining you on a short motorcycle. 

[Laughter]

Michael Fitzmaurice – AHRQ
That's better than my story. 

[Laughter]

Wes Rishel – Gartner, Inc.
____ _____ –

[Crosstalk]

[Laughter]

Floyd Eisenberg – Independent Consultant
So I just have a quick comment, because I know when the VSAC was originally envisioned, there was a thought about having – there may be multiple mirrors, but there was one source of truth. And I think that's what I'm hearing among all three. Depending on what my interest is retrieving data, and in what format, I can go to either – any of these sites – well, one's still a prototype, but any site, and I still get the – in real time the latest that was – that's at the VSAC. So congratulations. That's very nice. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
So Ivor creates and curates the source of truth. Chris creates a novel API view of it, and then Michael links to Chris. 

Floyd Eisenberg – Independent Consultant
Right. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Okay. There we go. We got it. 

Michael Fitzmaurice – AHRQ
John, I want to – all of this stuff is in USHIK, except for the CTS2 version. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Right. Of course. 

Michael Fitzmaurice – AHRQ
And for that, we link to Chris. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Right. That's a link. I recognize there are multiple other instantiations. Well, great. Well, thanks very much. I think we have questions answered, and we will move on to Carol Bean for the update on the testing process and the test wave updates that notoriously come out Friday afternoon at 5:30, when all of us are looking forward to reading them. So Carol, are you on the phone? 

Carol Bean – Office of the National Coordinator
I am. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Please go forward.

Carol Bean – Office of the National Coordinator
You can hear me? 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Yes.

Carol Bean – Office of the National Coordinator
Okay. Fabulous. Thank you. Thank you for having me here, and thank you for making the ONC test method development page the number 2 page in hits at all of ONC. We get approximately 20,000 hits over the last couple of months, per month, on this, so it's – keep those cards and letters coming. I don't know what prize we get, but we're second most. 

So I hope my slides are up. I think it should say certification program update. If you go to slide 2, it gives an overview of the topics that I intend to cover. I realize that we are running a little bit over time, so there's some places that I can very conveniently drop out. But today I'd like to provide, since I know that there's some new members on the committee, provide a brief overview of the certification program itself, and then spend the rest of the time on test method, the development, the public review, the – some of the test tools, the technical workshop, which is going on literally as we speak, and then end with saying a few words about the 2014 edition test scenarios. 

So onto slide 3, which should say ONC Health IT Certification Program at the top. This is the new name of what used to be fondly known as the Permanent Certification Program. I may go to my death calling this the Permanent Certification Program, since we needed a way to designate, to differentiate it from the temporary program. But all of the ONC certification programs were established by regulation to test and certify electronic health record technology against the specific standards and criteria that have been established and adopted by the Secretary of HHS. 

So for two plus years we operated a temporary certification program, and it's the program that was temporary, not the certification. And on October 4th, just last month, the temporary program sunset, and the Permanent Program, now known as the ONC Health IT Certification Program, began. 

As I said, the temporary program operated for a little more than two years. It is very similar to the Permanent Certification Program, or the Permanent Certification Program is similar to the temporary one. And it may be more actually precise to say that the temporary program is more – is similar to the permanent program, because we knew the basics of what we were looking for in the permanent program, and had established the contours of that program, and wanted to develop something that we could stand up very quickly in a matter of a couple of months that would have much of the rigor, and when we would – when we intended within two years' time to shift to the new program, the more permanent program, that it would not cause a big disruption, and that the two would be very compatible, the two programs. 

So this, now the ONC Health IT Certification Program, is part 2 of the two-part approach for ONC to develop a transparent, objective, and rigorous certification program for electronic health records technology. 

Slide 4 I believe shows the participants. I'll spend a couple of minutes here on the program itself. This slide provides a key or glossary or roster, if you will, of the participants in the program. These essentially – the functional roles for these participants were present in the temporary program, but more specified and – but are more specified and formal in the permanent program. And they're actually allocated to slightly different parties. 


One thing to note about this list, this roster, as it were, is that there are two constants. One is ONC, and one is the vendor/developer participants. The things in between is where we have seen some shifts. 

So if you go up to the next slide, slide 5, in the temporary program, both the testing and the certification was done by the same organization. Those were called Authorized Testing and Certification Bodies, or ATCB for short. Now even though the same entity did the two functions, they were independent. It was required that there be a – essentially a firewall between them. 

In the permanent program, or the current program, the one that just lit up a month ago, the testing is separated out from the certification even more. Now an entity within the same organization, a different entity in the same organization can do testing if – or can do certification if there is another operating unit, as it were, that's doing the other, the testing or the certification, but these two entities or these two units must get completely separate accreditations. The labs, the test labs, get accredited by an independent component of NIST called NVLAP, and that's the National Voluntary Laboratory Accreditation Program, NVLAP. And the certifying bodies are accredited by ANSI, the American National Standards Institute. 

What appears to be duplication in these two lists on this slide actually is my attempt to represent the independence of the entities that test from those that certify within those organizations. 

Now in slide 6 and for the next few slides, I'm going to build a graphic depiction without using animation of the certification program from what I would think of as the administrative or operations perspective, an attempt to make what can be a fairly complex program easier to portray. So we start at the top with ONC. Go to the next slide. Here, ONC has selected two accrediting bodies, one for testing and one for certification, as I said. Both accrediting bodies conform to a set of international standards for accrediting bodies, and this is represented by the ISO/IEC 17011. So on one hand, for testing, we have NVLAP, this NVLAP. On the other, for certification, we have ANSI, which is the ONC-approved accreditor. Next slide, which I believe is 8. 

Now the ONC-approved accreditor accredits the ONC-ACB. This is the certification side. They accredit the certifying bodies against international standards for certifying bodies, here represented by the little red box indicating Guide 65, but also the technical requirements and regulatory requirements that are established by ONC. Next slide, 9.

Now they still, in order to operate within the ONC Health IT Certification Program, need to be authorized, because that accreditation is a – it's not a – what I'd call – it's not generic, but it is an accreditation that is not necessarily specific to ONC for the certifying body. So they are authorized specifically by ONC, the certifying body, to operate within this particular program. 

Now on slide 10, we've got the rest of the build for what is actually the top half of the diagram, and in this, we're looking at the other side. We've pulled in the rest of the test lab side. Here we have NVLAP accrediting test labs to the international standards for test labs, which is the ISO/IEC 17025. They also accredit them to a set of NVLAP specific requirements, which are based on the 17025 requirements, and that's Guide – NIST Publication 150. 

Third, the – they are accredited to an ONC specific version of Publication 150, which is 150-31, and this is what is known in the industry as the Plus Requirements. These ____ that are added to – or not added to, but that are more specific to the – to this program that we have here than the NVLAP, which are more specific than the 17025. Like the certifying bodies, these test labs also need to conform to the requirements established by ONC on the technical side and on the regulatory side. So there's five different sets of requirements that must be met in order to gain accreditation as a test lab in this program.

Here, note the firewall that we've put in to depict the independence between the testing component and the certifying components, again, since they are independently accredited. 

Now moving to slide 11, we're going to take the next four slides and shift the perspective a little bit to that of an EHR developer or vendor. And we pulled over the test lab slide with the firewall, or the test lab boxes with the firewall between them and the certifying bodies, and we have the developer/vendors, who are waiting to get their products tested. 

Next slide, they present their product to one of the test labs that's accredited against all of those requirements, and if all goes well, their product successfully passes testing. On the next slide, slide 13, they will take their product and present it to a certifying body. Now they can't have the test lab just present it to the certifying body, because then you wouldn't have, especially if it's within the same organization, then you wouldn't have that independence. And so what you have is a separate presentation of the product to the certifying body for certification. 

Now a feature here in the new – the Health IT – ONC Health IT Test Certification Program that was not present, or the Permanent Certification Program that was not present in the Temporary Certification Program, is that all ONC-authorized ACBs, certifying bodies, must accept the test results, the test reports – that doesn't mean that they have to certify, but they must accept the report from all of the accredited test labs, the test labs that have been accredited to the ONC requirements. So whereas before, if you got your testing done with one test lab, it would be certified by the independent component within that same entity, the same organization that did certifying, here, it could still be the same parent organization, but it is not necessarily the case. 

So depending – and part of this is because we are improving even better consistency among the certifying bodies and the test labs within those, but also, sometimes that is a little bit of a bottleneck in terms of getting things certified, you know, getting everything through the entire pipeline. And so the opportunity to go to a different certifying body from the test lab, if one chooses. I don't expect that to be terribly common, but it is one element of this program that is based on the ability to be consistent and to try to improve the experience for the vendor/developer community. 

So the final slide in this set takes that last step, and once the ACB – or the product has certified successfully, successfully met certification, the ACB reports this to ONC for posting on the CHPL. Nothing gets posted on the CHPL unless it has been reported by the ACB, and there's – it's not – it is – all of the certification criteria that have been met and some additional requirements that are mandated by regulation get reported as well. So those are validated. We do not second guess the certification itself. We just validate that all of the appropriate information is there, and that it makes sense, logical sense, so we have some logic checkers, and then it gets posted on the CHPL, the Certified Health IT Product List. 

The Certified Health IT Product List is the sole aggregated source of information on all products that are certified in the ONC Health IT Certification Program. Now each ACB will post their own – or the products that they have certified, but the CHPL is the only place, and it's the authoritative source for information on all of the products that have been certified. 

If you go to slide 15, we have some trends over time, and here's basically the path, 22 months, almost two years, of what some of these – you know, basically the numbers for summary – summarized over – that have been reported for the CHPL. It's – just going down, looking at the middle line right now, what we have on the CHPL is over 1,600 unique EHR products. These are approximately two to one ambulatory to inpatient products designated, and approximately half of them looking at – on another axis, same slide, but if you look at a different axis for the data itself, half of them are complete, and half of them are modular. So sort of a two by two little box there between ambulatory/inpatient and complete and modular. 

What this amounts to is over 2,700 total rows on the CHPL, and the reason we get such a different number, 2,700 versus 1,600, is this includes different versions that may or may not – that will not – they would have a different certifying number, certification number, if the functionality to which the product was certified, but what this is is that these products continue development in areas that have – that do not impact the functionality to which it was certified.

And for example, a user interface may have nothing to do with the functionality, the certified functionality, but may be a different user interface, and so they would need to discuss this with the body that has certified them, and if it really doesn't impact the vendor/developer – and if it really doesn't impact the product certification, it just gets added as a unique row to the CHPL, because the CHPL needs to represent all products in all versions that have been presented and successfully certified. And this is because the CHPL also is a source of the number that people need to do – it generates the number for CMS, EHR certification ID for attestation. 

Now I'm not going to into details, but that's a different number from the number that is assigned relative to the product. And if you think about why that might need to be different, is you need one number for attestation that you've got a complete, certified EHR, and that your complete package may be made up of an aggregate of different modules, and different module would have been certified to its own functionality, and have its own certification number. And so that's sort of an easy way to tell the difference between those numbers. 

The final thing on this particular graph is the number of vendors here. There are over 800 vendors who have products on the CHPL, the Certified Health IT Products List. Now I think it's worth noting that over half of the vendors have products that have been used in attestation. So half of these have been used to attest in the CMS incentives program. And so I take this to indicate that essentially the market is robust, the market is fairly wide open, and we've got a lot of activity in the industry. But clearly, if half of them have products have been used in attestation, some have not, and, you know, that's another story, probably for another day. 

Slide 16 is a timeline slide. There are a couple of things I'd like to draw your attention to. This is where we're beginning to talk about the test method. Up in the upper left corner, the 8/23/2013 date is the date that the certification criteria were released in the rules for – to the public. Down in the bottom right hand corner we have another star that says certification, 2014 certification begins on January 2nd. Now you will note there's not a lot of time between 8/23 and 1/2, less than six months, as a matter of fact. 

So over the past ten weeks, we have been releasing initial drafts of the test method for the 2014 edition. We did the same process in 2011, did them in waves. I think there were four waves in 2011. We have seven waves in the 2014 edition. We posted the first wave on September 7th, and we posted the last set, wave 7, last Thursday. 

So in roughly ten weeks, we developed initial drafts and posted these things on the web, and this is the sight that John referenced, and I said had had about 20,000 hits in the past month, and you can see why. 

So what do we have left to do? In the next six weeks, which from the time that that last wave was posted until the 2nd of January, we have a technical workshop and training period. The first day – it's a three-day workshop. Day 1 is today, and it's a webinar. It's open to the public. We in the morning discussed the test procedure process, test procedures, the comments that we have received to date. Obviously, we haven't received comments on the things that we've just posted. There's still some things that are being commented. And actually, the comment period will go through next – through the 22nd of November. And this is – we have encouraged people to comment throughout on the wave that is current, but we do receive comments on prior waves, and we incorporate those or consider them for incorporation as appropriate, you know, as available. 

So essentially, that gives us just a week between the 22nd and the 3rd of December to revise and finalize the test procedures or the test methods, which includes the data, finalization of the tools, and the test procedures for delivery for submittal to the National Coordinator for review and approval. Once they are reviewed and approved by the National Coordinator, they'll be – there'll be a ____ registered notice posted, and the ATLs and ACBs, and this process has begun already, need to have their scopes expanded to include the 2014 edition. There's a fair amount of paperwork by the accrediting bodies, ANSI and NVLAP, to expand the scope of these. And then they need to be – the certifying bodies need to be authorized to perform in this, so making sure all our Is are dotted and Ts are crossed in order to have certification ready to start on the 2nd of January. 

I will note at this time a recent enhancement, which may seem a little random to you. I probably should have done it when I was talking about CHPL. But this is something that has had a lot of – a lot of interest, is we recently did an enhancement to the CHPL so that the entire CHPL database can be downloaded in an Excel spreadsheet. On the homepage of the CHPL website, if you go down, it's a little bit hidden, down in the bottom left hand corner, there is a text link, a link with words, that will take you – it'll generate a report that is based on the current database, the current data load, of the CHPL. It's updated every week when the CHPL is.

It is beastly ugly. It's an Excel spreadsheet, but it does have all of the CHPL data. One of the enhancements in CHPL 3.0 will be a much more user friendly way to generate the reports, but there's been a lot of interest, both among the states and among researchers, for getting at the raw CHPL data, and that is one way to do that. 

So since it is the time here, slide 17 talks about the process that we have gone through in getting the test method developed and posted, talks about – slide 17 references the final rules. Slide 18 talks a little bit about the methodology that we used to begin this. Slide 19 talks about the public review process and the waves, the rollout in ways. Slide 20 talks about the analysis of the comments and the updating of the test method. It talks also about the training and evaluation of the ATLs and the ACBs. 

Slide 21 talks about finalization of the test method, approval by the National Coordinator, and the posting of this thing, which is targeted for mid-December in order to allow people, vendor/developers and the test labs and certifying bodies, a brief amount of time to finalize their processes and paperwork to get this thing implemented during the latter half of December. Slide 22 talks about that implementation phase that is at the end of December. 

Now I'm going to similar, march through the next seven slides, which list for your convenience – I had no intention of going in any detail. This is not because we're running behind. But slide 23 lists the 14 test procedures that were part of wave 1. Those were the ones that were expected to have the last amount of change from 2011 to 2014. That's what drove the assignment of test method to waves, was what could we get out fast for review, and reserving a little bit more time for those that we knew were going to take a longer time to develop the test procedures, or that had test tools associated. 

Slide 24 has the seven test procedures that were in wave 2; 25, the six that were in wave 3. Slide 26 lists out the nine test procedures that were in wave 4. That is as much as we have to date. If you note the date up on the wave 4 arrow has when it was posted and when the public comment period was. Those are the waves that we at this point have analyzed the public comments on. We have received, as on slide 27, public comments for wave 5. We are in the process of compiling those, organizing them, classifying them, so into what are things that directly impact – what are the comments that impact the test procedures, data, or tools, so that we can focus on those in the revision. That's wave 5 on slide 27.

Wave 6 on slide 28, this has the clinical quality measures and the automated numerator recording and measure calculation. That was a fairly chunky wave there. The final wave was wave 7, and that was posted, as I indicated, just last Thursday, with the transitions of care and the ELR and the QMS, Quality Management System. 

Slide 30, the nine slides beginning with slide 30 going to slide 39 are a list, again for convenience, did not intend to talk to these, but figured that people would like to be able to review them at your convenience. This is a list or a depiction of the test tools that are being rolled out with this 2014 edition. Note we only had a couple of test tools for the 2011. 

Two things, among other things, two big differences for the 2014 edition are having more test tooling to actually test the things, rather than visual inspection or attestation that they've done it, that the developer/vendor has done something, but – so an actual conformance test, as well as more data that are supplied by the test method itself, rather than the vendors themselves. And this was something that we had a lot of feedback for. 

Slide 40 is the high level agenda for the training and workshop that's going on, as I said, right now, today. I think they're breaking, because I see people moving around outside. Today is the public webinar to discuss the test procedures, methods, the tools. This afternoon are brief demos of the tools, by the tool developers. The next two days will be technical training for the ATLs and the ACBs with the technical assessors and the accrediting bodies, and that is required on-site training. 

Briefly, would like to speak briefly, because you – this group has soon – I reported on this to the Policy Committee last week. We're on slide 41. The test scenario development, so what's next? We're going to pick back up. Before the rule came up, before the final rule came out, we were working on development against the – looking at the feasibility of developing against the 2011 criteria, scenario-based testing. I would like to remind you that this material has been presented to this group before. The work was primarily done by the Implementation Workgroup of the Standards Committee in conjunction with my team, including Chris Brancato, Liz McHugh, and Scott Purnell-Saunders, and I believe Scott was the one who did the bulk of the presentation last time. 

Just to note, remind you that it is required by regulation that each criterion be independently testable, leading to what is a little bit clunky, the – and what I refer to as unit-based testing. Based on feedback, we've developed a set of clinical scenarios that we hope to be able to use as an alternative for certain applicable criteria. In slide 42, this shows you – again, a slide that you've seen before – that we want the scenario-based testing to be able to vary the order in which the criteria are tested, as well as vary the components that are tested in any given scenario. And that's why I call them Tinker Toy or lately I think of them as the Pop Beads, the Pop Bead approach to testing. 

So these particular requirements, the ability to change the order, to change the components, and also especially to peer inside, so that it's not a black box, so that you can look at – because we still have that requirement to be able to independently test for every criterion, to be able to look at the results of every criterion, to open it up, to say, pause, okay, are you getting the results based on that functionality? 

This requires – this actually makes it very difficult to develop a test scenario, and this particularly deals with the test data set, and so that the output of one criteria can serve as the input for the next one in a logical flow that makes clinical relevance, and/or something that can be used further downstream for the situation where you might be wanting to remove a test if something – or remove a criterion for a module that is not going to have that functionality in it. 

So on slide 43, we talk about the approach is essentially to develop scenarios that represent a typical clinical workflow in several different care settings that allows for the persistence of the data elements and maintains testing flexibility. We initially developed it, the group that I mentioned, primarily the Implementation Workgroup and my team, did this based on the 2011 criteria. We took a hiatus while we were completing the 2014 unit test. When we're done with that, we will pick back up on that task. 

Thus far, in slide 45, you can see that we've developed five types of scenarios listed there, med management, ED, outpatient, inpatient, and an interoperability one. We're also considering the possibility, the feasibility of developing one for clinical quality measures. The next step will be to pilot these things in the testing environment to see – and we will partner with some vendors or developers out there, you know, who have systems, as well as with the test labs to determine the feasibility of actually using these in the testing environment. And we hope to be able to roll that out in early spring, so in a few months. 

So that in a not as fast as I'm sure you would have liked, but pretty quickly, is the update on the certification program, where the certification program is, and the test method development. 

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Well, great, Carol. Thanks so much, and I would just say, as you've in the last few moments said, pilot testing is the most important thing we can do, and Liz Johnson is shaking her head, and Chris Ross is virtually shaking his head, because we know everyone's very well-meaning, but sometimes in the real world we discover that the scripts as written may not be easily testable, logical, or medically correct. 

So Dave McCallie, you have a comment. 

David McCallie – Cerner Corporation
Yes. Carol, you probably covered this and I probably ought to know, but I may have – I missed it somewhere along the lines. There are a number of external bodies that are forming themselves to certify – or not certify, is the wrong word, to validate, let's say, the details of a C-CDA document. And my question is to what degree will the official certification process actually dive into the innards of a C-CDA document to validate its correctness? Is it a fairly superficial test, or does it go deep and validate each of the domains of problems, meds, allergies, and the like? 

Carol Bean – Office of the National Coordinator
I think that I can answer that better – we have developed the test tools, and we – we're – I'm stumbling a little bit because I'm a little less familiar with the guts and the details of the test tool. We've got C-CDA validators. We have all of the test tools – as I said, there are nine test tools. They're all – all the pieces are there. We have not yet glued them all together. Some of these are what I would call beta. We've done alpha development with these. 

The – it'll – the transport testing tool, if you look at slide 38, there's a little bit of – little bit more detail. It has the -CCDA validator, and gets to conformance to the HL7 implementation guides for CDA release 2. And there may be a need for the tester to inspect the data values. So just to say that the test method, especially the tooling aspect of it, is not – the tooling and the data, which is the pieces that we're addressing right now in this brief conversation, are the most mutable things that we have in the test method itself. And so we can update, we can correct, we can modify these as we go, and we know that certain aspects of the tooling will be pulled together, which should help some of the clunky-ness. And as we are able to – as things move forward, we'll be able to do more of the direct validation, and more of the validation will be automated rather than – we're right now in the process of shifting in some cases from visual inspections to the automated testing validation. 

So it is a bit of a work in progress, and I'd like to have the opportunity to come back and answer that question in more detail. I'm going to find out a lot more about the test tools, and we'll know within the next week or so exactly what's going to be – these things are still under development, but I'd like to reserve the opportunity to get back to you on that. 

David McCallie – Cerner Corporation
Okay. Thank you. That's great. I mean, the – you know, the vendors obviously fear that there could be multiple C-CDA validation tests that don't all agree, and that would be a step backwards. So the degree to which we can make that part of the formal certification, that would be great. 

Carol Bean – Office of the National Coordinator
Right. Well, just to say that the certification – the tool, the validation tool that's used in certification is the one that's going to get you certified, and we welcome input and, you know, particular – this is something that NIST and ONC have a long history of, is using the community, using the vendor community, the industry, and others' efforts in this area or in any given area that we're trying to do, to improve our tools and improve our processes. So I agree with you, if there are others that are developed, then they would need to be incorporated into this in order to be used in certification. There is sort of one truth for certification, and we want it to be as good as it can, so we encourage those who are working on this to work with us. 

David McCallie – Cerner Corporation
Thank you.

John Halamka – Harvard Medical School/Beth Israel Deaconess Medical Center
Thank you. Well, I know we are a bit over time, so let me turn it back to Jon Perlin. I know we should get some public comments.

Jonathan Perlin – Hospital Corporation of America
Well, thank you, John, and thank you, Carol, and in fact, all presenters this afternoon. Just terrific information. In our 42nd meeting, it's really – one hand, it's really staggering that we've met that number of times, and the other, the amount of work that's been accomplished, and to have a discussion as robust as the one we just completed is deeply staggering and in fact impressive in terms of the possibility it represents. 

If there's nothing that – else that anyone wants to bring before us before we move to public comment, MacKenzie, could you do two things? One, move us to public comment, and two, remind us of logistics for December? 

Public Comment

MacKenzie Robertson – Office of the National Coordinator
Sure. So before we go to public comment, the next meeting is scheduled for December 19th, and since it is right in the holiday season, it is a virtual, so no one will have to travel. And operator, can you please open the lines for public comment? 

Operator
Yes. If you are on the phone and would like to make a public comment, please press star 1 at this time. If you are listening via your computer speakers, you may dial 1-877-705-6006 and press star 1 to be placed in the comment queue.

Jonathan Perlin – Hospital Corporation of America
______ anybody in the room, or – 

MacKenzie Robertson – Office of the National Coordinator
And while we're waiting on the phone, if there's anyone in the room that would like to give public comment? Seeing none. Anyone on the phone? 

Operator
We have no comments at this time. 

MacKenzie Robertson – Office of the National Coordinator
All right. Great. Thanks.

Jonathan Perlin – Hospital Corporation of America
Well, hard to believe that we're upon Thanksgiving and the season of thanks. My thanks to the ONC staff, all their hard work, to all who participated virtually and in this room that are not members of the committee, and to all those who are members of the committee, many thanks for all of your hard work. I know we'll meet virtually in December, but in the interim, happy Thanksgiving, happy, healthy holidays until we see each other in person in the new year. Many thanks, all. We're adjourned. 
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