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M5. CRONIN: Thanks for such a nice introduction. |
was really happy that | could get a chance to conme up and talk
to fol ks who are working in clinical research, since that's
really how | spent alnost the first seven years of mny career
while | was in the private industry.

And it's sort of nice to now be working in an area
where everything |'ve done over the |last 20 years is sort of al
com ng together, and clinical research, obviously, is one area
that really stands to benefit from w despread adopti on of
i nteroperabl e electronic health records and personal health
records and, also, the deploynent of a nationw de health
I nformati on networKk.

It's not only going to dramatically, potentially,

i nprove the delivery of healthcare, but it also creates an
amazi ng opportunity for not only clinical research, but health
services research, because we'll have access to nmuch nore
granular clinical data that can be captured electronically in a

much nore efficient way than a lot of the current systens.
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So | thought it would be hel pful, as Barbara al ready
indicated, to go over a little bit about the Ofice of the
Nat i onal Coordi nator, sort of how we got to where we are in the
| ast couple of years, and really focus on what are we doi ng,
what are our major initiatives to try to reach the President's
goal of having nost Anericans by 2014 have their own el ectronic
heal t h records.

And then | wanted to, also, obviously, touch on sone
of the real short-termand | ong-term opportunities for clinical
research, so that all of your activities can be sort of put in
the context of what's happening in the overall national agenda.

So many of you may know that the office was
establ i shed through an executive order a little over two years
ago. This created the new position of a national coordinator
for HHT, simlar to some of the other what's commonly referred
to as czars, the drug czar or the AIDS czar, where they have
broad responsibility across the executive branch, yet they are
typically housed within one particul ar departnent or agency.

In this case, it's within HHS. But David Brail er has
served over the last two years. He recently stepped down. As
many of you may know, he was sort of born and raised in the
private sector, also, was an academc for quite sone tine, but

he has now gone back to the private sector
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So while he has no i nmediate post right now, | think
he is taking sone well deserved rest, after having two crazy
years of a | ot going on

But nonet hel ess, his position was created. He filled
it in May of 2004. And the broad vision that was put forth by
the adm nistration was to try to have a fully electronic
heal t hcare system where you have w despread adoption of
el ectronic health records and personal health records, and a way
to connect clinicians and patients across settings of care, so
that the nedical information can follow the consuner and not
necessarily be just stuck within a skilled nursing facility or
just within a hospital or in an outpatient clinic.

So we really wanted clinicians to not only have the
conpl ete and rel evant history on a patient, but also have the
evi dence on a given treatnent or on a given diagnostic option
avai l able readily at the point of care that is relevant to the
patient at hand; not just based on popul ation and statistics,
but something that could be actually conputable and be rel evant
to the given patient characteristics.

W al so thought that this is a great opportunity to
try to start transitioning froma paynent system at least in
the federal governnent, with Medicare and nmuch of Medicaid, that

is based on fee for service. So it's volunme-based. And if we
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want to truly transformover time to a quality-based or
per f or mance- based system we need a way to neasure that and, as
many of you know, clains data is not going to get us there.

So we need to autonate the whole quality neasurenent
and reporting system where we can have readily avail abl e access
and be able to aggregate this data and publicly report it, as
necessary, and then that can inform paynent.

This could dramatically inprove the Medicare and
Medi caid programand a | ot of private payers are noving in this
di rection, too.

So this infrastructure really serves a variety of
pur poses, not only in delivering evidence to the point of care,
but al so being able to get the right data out of clinical care,
not only for better perfornance nmeasurenent or quality
nmeasur enent, but also for public health.

There is a huge opportunity to streanmine the public
heal th surveill ance systemnow if we design the nationw de
health information network in a way that is sensitive and neets
the requirenents for public health surveillance, and I'Il talk a
little bit nore about that in the near term

So not only could we be nuch nore aware of an emerging
pandem c, but we could al so be nmuch nore aware of energing risks

in medical products. So for drugs and devices, this creates a
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huge opportunity for us to inprove what many have said is an
i nadequat e system

So in the first 60 or so days of our office, when we
were first getting this together, we had, through the executive
order, the ask of trying to create a strategic plan.

Vell, it was sort of inpossible to create a really
conprehensive, perfect strategic plan within that anount of
time, but we did get a framework out there that set all the
maj or goal s, objectives and strategies to really try to nove
this agenda forward.

El ectronic health records have actually been out there
for quite sonme tine, as many of you may know, just |ike renote
data entry has been out there for quite sone tinme, but we really
weren't seeing the market pick it up

The heal thcare systemis way too fragnmented. It's
very challenging to get payers and purchasers to work together
to make changes on a system w de basis.

So we really had to | ook at the underlying causes of
the market failure and figure out what is wong and what can we
fix.

So we came up with four najor goals. One, to inform
clinical care, essentially trying to get the right kind of

el ectronic health records fully integrated into the system not
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just have physicians buy into themand put themin their own
practice, but get themintegrated into hospitals and into
skilled nursing facilities and throughout the systemin a way
that it really inproves the delivery of care.

I[t's not just technology, but it's a tool to really
hel p you deliver the best care possible.

The next was to interconnect clinicians and, really,
we needed to do this not only through having the right of point
of care applications, but also in establishing what a | ot of
peopl e have referred to as the nedical Internet or what we call
the nati onwi de heal th information network.

So it really would let the data flow fromone setting
or one clinician to another in a seam ess way. Also, safe and
secure and only appropriate sharing of data, but, nonethel ess,
that technology or that infrastructure does not exist now,
al though we are starting to build it.

Then the third major goal was to personalize
heal t hcare, which really was getting at not only the adoption
and the diffusion fo personal health records that woul d be
i nteroperable and longitudinal, so it could, ideally, follow a
newborn until death. So it would be an incredible tool not only
for their own self-managenent, but to also share with clinicians

over their lifetime and, also, to use potentially for research
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or other purposes, with the necessary consent.

Then the | ast objective or nmajor goal was to inprove
popul ation health and this is sort of where we put everything in
the kitchen sink that didn't fit in the other categories, but
essentially it was inproving quality of care, inproving the
surveill ance system for public health.

But the other major thing that fell into this was al so
streamining the infrastructure for clinical research and we
recogni zed that that was an enornous opportunity, given that, at
| east a couple years ago, the anecdotal data was saying that
roughly 70 to 80 percent of the systemthat existed, both public
and private sector, was really paper-based.

So it's highly inefficient. W aren't very good at
dat a nanagenent. Even though there's been a | ot of inprovenents
over the | ast decade, it could be a |lot better, and we could
really could be doing a nuch better job in doing electronic data
capture fromelectronic health records that are al
i nteroperable, that have the sane standards, automatically into
an el ectroni c CRF.

So we recogni zed this was a huge opportunity we didn't
want to squander. And NIH was very involved in the devel oprment
of this and contributed quite a bit to this section.

So the first phase, really, the last two years, have
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been very focused on trying to get the market to appoint where
we're nore interoperable, neaning that all of the software
vendors are agreeing on the right standards or at |east one set
of standards that they can all adopt and that they actually use
them they actually incorporate theminto their product, so we
can, over tinme, be able to seamnl essly share data.

Two years ago, even now, really, there's no
st andardi zati on whatsoever in the market. There has really been
no incentive for electronic health record vendors and ot her
types of software vendors in this space to adopt the sane
standards. They're conpetitors.

So we have really done a lot to try to | ook at that
and figure out, well, how can we change this, how can we get
this to the market that we need it to be to reach the
Presi dent's goal

So over the last year or so, after sort of a fast and
furious startup year, with just a small core team we have
beconme nore institutionalized. We're a real office now W're
hiring full-tinme equivalents instead of just having contract
staff.

But we have really worked a ot with our federa
partners not only within HHS, so NIH, FDA, CM5, the Agency for

Heal t hcare Research and Quality, CDC, HRSA. W've al so reached
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out to the VA, the Departnent of Defense, the Departnent of
Commerce is actually quite interested in this whol e agenda,
Treasury, Ofice of Personnel Managenent, who funds all of the
health benefits for federal enployees.

They all have a stake at this. They all have a role to
try to reach the President's goal. So we've had a fair anmount of
interaction with themand have a federal policy council that
sort of formalizes a | ot of our work.

W' ve al so done a | ot of outreach with vendors to try
to keep current wwth what is really happening in the
mar ket pl ace, so we don't feel like we're in an ivory tower.

W have done a | ot of outreach to states, as well. A
ot of the activity that's going on across the country, as nany
of you may know, is at the state |evel of the regional |evel.
There are now hundreds of organi zations that have started up to
try to organi ze efforts around health informati on exchange on a
communi ty, regional or state-based way and they have really nade
amazi ng progress.

There's a lot of variation and a |ot of |essons to be
| earned, but enornous enthusiasm starting with the governors
all the way down to sort of chanpion clinicians within their own
communi ties.

W have also learned a ot fromour internationa
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partners. W have been constantly talking to folks fromthe U K
and Canada, Australia, many European countries. WMny of those
are really far ahead of us. They have significant federa

i nvestnents in their agenda.

They have already done a ot to establish sone
baseline infrastructure. So we can share a |lot of stories and
probl ens and even though we have very different healthcare
systens, a |l ot of the problens we have in conmmon. So that has
really been helpful for us in the recent year, in particular.

We have just now restructured our office, which I wll
touch on in a bit, and, probably nost inportantly, we've awarded
sonme inportant contracts to really try to establish a nore
i nt er oper abl e mar ket pl ace.

So this is just a brief snapshot of our office. David
Brailer, as | nmentioned, recently stepped down, just two weeks
ago. But we do have four permanent directors in place now One
of themis an acting deputy right now, Dr. Karen Bell, who | eads
the office of health IT adoption, who also cane from CV5.

We have an office of interoperability and standards,
where a | ot of our contracts are managed out of right now |
| ead the office of programs and coordi nation, which has nore of
an external focus to try to coordinate a lot of the activities

that are going on outside of governnent.
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And then office of policy and research, which has nore
of an internal focus. So we're focusing on what regul atory
changes we m ght need under CLEA or potentially H PAA or other
stat utes.

So as | nentioned, we do have this ten-year goal. So
by 2014, we have to get to perhaps 50.5 percent of Americans
having el ectronic health records, which we think is absolutely
doabl e.

W have a variety of najor initiatives underway, one
of which is the Anmerican Health Information Community, which
Secretary M ke Leavitt chairs. [It's an advisory commttee that
is made up of | eadership across the public and private sector
all the major stakeholders of healthcare, to really take on the
maj or issues that we are struggling with and advi se the
secretary on how to nove forward.

And they have also prioritized sone of our efforts on
a short-termbasis, which I will talk about in a bit.

We've also tried to support a standards harnoni zation
process, recognizing that there is a lot of activity going on
across standards devel opnent organi zations that is not
coor di nat ed.

The Health Level 7 board often does not communi cate

very much with, for exanple, NCPDP or other SDOs that are really

11
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active in sone very critical areas and they don't necessarily

t hi nk about strategic planning together or how they're going to
really make sure that all the gaps that are out there in
standards or the duplication that exists with standards i s going
to be resol ved.

So that is largely what that process and that contract
is going to do.

W al so recogni ze there is a need to certify products
in the marketplace. A lot of the problenms with our narket
failure is due to the risk of inplenenting these tools. A |ot
of physicians have been burned over the years because they have
spent a lot of noney and a | ot of tine seeing reduced revenues,
reduced productivity in the process of getting these EHRs into
their practice, and then they don't work very well. They just
can't get the workflow to work right.

So we really needed to inprove the overall quality of
the products, make sure that there is a mninmumfloor for the
features of these products, and that they al so becone
i nteroperabl e over tinme and nake sure that privacy and security
features are incorporated.

So we also have a lot of work that has been funded
recently on privacy and security, given that H PAA has

establ i shed a good baseline at the federal level, but there is a

12
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|l ot of variation at the state level. States have their own
privacy and security |laws, which presents a |ot of problens for
heal th i nformati on exchange, potentially.

And | wll talk, also, a bit about the nationw de
health informati on network prototypes. W have four of them
that we are funding. W also have sone projects to | ook at the
i npact of health IT on fraud and abuse in healthcare.

We have a research initiative to standardi ze
nmet hodol ogy on how to neasure adoption of health IT. So over
time, we knowif we're reaching the President's goal or not.

We al so are proposing regulatory changes to the Stark
and anti - ki ckback statutes, which are barriers to adoption right
NOW.

So as | nentioned, we have been supporting a standards
har noni zati on process. This is actually through a contract to
ANSI , which has created and convened the health information
t echnol ogy standards panel.

So this panel really is nade up from | eadershi p across
the SDO conmmunity and their job really is to figure out a
har noni zati on process, but, also, in the short term nanme sone
st andards and devel op i npl enentati on gui des for those standards
for sone of our top priorities that were identified by the

Anerican Health Information Community.

13
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So we expect by the fall that those will be avail able
and they will also be a big push for the federal governnent to
adopt those formally through all their procurenent and all the
fundi ng nechani sns.

So you will probably be hearing a | ot nore about that
in the future

The NHIN is sonething that -- obviously, the concept
of this has existed for quite sonme tine, but we really wanted to
make sure that if we were going to fund anything in this area,
that we really knew what the experts across the country thought
we shoul d do.

What does this |ook |ike? Wat should it do? How
should it be operated? How do you develop the policies for it?

So we did a request for information about a year and a
hal f ago and got 500 responses from various experts across the
country and really had an enornous effort across the federal
governnent. Many people from N H, across the institutes, were
involved in reviewing all the input we received and sone of the
concepts that enmerged were that it should be a nationw de
utility that allows for secure and seam ess health i nfornmation
exchange.

It should be a decentralized architecture that is

built using the Internet, but |inked by uniform conmunications
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and a software'd franework of open standards and poli cies.

It should be governed by both public and private
stakeholders. So it really has to serve in the public's
interest, but this is really both a public and private effort
and, obviously, needs to reflect the interests of all the
st akehol ders that are involved in that governance.

We need to make sure that there are sufficient
saf eqguards so that people don't tanper with the data, that they
can't -- we have to actually do a very good job not only on the
security of the data, but to nmake sure that privacy or
confidentiality is protected, as well.

This is particularly sensitive given, | think, many of
you are probably aware of all the discussions and negoti ations
that went on during H PAA. There are certain constituents in
this country that feel very strongly about this and we really
need to engage themin an open di scussion over the next year to
make sure we get this right.

W al so need to be using existing technol ogies. There
is alot already out there in the market. The four consortia
that are working on the prototypes now are using these existing
technol ogies, but a lot of the public input also called for
federal |eadership to really start to define what does this

comon infrastructure | ook |ike.
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We al so know that there are a | ot of regional efforts
goi ng on across the country, | nentioned before, sonme of which
are operational; not many, but sone.

There's a lot to be |l earned fromthem what works,
what doesn't work, and we al so recogni ze the inportance of
certifying the software. So not just electronic health records,
but al so other point of care applications and then the NH N over
tinme.

So the prototypes that are now under devel opnent are
in a phase where we have already conpleted the use cases. There
are three of themthat, again, were sort of inline wth the
recomendations fromthe Anerican Health Information Conmunity.

We have an operational plan that will be due over the
sumer from each of the four consortia of technol ogy vendors
that are involved in devel oping four different approaches.

They will have revenue and cost nodels. A lot of the
people yet don't fully understand how we are going to create a
busi ness nodel around this. W is ultimately going to pay for
health informati on exchange? 1Is it the payers? 1Is it the
purchasers? |Is it the provider? 1Is it a conbination? Should
it be transaction-based? Should it be tied in to the paynent of
heal t hcare delivery?

There's a lot of different approaches that people are

16
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t hi nki ng about and there's no answer that is definitive right
now. It may end up being sort of a market-based determ nation,
but part of their contract is to figure that out.

They will be conpleting their architecture in the fal
and then will actually be denonstrating sone type of health
I nformati on exchange across 12 different markets.

So each of the four consortiunms are working in three
di fferent markets and they have an obligation not only to do
health informati on exchange in one market, but also be able to
share across the markets.

So in the next year, we expect to expand this effort
and hopefully do statew de denonstrations to show that this can
be scal abl e across the country and that we could have sonet hi ng
that would really work across the nation.

W also think it is inportant to have sone type of
mechani smto nmake sure that this architecture and the standards
are uniformas this gets depl oyed.

So our mechanismto do that will be certification,
simlar to what we're doing with electronic health records.

| nmentioned before we've al ready proposed sone
regul atory changes and we're in the process of finalizing two
regul ations right nowto allow for hospitals and ot her

desi gnated entities, through Medicare, to donate el ectronic
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heal th records to physicians.

There's a |lot of |arge hospital systenms that would
like to do this now, but they are prohibited under current |aw.

So these regul atory changes will allow for the
di ssem nation of these tools nore readily, along with the
training and the support that is necessary to inplenment them

The certification effort is being led by a
certification conm ssion for health IT. This has been up and
going for over a year and a half now. W have nore recently
supported it through a federal contract, but stakeholders really
canme together nearly close to two years ago to get this effort
started, because they recognize how inportant it was and how
much we needed it to really nove things forward.

So the first set of electronic health records that are
certified will be on the market in July. W expect there will be
about two dozen and there's a |lot of other vendors that wl|
l'i kely be right behind.

So we're off to a very good start. This is not the
perfect set of criteria to reach a fully interoperable
el ectronic health record that will not only have the robust
clinical decision support we need to deliver all the evidence,
support and care. It also won't export the perfect data set for

clinical research
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But it is a very good first step that everyone coul d
come to agreenment on and we expect each year to be able to
i ntroduce nore rigorous criteria for interoperability, for
functionality, and for privacy and security.

So after they finish their work on anbul atory
el ectronic health records, they're going to nove to inpatient.
In fact, they already have started to. So the next
certification process will be for inpatient EHRs.

Then we expect, at least it is in their business plan
ri ght now, not under the contract, to have certification for
personal health records. And then in 2008, they will be taking
on the certification of the NHIN to nmake sure that everything
connects together, so that the interoperable or certified EHRs
can share information with the NH N

So as | nentioned before, there is an awful |ot of
state level variation with privacy and security |laws and there
is also a lot of variation with the way busi nesses or
enterprises interpret these |laws and inplenent privacy and
security solutions, which are all collectively barriers to
heal th i nformati on exchange or potential barriers.

So we just awarded 34 contracts to 34 different states
to do a real careful legal analysis, but also sort of a

practical market analysis of what is really happening out there
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and what exactly are the barriers and how m ght we be able to
find technical solutions to overcone these or could we
potentially or would we need to do sone type of statutory
change.

So we hope that over the next six to eight nonths,
there will be a |lot of good | essons learned fromthis effort and
then they're going to devel op sone consensus sol utions and
finalize those in February of next year

| nmentioned that Secretary Leavitt is chairing an
advisory conmmttee that is, in many ways, sort of governing this
whol e activity. W have sonme high |level |eadership across HHS
as well as hospitals, physicians, nursing groups, really, across
the board, all the nmajor stakehol ders.

We, unfortunately, don't have all the federal agencies
represented. Dr. Zerhouni, ideally, would be on this, but we
had a cap of the nunber of nenbers that we could appoint, but we
certainly want to represent research interests as we neet in our
public neetings.

But they have been convening for the | ast eight nonths
now and their initial reconmendati ons were to cone up with sone
short-termpriorities. So what should the office be doing and
fundi ng and supporting in addition to these |longer term

contracts that really deal nore with infrastructure and
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i nteroperability?

They thought that it was inportant to show sone kind
of denonstrabl e value to consuners, because ultinmately we really
need consuner buy-in to have themfully engaged in using a
personal health record or going to a doctor and expecting them
to have an electronic health record that actively maintains al
the health information they need.

They guided us to focus on four different areas, one
of which is bio surveillance. This is very nuch in line with
Secretary Leavitt's priorities around pandem c flu preparedness;
and, consuner enpowernent, neani ng how do we get information out
to consuners in personal health records and initially focusing
on what kind of nedication history or other types of information
woul d be nost valuable to themthat they coul d use.

El ectronic health record option was, obviously, a
priority and the short-termfocus there was trying to get |ab
data exchange in a patient-centric manner, because right now a
lot of the information is exchanged based upon proprietary
i nterfaces.

So if you have a portal or an interface through
LabCorp or Quest, then you mght get the |abs that are com ng
fromthat one | ab, but any given patient who may see vari ous

different providers, you're not getting the conplete picture on
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all the clinically relevant |abs that could have been done in
various different |abs.

So we wanted to be able to create the infrastructure
and the incentives needed to have patient-centric lab data fl ow.

And then chronic care nonitoring and the short-term
focus there was on trying to connect both patients with their
physi ci ans through e-mail, through structured e-mail or secure
nessagi ng.

So we have four work groups that really focused on
these four areas over the last five nonths and we had about 70
to 80 experts across various disciplines that really tried to,
with a laser focus, really get dowmn to the real issues and try
to figure out what are the barriers, what does the federa
governnment need to do to enable all these, but, also, what does
the private sector need to do.

So they did present recommendati ons about two weeks
ago and we're actively trying to inplenent those now.

Many of the recommendations for bio surveillance were
focused on how to resolve the variation or the different
approaches at the local, state and federal jurisdictions.

There is a tradition in public health, which many of
you may be aware of, that nuch of the work that is done,

particularly in | eading outbreak investigations, really is at
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the local level, but there's variability across the country in
how that is done and the CDC certainly has a role in situationa
awar eness and trying to understand, across the country, what is
happeni ng and al so support out break nanagenent and response
managenent, when it i s necessary.

So we agreed to set up a data steering conmttee that
woul d identify a definitive data set that would be captured
across clinical care providers involved, initially, starting off
with Iab conpanies, clinical |abs and al so public health |abs,
but then, also, try to get as nuch data as feasible from
enmer gency departnents and hospitals and, also, to the extent
feasible, anbul atory care.

But we believe that this data steering conmttee wl|
be able to get the right experts from public health together,
along with clinical care, to identify what's a responsi bl e data
set, what's going to provide the nost value to public health
over tinme, and then evaluate that, have a rigorous eval uation
pl an where we would be able to ascertain what is truly val uable
and what is not for certain types of public health functions.

Then as we learn fromthat, we will be able to figure
out how we m ght be able to do a nationw de systemthat woul d
actually be bidirectional. So not just getting information from

clinical care, but being able to conmmunicate safety alerts and
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ot her inportant nessages to clinicians, as necessary.

| think probably nost of you are famliar with the
fact that a ot of our public health surveillance right nowis
ei ther di sease-based or silo’d and it's that way for many
reasons, but we really have an opportunity to create a real tine
surveillance systemand | think the work group and the conmunity
is really excited to do their part in trying to realize that.

So for consuner enpowernent, | nentioned the short-
term focus was on nedi cation history and, also, on a
regi stration sunmary. How can you get sone core denographics,
eligibility benefits, and other inportant information that would
typically be captured when you encounter the health care systenf

So we thought through a | ot of issues around how do we
standardi ze that, how do we identify the right data el enents and
make sure that all payers and all systens across the country are
capturing this informati on and have recently deferred a | ot of
the work to the health IT standards panel.

Through el ectronic health records work group, they did
come up with some reconmendati ons on how to | ook at both CLEA
and HI PAA and try to figure out how to renove the regul atory
barriers that are now prohibitive to having nore patient-centric
| ab data flow.

And then in chronic care, a |lot of the recommendati ons
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wer e focused on how can we devel op the evi dence base and create
the incentives for physicians to start e-mailing nore routinely
their patients.

There is a workflow i ssue here. There are sone
progressive payers across the country that are starting to
rei mourse for e-mail and they are show ng very good success in
certain markets where they have a | arge narket share.

But if you are only reaching, say, 20 percent or even
10 percent of your patient profile or panel, you are not going
to really be able to convince a physician that he needs to
change or she needs to change the way that she practices.

So there is an issue of trying to nmake sure that there
is sort of a uniformreinbursenent policy across payers to
really nove this forward.

| think they are now starting to transition to the
broader charge to figure out how can we enable renote nonitoring
across the board. So that m ght involve certain types of health
IT that would allow patients to receive care in their hone or in
the conmmunity as opposed to being in a skilled nursing facility
and woul d al so involve the interoperability of the products to
enable themto do that.

So there's a lot going on in terns of what are we

doing to support the long-termtransformation of the industry
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t hrough standards harnoni zation, certification, and the

devel opnent and depl oynent of the NHIN, but we al so need to be

m ndful of showi ng the sort of shorter term success, so that
heal t hcare participants and, inportantly, consuners and patients
really understand that this is neaningful to them that this is
really going to make a difference in their care and their
heal t h.

So we have a variety of nechanisns in place to try to
coordi nate these activities and we are doing that right now
through the federal policy council that | nentioned before.

So we're neeting every two weeks to try to figure out
how we're going to work on the regul atory changes that have been
identified by the community to enable the type of health
i nformati on exchange that the NHIN will allow for.

W're also trying to identify the types of standards
that the health I T standards panel needs to focus on. So
starting off, it's bio surveillance, it's the areas around the
personal health record that | nmentioned earlier, and it's |lab
data flow that's in a patient-centric manner

So a lot of our efforts internally to coordinate al
these activities are hel ping piece together what's going to be
happeni ng on the outside, as well.

So one of the things that becanme obvious in the | ast
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couple years is that this is not going to be sort of a big bang
project. W're not going to all of a sudden change the whol e
country. It is going to have to be done increnentally and
there's a |l ot of experience being gained on a regional |evel.

Ri ght now, there are, as | nentioned, a couple hundred
of what at |east people are claimng to be regional health
i nformati on organi zations. There's a handful that have really
gai ned sone traction and have governance in place, but,
essentially, a lot of people are |ooking at this as a good first
step to nove forward, to get sonething acconplished on a | oca
| evel that will make it neaningful to the local healthcare
mar ket .

So these organi zations are neant to be non-
governnental, nulti-stakehol der, and they really provide the
policy and technical franework that is needed for health
i nformati on exchange.

They are intended to cover |arge geographic areas. In
some states, |ike Rhode Island and Del aware, they cover the
whol e state, which is relatively easy in those states. There
are other states, like California and Florida, where there's
multiple RIGCs starting up across a state and then it will be up
to the state to figure out how they want to coordi nate those

efforts to make sure that there's an ability to share
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i nformati on across the regional efforts.

But they do really bring to the forefront this issue
of a sustainabl e business nodel for health informati on exchange.
They need to figure it out, because they need to nake it work.
If it's the CEO of the major hospitals and the | arge physician
groups on the boards or the governance bodi es of these
organi zations, it is their bottomline that is going to be
i mpact ed.

So they need to be really accountable for that
busi ness nodel .

So there's also a lot of activity through the state
| egi sl ati ve process. Over 30 states have introduced or passed
| egislation that has created either a statew de organi zi ng body
or just an overall initiative to really advance this agenda.

There's a | ot of states, probably over 40 at this
poi nt, that have fundi ng through HRSA and AHRQ There are over
60 RIGs that are sonmewhat operational, meaning they have sone
degree of real health information exchange through depl oyed
technol ogy or they have sone type of relatively mature
gover nance structure.

They al so have many fornal efforts underway to devel op
-- well, many states have devel oped nore than one RIQ as |

menti oned before. So California, Texas, Florida Tennessee,
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Washi ngton. There's really a |lot of states that have seen sort
of an enbarrassnment of riches. Mssachusetts is another one.

So, now, really, they're struggling with how do we try
to coordi nate across very disparate activities. In Tennessee,
for exanple, there's very different activities going on in four
different areas of the state and now the governor and the
governor's office is trying to figure out, okay, now, how are we
going to blend all these together so that we can have sonme kind
of cohesive infrastructure.

So we have learned a lot in the last two years. There
are sone real leaders in the country, Boston and Indi anapolis
have been working on this for quite sone tinme. Indianapolis, in
particular, has a |lot of |essons |earned, because they've spent
a fair amount of time over the last 15 years trying to devel op
some information and now deploying it across the state.

But we really don't know yet how to replicate these
organi zations or the infrastructure in a cost-effective way.

How do you make it a viable organization in a variety of
di fferent markets and how shoul d t hese organi zati ons best relate
to what is happening both at a state and federal governnent
| evel ?
How can the states and federal governnment support them

and how should our priorities fit into their priorities?
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So we think that states really are a very inportant
sort of unit of organization, if you will, because of so nuch
activity going on across the country. It is virtually
i npossi ble for anyone to really coordinate it actively on a day-
t o- day basis.

But the state governnments right now are very
interested not only in inproving their Medicaid prograns and
their public health prograns, but also trying to take advantage
of just making the healthcare systema better place, nake it
nore efficient, inprove the quality, inprove the safety.

They al so have the ability to change state |aws. There
are a lot of policies and I aws right now that could potentially
be barriers and they have the ability to resolve those barriers.

There are also a | ot of organizations, |like the
Nati onal CGovernors Association, the National Council for State
Legi slators, and other |ike entities that have the ability to
|l ead a | ot of change in policy and practices fromtheir
organi zations. So they are interested and engaged and really
noving forward on this.

So with all this activity, we thought it would be
hel pful to cone up with sone principals for what regional health
i nformati on should be or could be, and we feel there really

shoul d be at | east one of these entities in each state.
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For the states that do have nore than one, |ike many
of the states | nentioned, there should be sone type of
overarching health informati on organi zati on that has statew de
responsibility for coordinating a lot of those activities to try
to resolve the differences in the approaches to technol ogy and
the policies that govern the health information exchange on a
| ocal |evel.

So there really should be a state |evel framework,
both a technol ogy and policy franework that others should try to
work fromwthin. It should be a collaborative effort, but
nonet hel ess, it is necessary to do that to inprove the flow of
i nformati on across the state.

We al so think that there should be a m ninum set of
best practices that these organi zations should follow. W
actual ly are funding some work nowto get at this, but there are
I ssues around governance, around financing, the technol ogy, how
do these entities or how does the network that they oversee
function, what are the appropriate operational policies, and
then how do they ensure their transparency over tine.

If they are ultimately accountable to the public, how
can they nake sure that their activities are transparent?

We also think that they should be followng, to the

extent practicable, the recommendations that are comng fromthe
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Anerican Health Information Conmmunity, since | eadership from al
st akehol ders is really represented on that and we are working
col l aboratively to try to resolve a |lot of the problens.

So we are currently fundi ng and supporting research to
find out what is really happening for these state-based
organi zations, what are the roles they are playing, how are they
actual ly handling the issues around financing, operations,
policy.

Ri ght now, we are in the process of devel opi ng sone
early or draft best practices. Mny of themare energing. They
are not really quite at a best practice stage, but we wll be
havi ng a consensus conference in July to tal k about these. So
we can have sort of our first round of best practices or
principles and enmergi ng best practices so that other states who
are less far along in this whole effort can foll ow those and
| earn fromthem

But we also think it is inportant to really be
nmoni toring progress and encouragi ng col | aborations to devel op
the right business nodels.

As | mentioned, there is not going to be any one given
type of business nodel that is going to work across a variety of
markets right now So we really need to be m ndful of how that

Is going to mature and what the federal government needs to do
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to support it over tine.

An issue that is nmuch nore relevant to clinica
research is how these regional health information organizations
or the states that coordinate a lot of the activities are going
to | ook at secondary uses of data that's going to be com ng out
of the new infrastructure that we are buil ding.

As many of you know, H PAA, | think sone would say
HI PAA caused sone confusion when it cones to research and
think everyone is mndful of that and wants to provide all the
clarity that m ght be necessary to resolve this.

But we're really getting into a whole new world now,
at least we will be over the next five years, and we really need
to think, well, what is the right set of policies that wll
oversee the access and aggregation of this data for a variety of
pur poses, and clinical research being an inportant one, health
services research, popul ation health nonitoring, vital
statistics.

There's a lot of very inportant secondary uses of this
data that need to be considered and the risks and benefits of
accessing and aggregating that data need to be fully accounted
for as we take on nore careful consideration of what policies
m ght be needed to further define this area.

The Anerican Medical Informatics Association is sort
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of acutely aware of this issue and has recently convened a bl ue
ri bbon panel. Many of the folks in the research community are
represented on the panel and they're witing a white paper now
to try to informwhat the next steps shoul d be.

W al so have a privacy and security group under the
American Health Information Conmunity that will be | ooking at
these issues, along with authentication and authorization and a
| ot of very sensitive issues around confidentiality and security

over the next six nonths.

So | think you'll probably be hearing nore about this
soon.

There are sone obvi ous opportunities for clinica
research. |'msure many of you are involved with a |ot of

exciting activities to try to use informatics to inprove the
quality and ability to do robust clinical research

But | think sonme of the efforts that are already
underway through CDI SC, through NCI, and the FDA, in particular,
have really gone a long way to try to bridge what is happening
in industry, academ a and governnment and | think that the nore
that can be coordinated across those sectors in ternms of
standards for clinical research will really help advance the
agenda in terns of when it goes to the health I T standards pane

to nane standards for clinical research and to identify the
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right inplenentation guides.
But work and coordination that's already been done
t hrough CDI SC and ot her |ike organizations will really

facilitate that whol e process.

35



June 1, 2006 Keynot e Cronin

So if, down the road, there is a use case specific to
clinical research that is going to perhaps guide sone of the
work not only for the health IT standards panel, but for the
certification conm ssion and through the NH N depl oynent, |
think it's really inportant early on to have a coordi nat ed
effort on what are the standards that are needed in the clinica
research conmunity.

W al so have a public nmeeting comng up the end of
June. So for those of you who are interested in know ng nore
about the functional requirenents for the NHIN, there will be a
two-day neeting on the 28th and 29th to focus on what are they.
| nean, there's over a 1,000 at this point and they need to be
vetted. We need input on what is inportant, what needs to be
refi ned, what should be further defined.

Then there will be an additional vetting process
t hrough anot her advisory commttee over the summer.

But if you feel that the clinical research needs are
important to be represented at this point, |I would encourage you
to attend that neeting and to | earn nore about what's happening
and express your opinion.

And there's also, as | nentioned, going to be
denonstrations in 2007 and, l|ikely, 2008, with the further

depl oynent of the NIHN, as we have a common architecture. So,
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agai n, that presents another opportunity to see how the data
that's necessary for clinical research could be exchanged
t hrough the N HN

And if this is going to be the infrastructure of the
future, it probably nmakes sense to think about how the clinical
research infrastructure is going to be either nmerging or
mgrating to this over tine.

So those are just sone closing thoughts and I'd be
happy to answer any questi ons.

DR. MOLD: If you're going to use this kind of data
for clinical research, actually, for clinical care, | would
think that one of the nobst inportant issues is capturing
out cones.

| haven't really heard nuch tal k about capturing
i mportant outcones; for exanple, nortality. | mean, it's
traditionally very difficult for us to find who is dead. You
woul d think you woul d care about that, but that's a whole
different data set.

Cost is another issue and while we can capture costs
and, | suppose, through the national health informtion
infrastructure, we should be able to capture all the costs, it
woul d be nice to be able to do that.

Ri ght now we can capture our own charges from our own
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office, but to capture overall costs is difficult.

DR. SACHS: This is being taped. Wuld you identify
your name, please?

DR MOD: I'msorry. I'mJimMld, fromthe
Uni versity of Gkl ahona.

So outcones like nortality and cost would be nice to
incorporate in this for clinical researchers. | would think it
woul d al so be hel pful for clinicians.

M5. CRONIN: Those are great points. | think that
there is a keen interest in trying to determ ne how el ectronic
heal th records and the various data sources that will be sort of
t he backbone of the NHIN, so to speak, how can they be
col | ected, aggregated and anal yzed in such a way so that we can
understand the health outcomes of given patients.

And as | nentioned before, the performance-based or
gual i ty-based paynent systemthat we want to nove to is going to
be dependent on that.

So there are actually a ot of efforts underway now
through the Anbul atory Care Quality Alliance and ot her
or gani zati ons, AHRQ and CMOS are sponsoring sone projects to
determ ne how we can use these electronic data sources in such a
way that we will be able to accurately neasure heal th outcones.

So that's being carefully considered. | don't know
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that the nortality issue is going to be resolved anytine soon,
because | think that there's obvi ous probl ens around death
certificates and registries and | think that there is a state-
based solution that is being initiated and | don't exactly know
what the status is.

But nore and nore fol ks are tal king about the need to
integrate vital statistics into this agenda and | think we'll be
| ooki ng at that noving forward, too.

Part of our challenge is that there are so nany needs
in so many areas. W're a relatively small office and HHS i s
| arge and rich with resources and experts, but it's going to
take us a little bit of time toreally prioritize all of the
needs and nmake sure they are all addressed.

But | think, clearly, the neasuring of health outcones
is critical, froma variety of perspectives, and we're on.

DR. HARRI NGTON: Bob Harrington, from Duke University.
Thanks for the presentation.

When you showed your diagram of the organi zation
within the Ofice of the National Coordinator, you |ist these
four divisions that are led by a director, but | didn't see one
for research

"' mwondering where the research responsibility lies

and who is it that takes responsibility for making sure that the
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research agenda is being considered in all of these efforts.

Because what | worry about and | think what many of us
in the research community worry about is that we're an
af tert hought and how does research fit into this, instead of
really being forward-thinking in terns of how do we integrate
the whol e process of both research and clinical care.

And | wonder of thought has been given to creating a
di vision at director level for research responsibility.

M5. CRONIN: It's a great point. After doing clinica
research, | did health services work. So you're preaching to
t he choir here.

But the office of policy and research is supposed to
be | ooking after the research needs of the office. W have not
gotten to the point through the Anerican Health I nformtion
Community that they have agreed to prioritize research.

So we haven't yet nade it a use case to drive a |ot of
the work for the contractors. But it's very likely that over
the next six nonths, we are going to do sonme type of priority
setting process where we'd have to get testinony fromthe
research conmunity for themto really express their opinion and
communi cate really the benefits that could be achieved if, in
fact, this were nade a shorter termpriority.

So | think there is a place in ONC to |ook at this,

40



June 1, 2006 Keynot e Cronin

but nore inportantly, if we really want priority setting to be
done to incorporate clinical research, we're going to need to
get a lot of public input and sonme testinony that can then feed
into the Anerican Health Information Conmunity.

DR. HARRI NGTON:  Thanks.

MR, HUNT: JimHunt, from University of California-San
Franci sco.

One of the questions that | have for you is how your
office views clinical research and clinical care and the
di fferences with that data.

We're often inforned that clinical research has a
different granularity or reliability of the database that they
use versus what clinicians use.

Do you or does your office have views of the
differences in data that clinicians need and cli nical
i nvestigators need or do you think that can be harnoni zed and
how woul d you propose to do that?

M5. CRONIN: It's a great question. | don't think
we' ve thought enough about the issue, to be honest.

| think that over time, the intention is to have
st andardi zed nonmenclature. So that, ideally, SNOVED wi |l be
adopted in all electronic health records and we'll have the

term nology that will be sensitive and specific enough to not
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only allow for really robust clinical decisions to support
heal t hcare delivery, but, also, that can transfer into the right
type of database for a variety of different research purposes.

So | think right now we're probably not at a point
where we have maybe consistent granularity across the system
that's energing, but we hope, over tine, to really progress to
t hat .

Part of the challenge with that is that physicians and
clinicians using these tools don't necessarily want to be sl owed
down by choosing all the terns and taking that extra tine away
frompatient face-to-face tinme to really nake sure that he has
the perfect term nology captured in his EHR

So | think there will be a balance that we will have
to achieve over tinme to make sure that we're not hurting
adoption by forcing the adoption of certain standardized
term nol ogies, but that we really need to get there, for a
variety of purposes; not only to inprove clinical care, but to
really make the data available for all these inportant secondary
uses.

So | don't think there is a definitive path find. One
of the things that | think is clear is that | don't think the
clinical research community has been engaged enough to date in

many of the activities that are going on.
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So | think, over time, it's going to be inportant for
the voice to be heard at the certification conm ssion, the
health I T standards panel, and, to the extent that NI H can nake
their views known, too, to the departnent, that will help quite
a bit, too.

DR. ALVING | think we have tinme for one nore
question and we'll take M nnesota. Then there will be a one
hal f - hour break and if you have sonme tine that you coul d spend
at the break, I"'msure there are others who will have questions
for you.

DR. PETERSON: Kevin Peterson, the University of
M nnesot a.

You' ve nentioned many things that kind of reflect sone
of the English system a single systemw th birth-to-death
records.

One of the things that they have in England that we
don't have in the United States is a national nedical insurance
nunber .

Is the identification of a universal ID a solvable
probl em her e?

M5. CRONIN. It's probably one of our nost chall engi ng
i ssues right now. W are probably not going to be -- the

federal government, at least HHS, is not going to be pursuing a
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unique identifier. | think we're prohibited by |law to do that
ri ght now.

But we can be | ooking at a standardi zed way to
identify patients and to also natch patients to their records.
So there's now algorithns that are being fielded and piloted in
a couple regions in the country to determ ne how can we maxim ze
the success rate in matching patients to their records using a
certain nunber of data elenents that represent uniquely that
patient.

So that is really one of our critical focuses right
now. Over the next several nonths, we're likely going to be
taking this on through a variety of public neetings, to really
figure out how to nove this forward, because it's a critica
issue and it's time-sensitive.

W need to figure it out if we really want to nove
forward

DR. ALVING Kelly, I'd like to thank you very nuch
for an outstanding presentation. | hope many of you were
t hi nki ng of ways you can interact at a state, regional, nationa
| evel .

| know they're already plotting to show you the
i nportance of clinical research and we're doing the sanme at NI H

So perhaps we can work together and try to help you in
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your efforts and | think this is an incredible national agenda.

Many of the individuals in this roomare closely
allied with just patient care, in addition to clinical research.
So we're really all working for the sane goals.

So thank you so nuch.

[ Appl ause. ]

DR. ALVING There is now going to be a break unti

9:45 and then Jody Sachs will |ead our next session.
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