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P-ROCE-EDI-NGS
8:38 a. m

MR. GOLDWATER: kay, so why don't we
go ahead and begin? | know there are a coupl e of
peopl e that are supposed to be here that have not
arrived yet, so we will do our best to catch them
up when they are here. Hopefully, they will be
here shortly. Apparently, as | told you before,
| heard the traffic is nightmarish, so that m ght
be causi ng sonme particul ar del ays, but we don't
want to wait any further.

So on behalf of the National Quality
Forum | want to welconme all of you to this very
i mportant and, hopefully, a very, as nuch as
val ue sets can be, entertaining discussion over
t he next eight hours. M nane is Jason
Gol dwater. |I'mthe Senior Director here at the
Nati onal Quality Forum overseei ng the Val ue Set
Har noni zati on Proj ect.

And | really do want to take a few
nonents to thank all of you for attending this

norning and into this afternoon. | realize a |ot
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of you canme from places as |ong as the West
Coast, and then sonme of you cane from Howard
County and it probably took you the sanme anount
of time to get here, fromwhat | understand, just
about .

W have a pretty full agenda ahead of
us today. There's a lot of issues to discuss, so
| want to turn it over to ny colleague, Katie
Streeter, who is the Senior Project Manager and
basically runs the day-to-day operations of this
contract, to sort of go over the agenda. Katie?

M5. STREETER. Thank you. Good
nor ni ng, everyone. W'Il|l be starting off today
by doi ng introductions. The staff will introduce
oursel ves, and then our General Counsel, Ann
Hammersmth, will |ead the Commttee
i ntroductions, and we'll be going through a
di scl osure of interests exercise.

W'l then be tal ki ng about ground
rules for today's neeting and setting the stage,
our expectations. The Committee will then first

dive into our first discussion about Prevailing
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| ssues in Value Set Harnonization. W'Ill then be
di scussing the benefits of val ue set

har noni zati on: what are we | ooking to get out of
this project?

Staff will then summarize an exercise
we perforned, a prelimnary analysis for val ue
set selection. The Committee will then be
tal ki ng about developing a criteria for val ue set
har moni zati on before we break for lunch at 12:30.
W'l | then be tal ki ng about devel opi ng and
testing a process for val ue set harnonization.

And, lastly, we will break for public
coorment. | would like to rem nd everyone that
this nmeeting is open to the public, so we may
have nmenbers, NQF nmenbers, and nenbers of the
public listening in. And then we will adjourn by
4: 00.

And just a rem nder, the restroons are
out past the main conference area past the
el evators on the right. W wll be trying to
stick to our break and lunch tine as best as we

can. So we have two breaks at 10:45 and 3: 30.
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Lunch will be served at 12:30, and we plan on
taki ng a 30-m nute break then.

And if you have any issues connecting
to W-Fi, we do have -- | believe we have signs
around here on the table that lists the log-in
and password, or you can send nme an email if you
have any issues and we can have our |T people
hel p you out. Ann?

M5. HAMVERSM TH.  Thank you, Kati e.
| see a few famliar faces, so sone of you may be
famliar with this part of the neeting. But I
will go over it with you, and then we will go
around the table and we'll have you di scl ose.

The Val ue Set Harnoni zati on neeti ng,
it's not a CDP project, it's not a MAP project.

It is other, which we nmean affectionately. But
we still have to do disclosures of interests. M
understanding is that all of you are subject
matter experts, so you got our long formwhere we
asked you details about your professional
activities.

So what we will be | ooking for you to
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di sclose today is if you were involved in
anything that directly relates to the subject
matter before the Commttee. Just because you
di scl ose does not nean you are biased or that you
have a conflict. Part of the reason we do this
is to be open, to be transparent, so that all of
you can know where each other are com ng from and
al so so that the public will know where you are
com ng from

W are particularly interested in your
di scl osure of grants, research activities, or
speaki ng engagenents, but only if it relates to
the subject matter before the Conmttee. Please
don't sunmarize your CV. Just keep your
di sclosure to the subject matter before the
Conmi ttee.

| want to rem nd you of two things
before we disclose. You sit as an individual on
this commttee. You' re not representing your
enpl oyer. You're not representing anyone who nay
have nomi nated you to serve on the Committee.

In addition, I want to rem nd you
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that, unlike many conflict of interest processes,
we're not just interested in disclosures of
nonetary interests. Because of the nature of the
work that we do and that all of you will do in
this comrittee neeting, we're also interested in
activities, again, that directly relate to the
subject matter before the Committee.

And you may not have been paid for
them You nay have sat on a commttee for your
prof essional society that's relevant to the topic
today. You know, just because noney hasn't
changed hands doesn't nean that it shouldn't be
di scl osed.

So with that, let's start the
di scl osures. Tell us your nane, tell us who
you're with, and if you have anything to
di sclose. And, Dr. Tcheng, | will call on you at
the end of the disclosure. So let's start with
the co-chairs. Dr. Lieberman?

CO CHAIR LI EBERVMAN:  Hi, I'm M ke
Lieberman. [|'mthe Acting Chief Health

Information OFficer at OHSU, Oregon Health and
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10

Sci ence University. | have no significant
di scl osures.

CO CHAIR BUTT: Good norning. |'m
Zahid Butt, CEO of Medisolv. W are a quality
measur enment software vendor. W do use val ue
sets in many of our applications. | do not have
any ot her disclosures to nake.

MEMBER HUMPHREY: Matt Hunphrey. |
work as a Sol utions Delivery Manager at Telligen.
Not hi ng to di scl ose.

MEMBER CHUTE: Chris Chute, Bl oonberg
Di sti ngui shed Professor of Health Informatics at
Hopki ns, al so Chief Health Research Information
Oficer at Hopkins. M disclosures are | chair
the ICD-11 Conmittee for the Wirld Health
Organi zation. | also sit on the Joint SNOVED | CD
Har noni zati on Commi ttee.

MEMBER SM TH:  Anne Smith. |'m
Director of Measure Validation at NCQA, Nationa
Committee for Quality Assurance. And we devel op
val ue sets for quality, for our quality neasures.

MEMBER CULLEN: Cynthia Cullen
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Mat hemat i ca Policy Research. W're a social
policy research firm W do clinical quality
nmeasur e devel opnment and devel op and use val ue
set s.

MEMBER McCLURE: Rob McClure. |I'm
deeply involved in this subject matter. |1'ma
consultant to ONC, involved in helping to do
val ue set harnoni zati on and val ue set eval uation
for the quality neasures.

|"ma consultant to the National
Li brary of Medicine in the devel opnment of the
VSAC, which is used to house and support the
creation of value sets around all of those
things. |'ve been doing val ue set devel opnent
work for along time. |'ma co-chair at HL-7,
Vocabul ary Workgroup at HL-7, and involved in the
devel opnment of the standard that defines how
val ue sets are defined.

MEMBER HERAS: M nane is Yan Heras.
| "' man independent consultant, and |I'm actually
currently working on | eading the QRDA

i mpl enentati on guide work for CM5, so that

Neal R. Gross and Co., Inc.
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i nvol ves sone val ue set and al so participating in
t he eMeasure devel opnent for hospital side. So
that's ny disclosure.

MEMBER SCHNEI DER:  Joe Schneider. |'m
Chief Medical Information Oficer of the North
Texas Division of Baylor Scott and Wite Health,
the old Baylor. |'ma practicing pediatrician at
UT Sout hwestern. My discl osure probably cones in
as | chair the Practice Managenent Council at the
Texas Medi cal Association, which is on the record
as opposi ng | CD 10.

MEMBER WALKER: Good norning, this is
Nancy Walker. |I'mthe Director of the Quality
Health Record at Trinity Health, and | use the
val ue sets in evaluating our eMeasures for all
the facilities that we have.

MEMBER HOFNER: Hello, nmy nane is
Wendy Hofner. |I'mwth NextGen Health Care. |
amcurrently the Director of Meaningful Use
Services, and we use value sets wi thin our
gual ity neasure program | do not have any

di scl osur es.
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MEMBER RALLINS: Good norning, I'm
Marjorie Rallins with AMA-PCPI. O course, we
devel op neasures, we conduct neasure testing and
devel op val ue sets in devel opi ng specifications.
| also sit on the Content Standards Committee
that reports into the H T standards work ----
excuse nme. The Content Standards Workgroup that
reports into H'T Standards Comrittee of ONC.

MEMBER CHE: My nane is Chengjian Che,
| go by Cheng. So | work for Booz Allen
Ham Iton. | used to be an EH nmeasure devel oper,
so | was devel oping the value sets. Now |I'mthe
val ue set user. Nothing to disclose.

VMEMBER BREGVAN: Howar d Bregman,
Director of Cinical Informatics at Epic, the
el ectronic health record vendor. And | have
not hi ng to di scl ose.

MEMBER MARTINS: Rute Martins with the
Joi nt Comm ssion, wherein we devel op eCQV so we
devel op value sets. W're also an eCQM recei ver.
No conflicts to disclose.

M5. HAMVERSM TH:  (Ckay, thank you.
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And, Dr. Tcheng, are you on the phone? Dr.
Tcheng? GCkay, guess not. Any other Conmittee
menbers on the phone? No, okay.

Thank you for the disclosures. Before
| leave today, | want to rem nd you that we | ook
to you to help us nake the conflict of interest
process work. Part of what that neans, in
addition to disclosing, is that if you're in the
nmeeting and you think you have a conflict or if
you t hink one of your Commttee nenbers has a
conflict or is behaving in a biased manner, we
ask you to speak up.

You can do it inreal-time. If you
don't want to do it that way, you can approach
your co-chairs who will work with NQF staff or
you can work with NQF staff directly. Wat we
don't want is for you to sit there thinking, oh,
maybe | have a conflict, or | know that so-and-so
is up to their eyeballs in sonething and they may
be biased. W really want you to tell us in
real tine.

So with that, do you have any

Neal R. Gross and Co., Inc.
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guestions, coments? Ckay, thank you.

MR. GOLDWATER: kay. Thank you al
very much for your introductions. So we'll take
a few nonents and introduce ourselves since we'll
be with you today and for the remainder of this
contract, which will extend into next year.

So as | nentioned before, ny nane is
Jason Goldwater. [I'ma Senior Director here at
NQF. 1've been involved in health IT for about
20 years now, starting with the H PAA X12
transaction set standards, when those were
i mpl enent ed.

| spent a good portion of ny career at
CVMB. Actually, it was HCFA when | first started,
if we can all remenber back to those good ol d
days. And spent a lot of time with the Ofice of
Clinical Standards and Quality, which apparently
has now al so been changed to the Center for
Clinical Standards and Quality, working on a | ot
of software for manual record extraction for
gual ity neasures, including the CM5 abstraction

reporting tool which I think Matt Hunphrey, who
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is here, is now taking over those duties.

So | have a long relationship with
val ue sets, standards. |'ve attended and
partici pated i n SNOVED groups, HL7 standards,
X12/ HL7 har noni zati on, which was a | ot of fun.
And al so spent a lot of tinme working with ONC on
a variety of projects, including the SHARP
projects, as Chris nmay renenber, where | was the

Pl investigating and doi ng an eval uati on of

t hose.

Kati e?

M5. STREETER: Thank you. Hi, |I'm
Katie Streeter. |'m Senior Project Manager here

at our Quality Measurenent Departnent at National
Quality Forum |'ve been here for about four and
a half years. |'ve worked primarily on many
di fferent consensus devel opnent projects for the
endor senent of perfornmance neasures. And nore
recently, |'ve started to beconme nore involved in
the health I T-rel ated projects.

MS. PHILLIPS: Hi, I'"'mAnn Phillips.

|"ma Project Analyst here at NQF. | work on

Neal R. Gross and Co., Inc.
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nost of the health IT projects with NQF. |

started with transition of the QoM | work with
eMeasures. | work on HI'T patient safety and with
t he Val ue Set Harnoni zation Project. |'ve been

here about a year and a hal f.

DR. HI BAY: Good norning. |'m Sharon
Hibay. |1'mone of the Senior Directors here at
NQF. | want to wel cone everyone, it's nice to

put some nanmes and faces together that |'ve been
working with for a long tine.

|'ve been in the neasurenment space
si nce before 2000. And probably my greatest, or
nost rel evant work, with the value sets is
working with Iots of you on the Meaningful Use 2
neasures, retooling -- actually, back to
Meani ngf ul Use 1 neasures.

So | worked as a contractor with CVS
-- with PQRS, Meaningful Use, ACO neasures. In
addition, 1've worked very intimately with | CD
10, 1CD-9, SNOVED. | think we're all saying the
same sort of stuff. And then after | did a stint

with CM5 contracting, | was Director of

Neal R. Gross and Co., Inc.
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Per f ormance Measures with the American Board of
I nternal Medici ne where | oversaw about 1300
di fferent neasures for their inventory.

So I'mvery happy to be here and share
and build this process with everyone.

MR, GOLDWATER: Okay. So I want to
take just a few nonents to set the stage for --
oh, sorry Marcia. | forgot.

DR WLSON: H, |I'"'mMrcia WIson,
|"mforgettable Senior Vice President of Quality
Measure, and | oversee the neasure endor senment
and neasure sel ection processes. Thank you.

MR. GOLDWATER: It should al so be
noted Marcia is ny boss. W know how ny
performance review will go at the end of the
year. Thank you, Sharon, for pointing that out.

| do want to take a few nonents to set
t he stage because we do have a fairly packed
agenda, and we only want to keep you all here for
a day.

So setting up some ground rul es and

sone logistics. So first and forenost, | realize

Neal R. Gross and Co., Inc.
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this is an all-day discussion on value sets. So
the coffee is plentiful and it is behind ne.
Feel free to get sone whenever you need to.

W understand, in working with val ue
sets, termnology is incredibly inmportant. All
of you are experts in various term nol ogi es and
have used them significantly throughout nost of
your career, | would assune. But we don't want
to be spending a ot of tinme discussing the ins
and outs of terminology. It's inportant, but we
really need to work on building a consensus to
this group on how we will do val ue set
har moni zat i on

W want to work towards the defined
neeti ng objectives. That is the wish of our
client who is funding this project, who will be
here, |I'm assunming, at some point. And we wl|l
tal k about what those neeting objectives are as
we nove throughout the presentation.

The staff here, Katie and Ann, w |
maintain a list of inportant but out-of-scope

parking lot issues that will be tackled at future
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nmeet i ngs.

Pl ease know that we are recording this
neeting, as is standard process for every NQF
neeting. So please speak into your m crophone
when you have sonething to say. |If during the
course of our discussion, you want to pipe in,
chinme in, whatever the case may be, just turn
your placard to this, and | will call on you.

| would ask that when you are naking
comments, please keep them as succinct as
possible. | realize we all have a |ot to say,
but we do also have a lot to get through in the
next eight hours. So | want to make sure we try
to get everything done so that we are proceedi ng
al ong as we need to, both for our client and for
t he purpose of this project.

Menbers of the public will have the
opportunity to provide conments throughout the
neeting. Verbal remarks should be brief, and any
details should be submtted to the staff.

So I don't know -- |'m assum ng there

are people here who know a | ot about NQF, but |

Neal R. Gross and Co., Inc.
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don't know if everybody knows everything ----
what NQF does. So | want to turn this over to
Ann just to give you all a brief description of
what NQF does.

M5. PHILLIPS: The National Quality
Forumis a private, nonprofit, voluntary,
consensus standard-setting organi zati on. The NOQF
operates under a three-part mssion to inprove
the quality of Anerican healthcare.

Qur aimis to build consensus on
national priorities and goals for perfornance
i mprovenent and working in partnerships in order
to achieve them endorsing national standards for
measuring and publicly reporting on performance
and pronoting the attainment of national goals
t hrough education and outreach program

Qur nmenbership is broken up into eight
council s: consuner, health plan, health
prof essional s, provider organizations, public and
community heal th agenci es, purchasers, quality
measur enent research and i nprovenent, supplier

and industry.
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MR GOLDWATER: So | want to now t ake,
again, a few nonents and describe for you the
project. | know we had an orientation for all of
you where we went over just sort of the basic
hi ghli ghts of what we were charged to do, but |
want to get a little bit nore specific because |
think that will hel p guide the discussion.

NQF i s defining val ue set
har noni zati on as the process by which unnecessary
or unjustifiable variance will be elimnated from
common val ue sets and electronic clinical quality
nmeasures by the reconciliation and integration of
conpeting and/ or overl appi ng val ue sets.

Under your gui dance, we are |ooking to
devel op and pil ot test a harnonizati on approval
process to pronote consistency and accuracy in
eCQM val ue sets. These harnoni zed val ue sets
will also provide a basis of gap analysis and for
exam nation of face validity of future val ue
sets. It will also offer guidance on how
approved val ue set status should be integrated

i nto our endorsenent process of electronic
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clinical quality neasures.

The project is going to address the
foll owi ng i ssues: what are the harnonization
criteria for value sets used in eCQM devel opnent
and when is it applicable? WII neasure
devel opers, and there are quite a few of you
here, be mandated to denonstrate they have
actively utilized the Value Set Authorization
Center, or the VSAC for short, harnoni ze val ue
sets in eCQM devel opnent, and what conponents of
this process apply to the review and approval of
new y-subm tted val ue sets and how shoul d t hat
process be structured?

W will address what the role of value
set authors and stewards in responding to
recommendati ons for changes or additions to val ue
sets. How are these reconmendations for
addi ti ons or changes in the value set content
integrated into the existing VSAC catal og, and
t hen how does this process and approval integrate
with or inpact our overall measure endorsenent

process?
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The deliverables that we are
responsi ble for fromnow through the end of the
contract: a harnonization process for resolving
m ssi ng, duplicate, conpeting, or otherw se
probl emati c val ue sets; ground rules for neasure
devel opers on the use of endorsed harnoni zed
val ue sets to build nmeasures; and then gui dance
on policies and procedures for coordinating this

har noni zati on work with the VSAC.

So as you can see, fairly easy things.

It should be a very short neeting.

Qur tine line and m |l estones. So

we're nmeeting today, and we will, hopefully, cone
up with a process that we will then start to
pilot with our technical expert panel. W wl]l

identify test neasures, a couple of them to use
this process on. W will develop and draft the
har noni zat i on approval process, and then we'll do
an iterative test and report back to you the
results of that.

The Conmittee charge. The Committee,

your commttee, will provide guidance in the
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devel opnment of this process and provide input on
the identification of variance in val ue sets,
criteria for evaluating variance in val ue sets,
and an iterative pilot process for resolving this
vari ance.

And | should note here that we do have
two co-chairs, Dr. Lieberman and Dr. Butt, who
have graciously agreed, we did not force them
against their will, to be co-chairs of this
commttee. And so they are going to help us
steer this discussion. | think all of you know
t hem and know them wel |, so they have significant
and extensive expertise in this area. And we
asked themto be the co-chairs to help facilitate
this. They also are very famliar with NQF and
have worked with us in the past.

The ground rules for today is to
i dentify the basic issues surrounding val ue sets
and devi se nethods to potentially correct these
problenms. The focus is a proposed sol ution,
which is very inportant to our clients, which is

O fice of the National Coordinator, CMS, and NLM
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It is vital that by the tinmne we get to 4:00, we
construct a proposed net hodol ogy. W actually
wer e thinking about we were going to hold you
here and not |let you go back hone until we have
one, but | thought that was a bit extrene, quite
honest | y.

The co-chairs are here to facilitate
the session, identify additional information that
m ght be useful to the Coormittee, and hel p keep
t he project on track.

So let's begin our discussion. So |
want to first of all, again, | know a |ot of you
know a good deal about val ue sets, but we do want
to have just a basic, even understandi ng of the
life cycle of a value set. So I'mgoing to turn
it to Ann to wal k you through this.

M5. PHILLIPS: GOkay. This was newto
me, but | asked the NLM exactly how a val ue set
is published in the VSAC, and it starts
conceptual i zati on, whi ch happens outside of the
VSAC.

The aut hor creates a new val ue set,
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and that value set is drafted. Then the author

submts the value set for a steward' s approval,

and that steward can be within the organi zation

or in an outside organization. And that steward
will review the proposed val ue set, and, at that
point, the steward can reject it, and the author
has to redraft it or abandon it, or the steward

approved it.

Once the approved value set is
approved in the VSAC, it's ready to publish. Now
proposed val ue sets and draft value sets are
listed in the VSAC. They are not publicly
accessible, but if you have authoring privileges,
you can see that there are many draft and
proposed val ue sets that have not been approved
and are not published.

However, once the value set is
approved, it is ready to publish. And publishing
is as sinple as pressing a button, and your val ue
set will appear as a published val ue set after
m dni ght on the day that you press the publish

but t on.
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The VSAC publishes a value set, and it
doesn't undergo any kind of updates unless it's
associated with an eCOM Every January/ February,
t hat process begins and is conpleted by May. And
those are the value sets in eCQWs that are used
in federal prograns. Currently there are no
ot her programs that require that value sets be
reviewed yearly, only the eCQw used in federa
progr ans.

So once the value set hits that, hits
the VSAC, unless it's |ooked at in a federal
program it's going to stay, unless soneone
outside of the Value Set Center initiates sone
ki nd of update.

MR. GOLDWATER: So before we start the
di scussi on, sonebody new has entered the room
And she is our Chief Science Oficer, so | do
want her to introduce herself. Wile you have a
nmout hful of food, it's not excuse. So feel free.

DR. BURSTIN: That was the worst
possible timng, as well as the worst possible --

you don't realize how hard it is to eat a hard-
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boi |l ed egg whil e sonebody calls on you.

Good norni ng, everybody. |'m Helen
Burstin. |I'mthe Chief Scientific Oficer.
Thanks to so nmany of you for com ng back. W' ve
had many of you on prior comrttees, and thanks
to all of our new fol ks, as wel .

W're really excited about this new
wor k and continuing to sort of push the field
forward and sort of building these key buil ding
bl ocks of eMeasures. So deli ghted.

Apol ogies for being late. M 84 year
ol d not her decided to have chest pain at 8:00,
and the daughter doctor is usually pretty
critical to those discussions. She's fine.

So anyway, thanks so much and | ooking
forward to the day.

MR, GOLDWATER: Okay. So | want to
start the discussion, and I'malso going to |et
M chael and Zahid lead this, as well. So again,
| everagi ng all of your expertise and know edge,
can you discuss with us what you believe the

maj or i ssues around val ue sets are and have been?
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Dr. Chute?

MEMBER CHUTE: Well, I'mstill a
poi nty- headed acadenmic. Nowit's on tape. |
guess | want to center around sonething that |
t hought you mi ssed in your overarching goal s and
scope, and | would articulate that as shared
principles for value set generation and use that
woul d engender harnoni zati on out of the box.

And you know, |I"'mnaive in this space,
as many of you know. But I'mcurious if, for
exanple for quality netrics, there is a principle
that all value sets would be drawn froma
par si noni ous, non-overl appi ng, specified set of
t erm nol ogi es and cl assificati ons.

The obvi ous candi date are the
meani ngf ul use suspects that, for exanple, if
you're going to specify a nedication, thou shalt
an RxNorm code, thou shalt not use NDC, thou
shalt not use NDF or whatever may be in fashion.
But one would pick a --- the principle would
articulate what is the domain fromwhich any and

all value sets woul d derive.
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| submt that if such a principle is
not in place, if organizations, comunities,
whatever, are free to derive value sets from any
term nol ogy they choose, or worse, nake their own
pizzas, we wll never be able to achieve any
meani ngf ul har noni zati on.

MR GOLDWATER Dr. Rallins?

MEMBER RALLINS: So | wanted to build
on Dr. Chute's comments. And Chris, there are
sonme principles that the value sets that are in
federal progranms were devel oped agai nst, and that
happened in 2011. But | do -- you know, | do
agree with you that you' ve got to have a set of
principles to build from

In addition to that, those guidelines
that the neasure devel opers are using -- when the
St andards Conmittee devel oped those gui del i nes,
it was the intent on what you should report
gual ity neasures with, not how you actually
capture that. So that's a -- you know, | think
that's an inportant distinction to keep in m nd.

CO-CHAIR LI EBERVMAN:  So could | ask a
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guestion? So what is the current state of
affairs in that manner? Does the VSAC ---- they
do have a set of term nol ogies that they
currently use and it's limted, isn't that
correct? To the term nol ogies you referred to as
part of neani ngful use.

MEMBER RALLINS: Well, they were --
those are the ---- for the nmeasures that are in
nmeani ngf ul use, those are the guidelines that we
follow And they're devel oped in accordance with
the -- | don't want to get into too much
technical detail, but we've took the data
el enents in the categories that are used for the
gual ity data nodel and devel oped recomrendati ons
agai nst those.

MR, GOLDWATER So | want to point
out, and we are probably -- we are going to talk
about this alittle later. So we took on sone
pre-work analysis with the help of NLM before we
nmet today, in order to see if we were able to
identify within nmeani ngful use a couple of

nmeasures, whether there was overl appi ng val ue
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sets and whether there were simlar concepts
bei ng expressed in different ways.

And there were a nunber of them
Particularly in depression neasures, we found
there to be significant degrees of overlap and
simlar concepts being represented. And in
particular, we found there to be a | ot of overlap
bet ween SNOVED and I CD-9 and | CD- 10.

And so going back to what Dr. Chute
was saying, which is if we are not sort of
devel opi ng a pre-standard process and criteria
and putting constraints imrediately on the
devel opnment of value sets, how are we going to
sort of resolve that particular issue, which I
see as bei ng sonewhat pervasive and | don't know
of any way, at this point, to particularly get
t hrough that issue.

MEMBER MARTINS: So that's al so part
of the guidelines is that there were identified
st andard vocabul ari es, such as SNOVED f or
di agnosi s, but then transitional vocabul aries

were identified. So that overlap is actually
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built in, which is interesting.

There were 1CD-9 and |1 CD- 10 codes
initially in the H TSP specifications, but
there's a huge outcry fromthe field that these
are the codes that we have. This is structured
information that we currently have. Wy can't we
use these codes? It's included in their ongoing
conversations every year about when to pull the
plug on ICD-9 and I CD-10 as transitional
term nologies for eCQWw. So that is part of the
built-in variation.

| don't think anyone knows, at this
poi nt, how that affects the standardi zati on of
the reporting and how that affects potentially
the neasure rates. So that's where it's com ng
from

What | would say, in ternms of the
i ssues for harnoni zation, knowi ng that we have a
certain set of built-in variation and that there
are principles around which vocabul ari es shoul d

be used in value sets, is that, you know, just as

provi ders want clinical decision support, measure
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devel opers need deci sion support, as well.

And having this informati on avail abl e
on, is the value set that |I'mcreating already
overlapping with ten other val ue sets that
al ready exist? Having ---- trusting, really,
that the value sets that already exist do neet
guality standards. Qherwi se, we're just going
to be devel opi ng the sane value set. And we
trust that the value set that's already there
makes sense and we should be using it.

So that's what | would say is a big
i ssue in the harnoni zation is trusting val ue sets
that are already there for re-use and being able
-- having tools to help us to identify where
overlap nmay exist, as opposed to doing it
manual | y.

MR. GOLDWATER  Dr. Chute?

MEMBER CHUTE: As one of the founders
of the Common Ontol ogy effort between SNOVED and
ICD, | can speak with sonme authority on this
notion of overlap and semantic di ssonance.

To put it mldly, as long as we have
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these interimterm nologies and built-in overlap,
t he goal of harnonization is elusive, and indeed,
i npossible. So if that is to persist, we mght
as well go hone.

| think there are workarounds. | have
been sonetinmes accused of being pragmatic. And |
t hink t he workarounds are the followi ng: that we
shoul d propose that value sets be defined in a
canonical formwith a single set of
t er mi nol ogi es.

One has to acknow edge that we live in
a real world and that data is not necessarily
connected -- collected in raw SNOVED form and
get that. Thus it is perfectly acceptable to
designate what | woul d characterize as quality
metric surrogates, and they woul d not be the sane
as the quality netrics, but they would be
surrogates and reported as such. And those
surrogates woul d i nvol ve mappi ng of usual
suspects to the canonical defined form

For exanple, one m ght define a

guality netric in terms of SNOVED. O gani zations
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| i ke Kaiser mght actually report in that quality
nmetric form O her organi zations, nere nortals,
m ght still have I CD codes as their exclusive
nodal ity of diagnostic designation.

It's inmportant to recognize that the
guality netric that they would report is a
surrogate. It is not identical to the quality
metric that is canonically defined. It is
| npossi ble to, given the state of the art today
and given the many, nany mappi ngs that are
inmplicit between and anong, for exanpl e,

di agnostic termnologies, it is not correct to
say that you can have a mapping and that it is
the sane quality nmetric. It is a different
guality netric.

MR. GOLDWATER: So we do have sonebody
el se who has entered the building, who al so
happens to be one of our clients. So |I'm going
to have Julia introduce herself, and then | have
you a conment .

DR. SKAPI K:  Julia Skapi k from ONC.

l'"'ma Medical Oficer, and |'ve worked for the

Neal R. Gross and Co., Inc.

37

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

past several years on setting up the VSAC and
trying to i nprove the processes around val ue
set s.

| really appreciate Dr. Chute's
comments there. | would say that we do consider
it the goal of this project to catal og and
under stand what best practices and
recommendati ons around val ue sets in general are,
particularly in a case like this where it
potentially limts your ability to harnonize when
there are multiple term nol ogies involved. And |
woul d encourage you not to all go honme, but
rather to include that as part of your
recommendati ons in your report.

MR. GOLDWATER:  Zahi d?

CO CHAIR BUTT: So yes, so |I'mvery
encouraged to have plenty of pragmatists at the
table. But | think we sort of -- you know, as
you said, in terns of the pragnmatism we sort of
come fromthe practical side of things where the
eCQVs have to be inplenented today and generate

results that are neaningful.
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The only thing that | would like to
just nention at this point is that, potentially
within the eCQVs, there are separate use cases in
which a certain | evel of overlap perhaps is
acceptable, in terns of perhaps defining an
i npati ent popul ati on where a precision in
conpl ete alignment may not be necessary on a one-
to-one basis. But perhaps in certain portions of
the sane eCQM where there is a nore preci se use
case, that mght be nore applicable in ternms of,
you know, whether you're defining a certain
effect or a negation principle.

There mi ght be, within the eCQV
certain use cases where there is a very precise
definition necessary and perhaps a singul ar
term nology is needed. Wereas in certain use
cases it may be that, if you're defining a | arge
popul ation of a certain type of thronbotic stroke
or henorrhagic stroke, it may not be as -- the
preci sion of the mapping may not be as required.

It's just another idea to sort of

t hi nk about while we transition fromthese
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various termnologies into a future state.

MR GOLDWATER  Dr. Che?

MEMBER CHE: So when we tal k about a
trust -- we have to take into consideration of,
you know, how this value set has been vetted or
tested. You know, when we devel op a set,
sonetines it would just come fromthe ideal
concept. If we look at SNOVED CT, we'd say, yes,
this concept probably will represent this kind of
new i dea. But has this been verified, tested in
EHR or in reality? So nmaybe sone pieces my
seem in this value set definition -- has this
been tested and vetted?

MR GOLDWATER Dr. Rallins?

MEMBER RALLINS: | just wanted to go
back again, as a nenber of the workgroup that
devel oped the recomendati ons that the neasure
devel opers are using to devel op val ue sets, Dr.
Chute, | can assure you there was passionate
debat e about using a single ontol ogy-based
vocabul ary.

MEMBER CHUTE: Yes, | know. | was
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part of that debate.

MEMBER RALLINS: Right, right. And we
| earned in that, on that, of course, because we
want ed ont ol ogy- based vocabul aries that could
actually capture clinical detail, but we also
| ooked at where organi zations actually were in
their maturation, or their path towards using
ont ol ogy- based vocabul ari es. Hence, we ended, we
| anded on transition vocabul aries, which, you
know, can be descri bed as adm nistrative | CD 9,
10, etcetera.

But those recommendati ons al so had
expiration dates for the transition vocabul ari es,
and | think we should contenplate that. | don't
know, Dr. Skapik, if ONCis contenplating the
expiration dates on those recomrendati ons for the
val ue sets.

DR. SKAPI K: So thanks, Marjorie. |
t hink you know that | brought this up for sone
time, and | don't think that there's been, you
know, the |evel of consideration in terns of what

to do about value sets. | think that expertise
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in this roomis really ideally poised, especially
as external stakeholders, to provide us with
comments and advice on that specific topic.

As you know, the recomrendati ons nade
by the Standards Conmittee were not in any way
codified in a rule, or any other kind of
| anguage. It was nerely a list of
recommendations. So | think we're at a point
where ONC and CMS and HHS, overall could make a
decision either way. | think that, if there's a
strong sense froma group of broad experts that
one path is better than another, that a nore
forceful case m ght be nade back to the Standards
Committee, and also to the federal governnent

itself, to make that change.

MR. GOLDWATER: Dr. Chute and then Dr.

Ral | i ns.

MEMBER CHUTE: Sorry for going out of
sequence, but, having been a nenber of the HT
Standards Conmttee at that tinme, | would point
out, just as a bit of history, that in the

Meani ngf ul Use 1 specification, the

Neal R. Gross and Co., Inc.

42

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

43

recomrendati ons fromthe Standards Conmittee were
for single term nology. Those recomrendations
were overridden by ONC and HHS, and that's how we
ended up with the dual system should we say.

But it should be nade on record that the

St andards Conmittee advocated a single

t er mi nol ogy.

DR, SKAPIK: Sure. And | would say
that, you know, although the Standards Committee
had reluctantly endorsed the use of transitional
term nol ogies, they did say that a year into
Meani ngf ul Use 3 they expected those to be
expiring.

So | would say that that's around now,
although it's a little bit nebul ous given del ays
in the execution of stage 3, that that shoul d
probably be undertaken. | don't think it
necessarily requires any actual nodifications to
the rule | anguage, or to an actual rule for us to
execute on that, and | think it is a technically
sound approach and sonet hing that probably, even

if ONC and CM5S were to change that approach, they
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probably wanted to feel confident that this is
the right time to do that. So any evi dence that
woul d support that woul d probably be useful.

MR GOLDWATER Dr. McClure?

MEMBER McCLURE: This is really a
guestion of process. | have ny bias, | don't
doubt that, but 1'd ask the chairs to consider,
part of what we're tal king about is questions on
how a val ue set should be created. And those
obvi ously have an inpact of what we do in the
cont ext of harnoni zati on.

And so | wonder, you know, at the risk
of being chained into the room that we consider
-- before we try and figure out how to do
har noni zati on, we think about this commttee
woul d have some work before it to have
recommendati ons on how val ue sets should be
created fromthe beginning. Dr. Chute raised
that as his very first point. So I'masking if
the chairs believe that that's sonething that
this commttee should fully address in sone way

first, before it does the other.
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MR GOLDWATER I'Il let the chairs
answer that first, and then we'll get sone
responses.

CO CHAIR LI EBERMAN: Wl l, | think

that's in the scope. And we talk a | ot about the
charge bei ng how we harnoni ze exi sting val ue
sets, but part of that was in the process of how
you devel op a new val ue set, and how that gets
approved and brought in, especially in |ight of

if there are already existing value sets that
need to, that would need to be taken under

consi deration before you agree to create a new
one. So | would say that that is within scope in
gener al

MR. GOLDWATER: Ms. Martins and Dr.
Her as.

MEMBER MARTINS: So back to the
guestion of the vocabul aries that are co-existing
right now with the eCQws, we know that that
creates problens in ternms of the reporting when
we don't have a single canonical form of the

nmeasures. But let's just assunme for a mnute
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that I CD-9 has been taken on --

(Tel ephoni c interference)

MEMBER MARTINS: -- that visit. The
data is still not being captured in SNOVED - -

(Tel ephoni c interference)

MEMBER MARTINS: -- so the mapping
still exists. The overlap would exist, but it
woul d be across a nunber of unknown | ocal
proprietary/ non-proprietary vocabularies. So |
woul d argue that we're always going to have
surrogates, unless the data is being captured in
t hese standard vocabul ari es at the point of
entry, really. So we're always going to have
t hat overl ap.

And then the other thought here, in
terms of the 1CD-9 and | CD- 10, one inportant
thing to renenber is that, and this is always a
probl em because t hese nmeasures have a history,
nost of these neasures, and they were devel oped
using I1CD-10 and I CD-9 neasures, original
vocabul ary tested against ICD-9 to capture

certain populations. And to this day, | still
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don't know whet her using SNOVED wi || have the
sane effect. So that's sonmething that is, |
think, really critical as we nove to different
vocabul aries, to see that the neasures retain the
properties that we would like themto retain when
we use these different vocabul aries.

MR GOLDWATER: Dr. Heras?

MEMBER HERAS: Yes, so for major
i ssues around val ue sets, fromny experience,
see a value neasure -- and so one area it's
really | ooking at different neasures, so they're
devel oped by different devel opers. And sonetines
they don't | ook at what others are devel oped. So
| think how you create a val ue set, the process
really needs to be -- so | echo the doctor's
comments. So we need sonme process for how we
gat her val ue sets.

And the second one that we tal k about
is the existing overlapping term nol ogi es that we
said for diagnoses. W need to have ICD9, |ICD
10, and SNOMED. So this is sonething that we

have to go for, and this is the nmeasures that
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we're having to use. | think just the mapping --
because during the devel opnent process we do the
mappi ng. Sonetines, we usually start out from
like, 1CD-9 from you know, the paper neasure
manual when we create the nmapping, but we don't
docunent that mappi ng anywhere.

So | think that process, you know,
part of the devel opnent that we should capture
that and at |east, you know, as that one step
forwards, we can -- during the eCQV we had three
different value sets within the grouping. At
| east we can provide that |evel of nmapping. |
know, still, when you inplenment this, people
still have to map their | ocal codes or whatever
codes they have to the val ue set.

So athird one that | see is really
fromthe, at the value sets in the neasure and to
the reporting standards and how that, you know,
the m smatch there, you know, from where --
according to the reporting standards, it requires
sonet hing different than, you know, the val ue

sets being used in the eCQM So that's the three
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maj or issues that | see.

MEMBER CHUTE: | think that's a nice
summary of the three major issues, but | do want
to address Ms. Martins' point, which is apt, and
that is that perhaps it's a fool's errand to
t hi nk that one woul d ever have a canonical netric
that is genuinely reported as data collected. |
appreci ate that.

That begs the question of where really
| ies nost of the dissonance. | think, as a
practical matter, the mapping from |l aboratory
codes to LONC is, if not an exact science, at
| east acceptable for nost purposes, certainly for
statistical aggregation and nmetric purposes.

Correspondi ngly, | think mappings from
proprietary drug codes to RxNorm are
correspondingly robust. | won't say reliable,
but adequate. So maybe obsession over that |evel
of mcro dissonance at the source level to a
canoni cal designation nmay be tol erabl e.

The rub is really with the diagnostic

codes. And as | said, working with SNOVED on
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what we call a comron ontol ogy, and here |'|
di scl ose ny biases, as consistent with ny
di sclosures. |1CD-11 is working very, very
assiduously to ensure that ICD-11 is defined in
terms of SNOMED semantics. The prior versions of
| CD have not done that.

Yet, that is the way virtually all of
t he diagnostic data is collected in this country
at this tinme, and it begs the question of whether
an exception to the neani ngful use specification
m ght be considered by NQF, at |east for a period
of time until we have a nore robust rendering,
and that is that the published canonical form of
NQF metrics mght be, gasp, I1CD 10, anticipating
the CD-10 conversion. | will go on record, by
the way, as saying | don't object to the I1CD 10
conversion, although | think ICD-11 is going to
be better, but that's all right.

(Laughter)

MEMBER CHUTE: So, you know, the issue

of that principle, what do we designate as the

source term nol ogies for at |east canonical

Neal R. Gross and Co., Inc.

50

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

metrics specification, | think, persists. Wat
|"mputting on the table is that to cut through
the maj or source of the dissonance, which is
clearly in the diagnostic codes, that a

consi deration and exception to the neani ngful use
speci fication be considered explicitly to enbrace
| CD-10 as the canonical formfor quality metrics.

MR. GOLDWATER:  Zahi d?

COCHAIR BUTT: So just to follow up
on what Chris just said, | think that the way,
one way at |east, as an overarching principle to
at | east consider here would be that perhaps
SNOVED and 1CD-9, 10, or 11 could potentially
| i ve together in harnony.

The question is really howto
harnmoni ze it, what is the principle as it
pertains to eCQvs, because SNOMED, being the nost
granular of clinical term nologies, in ternms of
the diagnostic tests potentially are best suited
for the docunentation by the clinicians, because
that would get the closest to the concept in

t heir day-to-day docunentation. And the I1CD9
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and 10 pretty nmuch are at a slightly higher |evel
than that, and so, in that sense, | don't

consi der them conpeting with each other, but one
feeding into the other.

And if that framework could be
formal i zed sonehow, perhaps there would be | ess
potential problens where you are trying to
conpete, as opposed to when you're trying to
harmoni ze these in a sort of a -- not
hori zontally but nore vertically, because the use
case for the ICD classification systemis going
to persist probably forever, because | don't see
a day when you will be submtting your clains
wi t h SNOMED di agnosti ¢ codes.

Probably woul dn't be needed, that
granularity wouldn't be needed, because they'l|
still have to convert that back to sone
classifier to make it relevant for what they need
to do, while the clains neasures that CM5 i s
novi ng towards, outcones neasures, are all going
to be based on that data that's subm tted through

t hat process.
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So | think it would be best for us to
find a way to formalize sone sort of relationship
which is inplicit in the word harnoni zation
because, otherwi se, we woul d be saying that we
need just a singular, everywhere, singular
t er mi nol ogy.

MEMBER SCHNEI DER: As a person who has
to inplenment these things, | find nmyself agreeing
with Dr. Chute. W've got SNOVED for this, |ICD
10 for that. W're trying to do ICD-9. And from
a practical standpoint, | can't do everything and
| can't be an expert in everything. And so while
there could be sonme sort of relationship of these
things, I would say, froma physician and
possi bly a hospital standpoint, asking to speak
one | anguage and then those who want to convert
it to sonmething el se can have a set of published
tables, as to here's how you convert fromthis to
that, and | understand that that's not easy. But
asking me to -- you know, we've got teans doing
| CD- 10, we've got teans doi ng SNOVED codi ng, and

it's just driving us crazy.
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So, please, let's get -- | think Dr.
Chute's concept of a single place where we're
going, | guess I'mrem nded of narrow gauge
railways. The Illinois Central basically said,
overnight, we're going to switch. They didn't
try to make all sorts of transition things. It
was basically literally over the course of
several days we went to our current gauge.

| think we have to set a direction and
say this is where we're going, and we're going by
this date. In between, we have what Dr. Chute
calls surrogates, and we have to recogni ze t hem
as such and accept them as such for those who
can't get there. But after a certain date,
that's it. You are in standardsville. Thanks.

CO CHAIR BUTT: Just to -- |, again
want to clarify what | said. | didn't inply that
t he physician or the clinicians would have to
deal with two separate things. | think they are
having to do it today, and that's part of the
problem | think that the framework |I'm at | east

suggesting for consideration is that the
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physi cian woul d only deal with SNOVED, and that's
all. There's no need for the physician then to
al so have to select the appropriate 1CD-9 or 10.
That could all be done through mapping.

And it's a problem when sonmething is
coded in 9 or 10 and you have to go backwards to
SNOVED. That's the bigger problem But once
sonething is coded in SNOVED, let's say by a
physi cian as part of their docunentation, whether
that's selecting the SNOVED directly or it's
mapping to the local term and that's, | think,
what Chris was alluding to, once that's done by
t he physician, then | think the physician should
be done really.

The next level of classification
that's needed for the use cases shoul d happen
potentially automatically and behind the scenes
and vetted by coding, and the physicians woul dn't
have to select two different code systens.

DR. SKAPI K: So some nore things that
came up when Dr. Chute was talking earlier was,

currently, we get a |lot of questions fromthe
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comuni ty about what are the rul es surrounding
mappi ng, and the current answer that we give to
people is it's expected that you can justify your
mappi ng, but we haven't really provided people
with any consistent or reliable or audit-based or
audit sort of protective mappings.

And | agree that there are sonme cases
i n which mapping is nuch easier and not very
subj ective. W have had reports from people in
the field who have di scovered that there are
vendors doi ng mappi ng that woul d be i nconsi stent
wth the intent of neasures, and there are sone
concerns about how do | know that |I'mgoing to
pass an audit and be able to keep any incentive
paynment if there's not better guidance.

So | think that any gui dance that the
Committee has about what the appropriate ways to
do mappi ng are, who should be responsible for
determ ni ng what appropriate nmapping is, should
there be better resources? | mean, we know t hat
there are resources in existence that could

potentially hel p people, but they have not been
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endorsed by HHS in any way.

That sort of guidance, | think, is
very helpful, and | think that, to Zahid's
comment, | think to say what is expected in terns
of roles, and relationships, and understandi ng
different termnologies is simlarly hel pful,
because it's very difficult | think for a | ot of
i mpl enenters to train physicians on what to do
and, you know, nurses, anyone who is doing
codi ng, w thout sone sort of nore clear guidance
on that topic.

MR. GOLDWATER: Dr. Bregnman and then
Dr. Rallins.

MEMBER BREGVAN.  Well, let nothing |
say be interpreted to nean that I'mnot in
support of having a single term nology for any
gi ven value set. However, I'd like to invite us
to nove on because, really, we're asked to
address what are the major issues around val ue
sets, and | don't think that vari ous
termnologies is really deal-killer. | can

imagine if we were in Canada and we had two
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of ficial |anguages, no one could really argue
that we need to just standardi ze and only speak
one | anguage. You have to live in a world of two
| anguages.

So | would raise the other issues
around val ue sets, speaking practically, which is
that a single concept for one neasure is not
equal to the sane concept of another neasure.

And that, | think, is not so much the term nol ogy
but that is what is the real frustration for npst
providers that are reporting on quality neasures,
which is that what is defined as a flu vaccine --
and | just pick an exanple, probably not the best
one but a very accessible exanple -- what is a
flu vaccine for one neasure is not the sane as a
flu vaccine in another neasure.

And, therefore, when | adm nister a
flu vaccine, | may count for one, and yet another
one, which seens to have the sane goal, it
doesn't count. And | think that, nore than the
term nol ogy issue, is really what we should try

to tackle: how do we get various neasures to use
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t he sane val ue sets when, essentially -- the
initial description by Jason was not so nuch

elimnate variation, elimnate unjustifiable

get these in sync?

have a comment ?
VMEMBER RALLI NS: "Il save that
comment for |ater.

MR, GOLDWATER: Dr. Schnei der?

back to the little nmap of how val ue sets are
created. Wen | sawthis, | saw this thing
called the VSAC, and the very first box says
anybody can create a value set. And it rem
me of the problens that we have of reports,

terms of ny own organization. Anybody could

And so the process, if you have
of an uncontrolled process with nultiple
di fferent possible standards at the very, ve

begi nni ng, you've got to narrow that down.

Neal R. Gross and Co., Inc.

variation. So if it's not justifiable, how do we

MR. GOLDWATER: Dr. Rallins, do you

MEMBER SCHNEI DER: I f you could go

nds
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for a report, and we made every single report.
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nmean, there needs to be, | would say and
probably, the VSACis the way to do this
nationally -- that would be a proposal -- is |
want to suggest that I'mgoing to create a val ue
set that would be a review process agai nst ot her
val ue sets, a question of, boy, these seemvery
simlar. And if you don't pass that stage, it's
a box in front of the actual creation, then you
don't even get to the ability to create a val ue
set.

You can do one locally, if you want.
| nmean, you can do whatever you want |ocally.
But you cannot create sonething w thout a prior
stage that says, yes, this doesn't overlap with
anything else we're doing and it fits the
standards criteria of what we defined as
necessary for this sort of thing.

MR GOLDWATER Dr. McClure?

MEMBER McCLURE: And so | want to | end
sonme support to Howard's conment about what we do

next. So even though, and | still firmy believe

| think that for us to acconplish a useful we're
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going to have to say sonethi ng about how good
val ue sets are created, and we've spent a bunch
of time tal king about the term nol ogi es that

m ght be involved in that.

The issue that Howard gi ves of
consistency in terns of the nmeaning of an idea
that is referenced inside of a quality neasure is
a big issue for inplenmenters, and particularly
for providers. The idea of, you know, if | say
these two quality neasures both say there's -- if
you' ve given a flu vaccine, it's inportant. It
m ght be you're out in one place and in in
another. But, in fact, the two val ue sets that
are used by those two neasures are different.

There's an issue in terns of
har noni zation, and | think that's a whol e
different set of things to discuss from having
created a good val ue set, you can docunent that
you did create a good value set. | nmean, they
certainly overl ap.

So | do think that it's worthy, you

know, we have to set aside tine for both of these
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things. And, you know, | can imagine a white
board where one is for these are issues with
regards to harnoni zation, and these are issues
with regards to good quality practice in terns of
creating value sets. So we just keep track of

t hose as we go al ong.

Havi ng been doing this for 30 years,
| know we can auger in in a lot of places, and
choosing term nol ogies, clearly, is one of those
and it's not a very productive spot to grow
fruit. So | don't know that | would spend much
nore tinme on that.

| do want to say one nore thing with
regards to -- two pieces. One, in terns of the
VSAC, just to clarify, yes, it's true that anyone
could create a value set VSACis not -- you know,
it didn't create that opportunity. That's always
been true. But what we're tal king about is not
only creating value sets but using val ue sets,
right? And so the fact that, in part, what this
commttee, | believe, should be doing is saying

here are how we identify high-quality val ue sets.
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The presunption would be that only high-quality
val ue sets woul d end up bei ng used, even though
you nmay have |l ess high-quality value sets in a
VSAC. So it doesn't require necessarily a change
in the VSAC. It neans docunenting how you can
identify high-quality value sets and nmake sure
t hey' re used.

And the other thing, just back to this
i ssue of how do we identify. So two value sets
are naned vaccines, or flu vaccines. Just
because they' re both named flu vacci nes doesn't
necessarily nean they actually are intended to
fully enconpass what every one of us would say
that list of flu vaccines is. And so | think
part of, as we, again, start to capture
i nformation that Conmittee nmenbers are going to
bring you with regards to our final product, part
of what we need to do in the context of
har nmoni zation is clarify how we get val ue set
authors and stewards to say exactly what they
mean.

And t hrough that process, we can then
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better understand are these to be harnonized or
shoul d they actually be different and, therefore,
conmuni cate to users, no, the reason that these

| ook different is that they have a purpose to be
di fferent.

MR. GOLDWATER: So before | call on
sonebody else, let me just interject for two
mnutes here. | think that this has been a very
i nteresting discussion, and |I think the issues
t hat have been raised are fairly consistent with
the i ssues that we have found since we began this
project. And | think termnology is a
significant issue. It has been for a while. |
mean, this is not anything that's new.

| CD codes have been consistently used
in billing since billing was accepted, and
SNOVED, you know, cane in as a far nore robust
clinical vocabulary. But replacing ICD-10 with
SNOVED, whil e perhaps desirable for those of us
that are informaticists, nmay not necessarily be
that feasible in the reality.

| think the issues with val ue set
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har nmoni zation, termnology is part of it. But |
think why we didn't want to spend a |l ot of tine
on this, although | think having the discussion
was interesting and needed, is that we're not
going to resolve that today. There's no way that
we're, in eight hours, going to resolve
term nol ogy i ssues that have been persistent for
the last 20 or 30 years. It's a very noble idea,
and worthwhile of a different discussion, but not
sonething that we're actually going to be able to
sol ve.

| think the issues that have been
rai sed, particularly around the ones that Dr.
Bregman and Dr. McC ure brought up, as well as
others, is what constitutes a good quality val ue
set? How do we assess whether that is a good
guality value set, and how do we get authors and
stewards to conformto a particular framework to
devel op a good quality value set that is
relatively harnonized with a particular clinica
concept so that we do not have these areas of

unnecessary overl ap.
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And | realize that does involve
term nology to sonme extent, but | would ask that,
| think, while we have those issues in our head,
to sort of nove forward fromthat and think we
can't solve the term nol ogy issue, although,
Chris, | wish we could, trust ne. I'min tota
agreenment with you, and |I'm not saying that just
because | like you. | really do agree with that.
But I think we need to sort of try to devel op
sone franmework around how we can try to harnoni ze
so that we have a pilot process that we can start
testing sonmetine in the next nonth.

Before | get to Dr. Rallins and Dr.
Li eberman, we do have sonebody el se that's
entered the room So | do have to introduce him
and | would want to anyway. So, Kevin, | hate to
put you on the spot, but why don't you introduce
your sel f?

DR. LARSEN: Sure. Kevin Larsen from
ONC. | think I know nost of you, and thank you
for doing this. As part of our work in neasure

al i gnment across HHS, one of the l|latest things
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we're working on is what's called mcro-
alignment. So we've realized, through analysis
fromthings |ike value and anal yses like this,
that, even though we've commtted to aligning
neasures, if we all say NQF is 0018, that doesn't
necessarily nean that that's the specifications
we' re asking everyone to do in every program and
every pl ace.

So this is kind of our round two of
our alignnment activities. This is the very start
of it, which is to think about where do we align
on all the details of neasures that are key and
i mportant, and how do we figure out what that is?

W're really happy to have NQF doi ng
this. This is not trying to solve all the val ue
set problens in the world. It's trying to solve
val ue set problens as they pertain to neasures.
We know that value sets are used for |ots of
things, but NQF is, very specifically, an expert
at neasurenent. And so we are really hoping to
start this pathway, this journey here. And thank

you all for participating.
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MR. GOLDWATER: Thanks. So as | turn
it nowto Dr. Lieberman and then Dr. Rallins,
let's try to focus, for the next 30 m nutes,
until we take our break, you know, on what are
your thoughts about what constitute a good val ue

set, how do we assess whether it's a good val ue

set?

CO CHAI R LI EBERVAN:  Thanks. | just,
| have, | guess, one |ast comment on the |ast
part before we nove to that. But, | nmean, so it

seens that for a value set, what we're really
starting with is a clinical concept. And it
shoul d be, | nean, well described with | anguage
to start with. And | was just review ng sone
val ue sets, and naybe |I'mnot |ooking in the
right place, but, you know, a concise description
of really what you're getting after with trying
to put together these sets of val ues would be
usef ul .

And then | think we need to kind of
nove down the |line fromthere to a representation

of that concept in sonme codified manner. And
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we' ve di scussed, you know, SNOVED would seemto
be the best nethod to do that for a diagnosis.
But as the process goes on, you then take that
initial description, that initial coded
description, and it | oses precision as you nove
down the line. So then we use other types of
code sets, like ICD, for that.

But then when you think about the
clinician and how that information is getting
into the system they're not, they nay be
choosing an 1 CD code, they nmay be choosing sone
ot her sort of description that's available in
their record that allows themto do that. They
may be using that as a diagnosis they need to
attach to a lab test they order, and it m ght not
really be what the patient has that you're
seeing. So you lose kind of precision all the
way down the line as that information gets into
the system

| nean, | think that's sonething that
can be addressed el sewhere in the process as

wel |, where do you get this information? And I
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know early on in this process, we've tal ked about
-- not this process, but in kind of the eCQM
process -- is where do you get diagnosis

i nformation? Should it be just fromthe problem
list? Should it be from encountered di agnoses
and so on?

And | think the idea initially was,
well, really it should be the problemlist as
ki nd of the source of truth for what diagnoses to
associate with a patient. But we all know that
t hat doesn't always work well either and that
problemlists are problematic for their own
reasons.

But we have to do the best we can in
each of those steps. So | think there is sone
room for inprovenent at the outset in terns of
descri bi ng what the concept is that we're trying
to get after. And we want to keep as much
preci sion throughout the process as possible, and
| think there are a couple of, you know, we've
touched on the code issue and | think that that's

sonet hing that we potentially could nake a
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recommendat i on around, although maybe perhaps
that's better left for another day. But it's
ki nd of a manageabl e i ssue, whether we tal k about
whether it's a simlar neasure, as opposed to the
exact one that we're tal king about.

But the other issue then is, you know,
how do we manage the simlar concepts to nmake
sure that we actually want to use, that there is
the need for a simlar but distinct concept when
per haps the original one woul d have been good
enough. And that's, | think, where we could take
this discussion at this point.

MEMBER RALLINS: Jason, | really
appreci ate your summary. And | do believe that
we need to really focus on devel opi ng hi gh-
guality value sets that we can harnoni zati on.

| do think we will have to contenplate
t he vocabul ari es and nake this comment in that,
Dr. Lieberman, you nentioned sort of, you know,
| ooki ng at the concepts to make sure you
understand the neaning. But as we nove towards

t he vocabul aries, |ike SNOVED, LA NC, and RxNorm
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there are other things, other conplexities within
t hose vocabul aries that are creating the
chal | enges that we're having now because you
don't get the true detail by just reading this
string of a SNOVED code or a LO NC code. And |
think that's where the chall enge is.

So while we don't want to get into it,
it's kind of in the weeds. | think, at sone
poi nt, this conversation or another, we're going
to have to revisit that.

MR. GOLDWATER: Ms. Martins?

MEMBER MARTINS: So | did want to
support Rob in his coments about, you know, what
is a good-quality value set, how do we create a
good val ue set, because that's really fixing the
machine. W're preventing further m s-
har moni zati ons. But we al so have to address the
backlog, right? So | think there's really two
di scussi ons that need to happen in order to fix
the problem at hand for inplenmenters but, at the
sane time fix the process.

And in ternms of fixing the process, |
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really think that, and, actually, even with a
non- har noni zati on of val ue sets that exists right
now, the interesting thing about how different
nmeasures were devel oped by different people and

t he sane concept was represented in different
ways in the sane termnology is really
illustrative of a lack of a framework, right?
Because if we can put sone rules around that,
what a good val ue set |ooks |ike, there's, |
guess, a first draft in that in the VSAC with the
aut hori ng best practices.

It's a three-page docunent and
probably shoul d be 30 pages, you know. W shoul d
build on what's there and really define, and |
think we need to go into the weeds, as Marjorie
said, in the term nology. Wuat are the term
types that we should be using for RxNornf?

Do we include anything that could neet
the intent of our concept in the value set, or
are we parsinonious in choosing concepts that
are, you know, are we just creating noise with a

huge val ue set that puts, you drop everything
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that could potentially be used in a system when
you know t hat perhaps this information i s not
structured in systens yet, and so you have an
opportunity to actually standardi ze at the point
of entry. So that's the sort of guidelines |I see
around what a good-quality val ue set would | ook
li ke.

And then, lastly, everyone is trying
to reverse-engi neer value sets. So inplenenters
have to reverse-engi neer value sets to nake sense
of whatever it is that the value set creator
nmeant. | can tell you that all ny val ue sets
have purpose statenents in the VSAC that is not
accessi bl e by anyone at the inplenmenter |evel.
They're there. No one sees them So there's a
problemw th accessibility right there. That
woul d be a huge inplenenter help, | would say.

And then as we | ook at other neasure
devel opers' val ue sets, we also don't have the
ability to see how the val ue set was created,
that history. And you nentioned the nmappings,

t he docunmentati on of how that value set cane to
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be is inportant for harnoni zati on because that's
where the trust can cone from So we need to
stop reverse-engi neering val ue sets and just have
all the information necessary to interpret them

bot h on the devel oper side and on the inpl enenter

si de.

MR. GOLDWATER  Dr. Chute?

MEMBER CHUTE: In a rare denonstration
of being willing to nove on, | actually want to

second and perhaps reinforce those points that
you nmade on what constitutes a good val ue set.
You're quite correct. Hding neta data in a
place that is not visible to devel opers and users
or worse, even the provenance, and forcing that
to be reverse-engi neered is not acceptabl e.

That begs a question that maybe a
m cro-educati on session during this neeting m ght
be apt. And |I'mwondering if, Rob, you m ght
| ead that. Specifically, what is the information
nodel around a value set this week in VSAC?
Specifically, does it, for exanple, require a

fully-specified nane? Does it require a human

Neal R. Gross and Co., Inc.

75

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

| anguage description, preferably English? [|I'm
not sure | want to get into bilingual issues.
Does it require a set of relationships to other
rel ated value sets as a required field or
conponent of a value set?

| nmean, what nodel does exist? |
assunme it's a derivative of many of the
vocabul ary val ue set nodels. As you know, CTS-2
is nmy hobby horse, and favorite pony. But that
bei ng said, what does VSAC currently have? And
froma context of NQF and designation of future
val ue sets, it mght be prudent to have an audit,
and maybe this is already done, of how conplete
that information nodel, how conpl etely popul at ed
that information nodel is for value sets that are
actually used. And whether that should be a
requi renent that, you know, value sets wll be
deprecat ed unl ess they have fully-popul ated and
val i dat ed conponents of this information nodel,
that's a question to you, Rob.

MR. GOLDWATER: Dr. McClure?

MEMBER McCLURE: |'mcertainly willing
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to show the VSAC, and what its parts are, and
what we have. | can answer with regards to how
wel | popul ated the value sets are. | nean, nany
of us are going to raise points that we w sh were
better in reality, so here's an exanple of that.

| think probably, like all of us, you
can guess, |'ma great advocate for clarifying
what our neaning of the value sets. That's why |
made the point, and | think it's really critical.
| think Howard and every inplenenter struggles
with this.

But the VSAC, originally when it was
created, there's a field and it is,
unfortunately, not visible to anyone who isn't an
aut hor, which is a problemand that needs to be
solved. The NLM knows it's a problemand is in
the process of solving it. |It's called "the
purpose.” 1'1l take full blame for that nane,
and | now dislike that nane. A better word is
"scope," so it describes the scope of this
clinical idea that the value set is intending to

represent.
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The value set is a collection of
concepts that all of which are intended to be
considered, and |"'mgoing to put air quotes
around this word, equivalent to that idea, right?
The idea that -- and if you've got this recorded
in your patient's data, then that patient neets
the criteria, they fall within the scope. So,
obvi ously, the question of what is that scope is
central to the neaning of the value set and the
content of the val ue set.

W originally, in the VSAC, nade that
set of -- there's actually four segnents to that
in order to, as a tool really to help people
think through all of the elenents that they
should in creating that. That was originally
created as a required field, and because, as a
tradition, value sets, the idea of a val ue set
had not been, you know, this kind of information
wasn't included in value sets. And so as we are
kind of front-end |oading all the material that
was necessary to get the eCQV up, essentially

none of them have this data and we ran into
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timng issues.

And so, right now, a small percentage

-- and small is probably wong because, to be
honest, | actually don't know and, in fact, maybe
we do know that now. | think we did do an

analysis of this, so Julia --

DR. SKAPIK: So we've currently been
in the process over the | ast couple of weeks of
scouring through to find m ssing purpose
statenments of neta data and have it filled in by
owners. We're over 50-percent conplete, at |east
t hrough the 2014 content. O course, you can't
see that, as Rob pointed out. And, hopefully,
we' |l be able to make downl oadabl es avail abl e for
2015 neasure update that includes that neta dat a.

MEMBER McCLURE: So we have 50
percent. That's not great, but it's a heck of a
| ot better than it was six nonths ago. And so |
t hi nk, you know, again, and | keep thinking of
these virtual white boards where we're going to
be capturing this stuff, because even | can't

renmenber all of the things that are going to cone
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up in this process, because it's central to what
| do.

But | think that this idea of being
clear is sonething that is fundanental to val ue-
set creation and is fundanental to val ue-set
har noni zati on because, otherw se, we have to nake
guesses as to whether, you know, flu vaccine
val ue set A and flu vaccine value set B are, in

fact, should be harnoni zed or whether they're

different.

And |'ll make one | ast comment, and
then I'Il turn off ny thing, and that is that,
again, many of us, | think, understand this, but

| can't tell you how inportant it is when you
really get to the pragmatics of this, and that is
| ooki ng at val ue sets outside of their known use,
and this is actually at odds with the idea of

val ue set harnoni zati on and val ue set re-use,
which is also a great tenet of, | think, a goal,
and that is that we want value sets to be re-
used. And I've really --- ny thinking on this

has matured over tine, and there are clearly
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val ue sets that | think are the sort that should
be pronoted as reusable. There are general val ue
set s.

But there are nmany val ue sets, and |
don't know what the percentage is, but if | was
forced to give a nunber | would say that the
reusabl e value sets is a snaller percentage than
t he non-reusabl e value sets. And that so this
ot her non, not necessarily forcefully re-used
val ue sets, non-reusable value sets, the point to
highlight is that, in order to really understand
t he scope of that value set, you need to
understand how it's being used.

And so we try and bring that in in
terms of expecting authors of value sets to, in
sonme way, describe that in the context of its
scope. That doesn't mean that another use can't
be identified and that value set could be re-
used. But it gets to this point of being very
cl ear about, yes, these are all -- again, using
this made-up exanple -- flu vacci nes except this

one because, in fact, a good exanple is that
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per haps you want all of the adm nistrable

vacci nes, vacci nes that use CVX codes that are
actually truly, you can order them and go and
give themto a person, versus those vacci ne codes
that are neant to represent historical records of
vacci ne use that you can't go and say |'m goi ng
to order one of these because it's not specific
because it's intended to capture a person's
recol l ection, which isn't going to be specific.

Now, those both ook |ike, you know,
val ue sets that have flu vaccine, but they have
very different requirenments and you can't
har noni ze them And so getting to that know edge
is central to doing harnoni zati on worKk.

MR. GOLDWATER: So let ne sort of
sunmari ze, | think, kind of where we are on that
third bullet on resolving i ssues. There seens to
be a discussion that there are really two
separate pathways here. There's one for
i mpl enenters of value sets, and then there are
ones for devel opers of value sets, and the --

Now, wi thout getting into how we're
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going to do this, the issues for resolving,
t hought s of resol ving issues around inplenenters
are accessibility of the val ue sets,
under standi ng the nmeta data behind the val ue
sets, the provenance for the value set creation.
In ternms of devel opnent, going back to
what Dr. McClure was sayi ng, understanding the
cl ear neaning or the clear scope of what the
val ue set is being created for and how then to
devel op the value set to be in alignnent of what
that scope is. |Is that a fairly accurate
representation of what we have di scussed? Dr.
Chute? I|I'msorry. M. Martins?
MEMBER MARTINS: So | -- sorry, | need
to bring up ny points because | forget. So |
t hi nk one point that you were maki ng, Rob, that |
think is really inmportant is that information
around a value set is not sufficient. The
rel ati onship of value sets needs to be descri bed,
as well. And | think that's sonething that
hasn't been done, the tools don't support.

But as a new val ue set is devel oped

Neal R. Gross and Co., Inc.

83

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

84

and it's clearly not equivalent to a val ue set
that al ready exists, that needs to be docunented,
as well, so that, again, people don't have to
rever se-engi neer these separate val ue sets and
try to figure out what the differences are.

Those differences should be illustrated, and this
i s bigger than any definition around a single

val ue set.

And then ny second point would be
around, for those of you who renenber the CGod-
forsaken HI TSP specifications for the eCQWs, they
actually were really good about defining val ue
sets. And | wish we hadn't blown that to pieces
and started all over again because they had all
sorts of information around the value sets. They
had i ntentional definitions for the val ue sets,
whi ch goes back to the reverse-engineering. |If
you have an intentional definition, that's the
engi neering of the value sets, so you should have
a clear picture of what's in and what's out. So
| think we should recover sone of those concepts

and sone of that thinking that went into the
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H TSP specifications as far as val ue sets are
concer ned.

MR. GOLDWATER  Dr. Chute?

MEMBER CHUTE: Yes, there were many
babi es that went out with the H TSP bath water,
sadly. | have a very short question and a very
specific one. | heard, to ny surprise, that
pur pose or scope is a hidden variable. Now, |
admt naivety about what's actually going on, but
is there sonme intellectual property reason or
ot her reason why we just can't turn that, in fact
why we can't turn everything about a value set on
in terms of having users be able to see it? [|I'm
i ncr edul ous.

DR, SKAPIK: So, Dr. Chute, | wll say
that, you know, initially, as content was being
brought into the VSAC, there were sone
intell ectual property sort of general issues
surroundi ng the value sets. | think, over tineg,
a lot of those concerns have been assuaged. And
as Rob nmentioned, you know, it was an initial

requi renent of the VSAC that no val ue set could
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be published w thout that neta data, but that had
to actually be backed out of the system because
of limtations on timng and the ability to get

t he work done in accordance with the publication
of the neasures.

So we're working to re-institute that,

and I'Il let Rob comment on that --

MR GOLDWATER I'Il let Dr. McClure
interject, and then I'lIl go to the chairs and
t hen --

MEMBER McCLURE: Yes. So just to
answer that question, so the fact -- again, so
aut hors, those people who are creating val ue sets
and do have access to being able to view the
purposes that in the --- for existing value sets
-- but general users don't. And the sinple
answer is that, I'lIl just characterize that as an
oops. | nean, it just clearly, as your
incredulity is noted, as is many others, the
devel opnment process to get that out and avail able
is high on the devel opment priority list, and it

just hasn't happened yet.
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MR. GOLDWATER: Dr. Liebernman?

CO-CHAIR LI EBERVMAN:  Yes, | wanted to
go back to Robert's exanple about flu vaccines
that are adm nistrable flu vacci nes. So,
actually, you know, part of this is my |ove of
SNOVED, as well, but you could start with your
set of all flu vaccines and then have a subset of
t hose which are adm nistrable. And it would seem
that if you' re actually trying to maintain a set
of codes to manage neasurenent of flu vaccine and
ot her things, you would want to go about it that
way.

So you would start with your val ue set
for all flu vaccinations, and then you could have
a subset or describe a subset for these special
pur poses that you have. And that gets into this
guestion of, you know, what is the best way to
represent a concept within a value set and shoul d
it be, you know, SNOVED- based description |ogic
or sonmething of that nature so that you're as
speci fic as possible.

And part of that is | don't know quite
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what the scope of this is, as well. So when we
tal k about what exactly is the purpose, the very
speci fic purpose of a value set, it really is
kind of this, | think it's this collection of, we
use it as a collection of codes to express a
concept, and we start with the concept. And it
probably should be limted to that and it's not
nore than that in terns of thinking about
nmeasur es and measur e-aut hori ng tool and
devel opi ng phrases because we have other tools
wi thin the neasuring authoring tool and ways of
descri bi ng concepts using the nmeasure in any
measurenent so that we don't need to kind of
overload a value set. But we should be clear in
exactly what we expect from a val ue set.

MR. GOLDWATER:  Zahi d?

CO CHAIR BUTT: Yes, so | think the way
sort of that it appears that the issues for
devel opers are really the same issues that the
i mpl enenters need to know. It's just that the
devel opers are doing a different thing, whereas

the inplenenters are doing a different thing, but
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t hey both have, |ike, scope and what constitutes
the concept, if there's a variation. The
i npl enenters are as interested in all of that as
t he devel opers are. So it's just that the work
they're doing is different, but |I think there's
really commonality in all of those issues between
the two sides.

MR. GOLDWATER: Dr. Schnei der?

MEMBER SCHNEI DER: Yes, for those of
you who know nme, |'ve got a manufacturing
background and this is a manufacturing process
that | see unfolding here. And in manufacturing,
| once faced a situation where we had nmade a room
full this size with defective pacenakers, and the
answer that we were pursuing was just nmake nore
pacemakers in order to get our production out
because we have to do that. And, of course, it
kept on filling up the room

So | woul d suggest that if we know
what -- and | think I'm hearing that nuch good
wor k has gone into what does it take to nake a

good val ue set, what are the requirenments of
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that. | would say we don't necessarily have to
coll ect that today, but it ought to be collected
gui ckly, put into a recommendati on of this group.
And then ny other recomendati on woul d be stop

t he madness, and that is, basically, you must, in
order to do a new val ue set as of today or
tonorrow, you nust follow these regulations. And
if you do not, it is not a value set that gets to
VSAC. It's draconian, but it's the only way to
cure a patient of their ills.

MR GOLDWATER  Dr. Bregman?

MEMBER BREGVAN: Wel |, one val ue we
are endorsing or it sounds |ike we're noving
towards endorsing is transparency, which I fully
agree with. And the second value that | would
like to recomend is, essentially, conprom se.

And | would just play on Dr.

Schnei der's manufacturing analogy, if you talk
about two car manufacturers, if Jaguar decides to
nmake a gas cap and Maserati is nmaking a gas cap,
it's very natural for themto say, you know what ?

We can design the best gas cap, so we're going to
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do it ourselves, and who cares if it fits
Jaguar's, right?

And | think it's the same basic issue.
If you're an expert commttee, and |'ve not
served on one, to develop a quality neasure, it's
very easy to say, well, you know what? This
ot her value set that was created for this other
pur pose, that's not quite good enough, so we'l]l
create ours, which will be 98 percent the sane
but it will still be ours and it will be
perfectly suited for our nmeasure. That's the
kind of lack of conmpromi se that | think we need
to nove away from which is that if you need to
i ntroduce sone |ack of specificity or even
potentially, error, although probably I didn't
want to go into that word, but, in order to use a
val ue set that already exists because the
benefit, because the reduced cost is worth the
benefit, that should be a value that the measure
devel opers shoul d val ue.

MR. GOLDWATER: Dr. Chute and Dr.

Ral | i ns.
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MEMBER CHUTE: | think we all agree
that re-use of preexisting work is inmportant, but
| very nmuch like the point that was made about
nesting those value sets. And at the risk of
becom ng ontological, it really is true that nost
val ue sets are derivatives or subsets of other
nore gl obal, nore generalizable val ue sets.

It's an interesting question of
whet her this commttee wants to recommend the
rel ati vely academ c exercise of requiring that
all value sets be specified as either subsets or,
you know, what the Venn diagramrel ationship
woul d be with other value sets. It would have a
huge advantage to i nplenenters because then
there'd be clarity of what the relationships are.
It would, however, inpose a fairly rigorous and,
| m ght say, challenging but, neverthel ess,
useful step in the devel opnent of val ue sets.

So it really is are we after a very
robust, reliable, clearly-defined rel ationships
bet ween and anong val ue sets, or is it okay when

we t hink about harnoni zation to say, well, as
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|l ong as they' re grossly overl appi ng and, you
know, they sort of adhere to sone generalized
kind of principle. How rigorous can or should we
be? And | mght add ny prejudice here is the
nore rigor that we require in val ue set
definition and devel opnent, the easier it will be
for inplenmenters to nake sense of all that.

MEMBER RALLINS: So | wanted to point
out that value sets are not devel oped in
i solation, right? So they're developed for a
pur pose. And usually, right now, the value sets
that are in the VSAC were devel oped to descri be
the data elenents that are part of quality
nmeasur es.

And so, you know, we have sone overl ap
because those quality neasures thensel ves, nore
than likely, were devel oped in isolation of each
other. So | think that, you know, that's where
we get to the issue of conprom se, and | think
we'll have to get to an element of tolerance, if
t hat nmeans the same thing, because if you | ook at

t he root cause of why, one of the root causes of
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why they | ook |ike they do, that m ght be
sonet hing to consi der.

MR. GOLDWATER: Ckay, so, Helen go
ahead --- okay, Dr. MCure?

MEMBER McCLURE: Ckay. So a coupl e of
points. One, to Chris's point, and this aligns
wi th what Marjorie was saying, the value sets, if
you ook at it in a pointed-headed way, if you
| ook at it academically, if you look at it and
just say what codes are inside of value sets and
how do they align with other codes of value sets,
there's, wi thout question, lots of overlap. But
in considering this, we also need to consider the
fact that, even though value sets are at tines
made in isolation, at times not, neasures are
made in isolation frequently, although with sone,
| think, eyes |ooking to other things.

And then in doing that, there's an
i ssue of provenance so that, even though there
are two val ue sets that have significant overl ap
or even conplete alignnent, there is a political

issue -- 1'll use that phrase -- of who owns that
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val ue set, and this is particularly inportant in
t he context of value sets that build upon other
val ue sets that we have to consider.

So if | have a value set that has got
50 concepts in it, and another value set that is
nore general, |ooks at that and says, well, yes,
t hose were 50 that were in mne, and |'ve got
t hese other 25, in order for that second
organi zation to say what I"'mgoing to do -- and
" mnot going to go through the technical process
but basically build upon that first one, take
that one, say |I'mjust adding, |'ve got another
set that I'madding to that first set, they have
to trust the steward of the first val ue set.

And in considering this issue, we were
unsure as to how to create an environment where
that trust could be easily identified and agreed
upon. And so the expectation was that, in fact,
whil e that woul d be encouraged and we were still
working to create an environnent to support that,
and | think many of the things that this

commttee will arrive at will, | would hope, |
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wi Il function.

Until we have an environnent that

live with the fact that there will, at tines,
-- 1"l air quotes -- justifiable |ack of

har noni zati on because of this concern around
tolive in that world and figure out how our
recommendations live in the current world and
t hen suggest solutions that could reduce that

problemin the future.

say again, this ties to this issue about

lot, | think, throughout how the process of

Neal R. Gross and Co., Inc.

t hi nk, inform how sonething in the VSAC cal |l ed

actually, for docunented reasons, differ. And

as, you know, as Howard was saying, but in the

VSAC col | aborati on, the VSAC col |l aborati on tool,

makes that process easier, we're going to have to

be

provenance and trustability. So I think we need

And then the second thing | want to

under st andi ng how val ue sets are used. And that

is a part of this, right? So the idea of saying,

okay, these val ue sets have, they are cl ose but

real application of this, so we deal with this a
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bui | di ng val ue sets, |owloan harnoni zing val ue
sets, howinportant is it in the context of a
guality neasure -- what are quality neasures used
to do, right? And in terns of identifying

evi dence of quality. 1In the real process of
actually doing clinical care and then docunenting
clinical care and then doing data anal ysis on
docunented clinical quality care, is the nuanced
di fference between these codes inportant?

And you can't do good -- this is
really not so -- it is inportant in the context
of creating value sets, but | believe it's nuch
nore inmportant in the context of harnonizing
val ue sets. How does this committee provide
gui dance so that neasure devel opers can really
assess that in a protected way so that they can
communi cate to their stakeholders that this is
good enough?

MR. GOLDWATER  Hel en?

DR. BURSTIN  Yes, thanks. This is a
great discussion. |In sonme ways, it's very

rem ni scent of the conversations we have about
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har noni zi ng neasures. Really, this is not any
different. Replace neasure with the word val ue
set. And | think --- perhaps |'ve just been
doing this for too long, but I think part of ny
concern is we should not be repeating the issues
we have with the other data sources with
eMeasures since they are our data source of the
future. And if there are opportunities for us to
ki nd of push ahead and be bolder, even if it's on
atimeline, | think we do need to get to the
exact vision, exactly what you said, Chris:
robust, reliable, clearly-defined relationship
anong val ue sets.

If we can't do that, we cannot
har noni ze neasures anynore. |t doesn't nake
sense to have different definitions in these
val ue sets for the different eMeasures because
they are not, in fact, harnonized. And if we
| ook at the secretary's announcenent of just a
coupl e of nonths ago or a nonth ago, the idea of
novi ng towar ds val ue, | ooking across epi sodes,

novi ng away from neasurenent that is, in fact,
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setting | evel of analysis, and clinician-based is
real |y changi ng.

So you're going to have neasures that,
in fact, have to work for the clinician, the
hospital, the nursing hone across a patient-
focused episode. CHF has to be CHF. It doesn't
nmake sense anynore to have a different |ens.

And | totally understand how this grew
up, Marjorie. It makes perfect sense for how it
energed through MJif this is the neasure we're
devel oping for this clinician set. But going
forward, this is supposed to be about us going
forward. So | would hope you really do enbrace
the i deas of being bold, even if there's a tine
line attached to it. W cannot harnonize
measures unless we can, in fact, get these
bui | di ng bl ocks har noni zed.

MR GOLDWATER Ms. Smith?

MEMBER SMTH. | just wanted to add to
what Rob said. It's not just trust between
nmeasure devel opers. It's also very real timng.

If | base ny value set on his and mne needs to
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be updated for neani ngful use and his does not,
then | need to know that his is going to be
updated when | need it to be updated so that |
can use it.

MR, GOLDWATER: Dr. Che?

MEMBER CHE: So we, as human bei ngs,
have this tendency to figure out other part of
t hought process. So that's, you know, between
t he neasure devel oper and the user. As a user,
you're trying to figure out how t he author
devel oped -- | nean, what's the thought process
in there?

So | think, you know, the neta data,

you know, the purpose and scope, inclusion and

exclusion, will help to define what you're trying

to represent in that concept. But also a |ot of

times, people will think, you know, for the sane

di agnosis, we will have maybe this code, but it's

not included in your original value set, so |I'd
| i ke to have that code, or this code you define
in your value set, | never used in ny clinical

setting, so this is useless.
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So maybe, sonetinmes, |'mnot sure it's
a good idea to capture, you know, that frequency
at a code | evel when you define a value set. You
know, then people can eval uate, you know, why you
use this code for a diagnosis or why you include
t he doses of the nedication in your val ue set
because you know this is only applicable to just
t he, you know, the children, you know, or vice
versa. So nmaybe, you know, at a code |level, the
capture is necessary.

MR GOLDWATER  Matt?

MEMBER HUMPHREY: | just wanted to
play devil's advocate a little bit because there
have been sone commrents about getting close
enough. | guess the goal, especially in the
realmof the clinical quality nmeasures, is to
have a machi ne-readabl e el ectroni c consumabl e
measure. And in that sense, | don't care how t he
i npl enenters feel or are able to consune these
val ue sets if a machine is doing it for them

A value set in the clinical quality

nmeasure real mserves one purpose in ny mnd, and
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that is a logical ore, so the only reason we use
it is because we don't want to build a neasure
that says this code or this code or this code.
It's just a grouper.

And so if we value getting the nmeasure
| ogi c exactly correct, we should probably val ue
getting the value set content exactly correct, as
well. So just to urge caution in getting close
enough.

MR. GOLDWATER: Ms. Martins?

CO CHAIR LI EBERVAN.  So first, along
that, for that comment, | nean, you say you don't
care how the inplenenter brings it in.
Unfortunately, even a machi ne-readabl e neasure
will likely require sonme nanual nappi ng when it
cones into play. | nean, just with my experience
with them there's always that |ast step of
mappi ng whatever the term nology is used for the
neasure to the codes that are used in your
system And so there is, there is sone issues at
that point with trying to maintain the precision

of the neasure, as well.
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But the other comment | wanted to nake
is when we tal k about trying to get neasure
devel opers to harnoni ze nmeasures, you know, we
have to think about what are their incentives to
do so? W know that there's a |ot of incentives
not to. W' ve heard about what those are, about,
you know, wanting the tineliness of the neasure,
having it being exactly like you like it; and we
can think about incentives, one of them being,
wel |, we won't accept your measure unless it's
har noni zed, but we shoul d thi nk about what el se
can we do to nake it nore pal atable for people to
har moni ze t hem

And al ong those |ines, you know, is
there another entity that can take over sone of
the work of maintaining that value set? | don't
know if that's within VSAC s real mor not. But
for a certain set of these value sets, the ones
that are conmmonly used, CHF, diabetes, and so on,
again, it doesn't really nake sense for |ots of
different people trying to naintain those over

time when we are really, nost of us are all after
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t he sane concept.

So is that enough of an incentive if
you say, if you use this value set, you know, you
aren't on the hook to maintain it and that wll
be mai nt ai ned by sone organi zati on, which | think
is part of what we're here tasked to deci de what
t hat organi zation mght ook Iike. And al ong
those |ines, you conme up with, for val ue sets,
can there be different |evels of value sets? So,
you know, these are the preferred set, these are
| evel one value sets that will be maintai ned by
this third party. And then are there level two
val ue sets which we understand that, you know,
this is still a good value set that has its need
to be somewhat different fromthe | evel one and
then | evel three value sets and so on? And when
it cones time to neasure acceptance, we then | ook
and say, well, you know, if you've used val ue
| evel s one and level two, that's acceptable. |If
there's level three, you need to, you know,
provi de sone reason for that and so on. So you

can kind of begin to see a systemwhere it's not
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cut and dry where there are good or bad val ue
sets but varying levels of value sets that can be
used and benefits to using the ones that are the
nore accepted | evel.

MR, GOLDWATER: Okay. Ms. Martins and
t hen Juli a.

MEMBER MARTINS: So along the lines of
Howard's comment in terns of conprom se and
Marjorie and Matt's coments in terns of the
conprom se that is needed for harnonizing val ue
sets, | agree we need to weigh in the cost-
benefit of creating a new value set that isn't
guite right but maybe it's good enough. But |
think that it can't be -- we need to assess the
val ue of the value set that exists. So just
because a value set exists it shouldn't be
default, there shouldn't be a default assunption
that it is the best value set that should be
used. And | think there's a really clear
criterion to decide that. |Is it evidence-based?
Is it helpful in quality inprovenent? 1Is it

meani ngful for the users who are capturing the
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data? And | think these are other criteria,

ot her val ues that should be assessed when

det erm ni ng whet her sonet hi ng shoul d be

har noni zed, whether an existing value set should
be replaced with another one. And sonme of these
val ue sets really do require a very broad i nput

i nto what they should | ook IiKke.

If we're tal king about |evel one val ue
sets that are perhaps reusabl e across vari ous
settings with a large nunber of users, a | arge
nunber of re-use potential, those are the val ue
sets that are probably, getting themright nakes
sense. So that was ny first comment.

Then | also wanted to ask the group
because we're tal ki ng about val ue set
har noni zation within the context of eCQVs, but
that's not everything that inplenenters need to
deal with. They have to deal with CDA reports
that use value sets that are not only different
but sometinmes conflicting with eCQM val ue sets.
So how do we figure that out? So | just wanted

to throw that out there.
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And then to Anne's point and al so
M ke's point in terns of the incentive for
har moni zation, |'mgoing back to tools. Right
now, it's just there's no tracki ng what soever
who' s usi ng what val ue set, who's dependent on
whom to update a val ue set and when. So we need
to be able, | need to be able to see who's using
ny val ue set so that | can reach out to these
peopl e and say, well, here's what | intend to do
with it, is it going to break your neasure,
sonet hi ng al ong those |ines.

So, again, tooling, | think, is going
to be critical for this whole process to work.

DR. SKAPI K: Those are sone great
points. One thing | want to point out to both
Hel en's point and to Rute's point is that there's
a |l egacy issue involved with val ue set
har nmoni zation here. In ny mnd, the reason we
have to do this project is not because,
hopefully, we'll need to do nmj or harnoni zation
efforts over and over noving forward but, rather,

that, because originally users in the neasure
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aut horing tool couldn't see other value sets at
all, they naturally have to create their own

val ue sets, and so there are many different
simlar value sets created by necessity in order
to specify the neasures.

And, here, | like the idea that has
been brought up by Rute and Hel en which is that
we conme up with these sort of not necessarily
formal | y- endor sabl e but these hi gh-val ue, high-
guality, reusable concepts. There have been a
nunber of different groups, including a group of
i mpl enenters, who suggested there should be a
menu of these high-quality itens and that neasure
devel opers shoul d be required or encouraged to
select only fromthat set unless they can justify
why they need to create new content that's
separate fromthat and that there be a process
for the coomunity to endorse and provi de feedback
on the creation of new content so that
i mpl enenters in the field would have sort of a
conpl ete set of content they could expect and

woul d express al nbst any concept needed in the
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current prograns.

So I would be very interested to hear
f eedback fromthis group on that approach and how
one m ght execute it.

MR GOLDWATER: Dr. Heras?

MEMBER HERAS: Yes, | just wanted to
comment on the process of devel opi hg val ue sets.
So a lot of the --- currently the VSAC right now
is so much better than a couple of years ago but
right now only captured the appropriate
statenment. So a lot of the devel opnment work is
still outside of the VSAC. Just here on this
2014 eMeasure annual update, just so nmuch work is
outside, you know, it's captured in spreadsheet,
a lot of repetitive work. So, for exanmple, if |
go there to review a value set, | don't know, you
know, what will stand. And people, when they
t ook the spreadsheet, want to go back to review
again, oh, they have to re-do it again.

So just all these details, you know,
you woul d see conments captured on spreadsheet

what this code is not, you know, it should be
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renoved. But all those details are just not
capt ured anywhere.

So |l think, in the future, if we could
sonehow, you know, if we have the tooling to
support that, that would be wonderful. But if we
can't get there that quickly, maybe sonmehow we
can capture that and just have a formal process
to possess that, you know, commenting. And when
| first put the value set together, you know, how
t hese codes are selected, why. And sonetines
t hey see people, you know, like if it's a
finding, but they put a codifier as no code. So
for that |level of detail, you know, we have
structured, you know, guidance how to do that and
capture the flow so we don't repeat the QA
process and al so nore people can comment on in
the future.

So that's one part. And also the
other side is I'mactually really interested to
see -- if we could do this, that would be great -
- is now we have neasures actually being

submtted to CMS, so if we could take a coupl e of
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neasures to see exactly what data has been, you
know, sent and exactly what codes peopl e have
been sent for that particul ar nmeasures, we can
actually see how the data, you know, just from

t he, you know, first hand to see how the quality
of the data and whether the value sets are
different and al so, especially, if people pick
SNOVED code versus |ICD-9 code versus |ICD 10, do

t hey make any difference in the performance rate?

So I'mjust always curious to see
exactly the inpact when we define val ue sets,
sonetinmes we just pick a code but exactly what
the inpact is, you know, to the real neasure.

MR. GOLDWATER: Matt and then Zahid.
Zahi d?

CO CHAIR BUTT: Yes, just in terns of,
| know we tal ked about how does or what is the
best way to represent a clinical concept through
a value set. Perhaps a franework m ght be that
the concept needs to be defined either at an
i ndi vi dual val ue set level, which neans that it's

a single term nology involved, or at the grouping
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| evel where nultiple term nol ogies mght be in

pl ace. So perhaps a franmework to define whet her
you are attenpting to define the concept either
at the group level or at the individual val ue set
| evel may be sonething to consider.

MR. GOLDWATER: So Ms. Martins and
then I'lIl sunmarize and we can take a short
br eak.

MEMBER MARTINS: | just wanted to say
that | conpletely second Yan's idea of seeing the
data. W' ve been working on this for three or
four years now. W don't have any data. This is
ridiculous to sone extent, but |'d |like to see
that information fed back into the VSAC a | a
LA NC where you know how t he codes are being used
and ranked according to their frequency of use.
And I'd like to see that for nmy val ue sets and
see, oh, maybe | can just get rid of sone of
t hese values here. That would feed into the
mai Nt enance process.

And, actually, that's a comrent |

wanted to nake on the slides where there's the
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value set life cycle. It really doesn't end when
it's published. It never ends, and the

mai nt enance pi ece cannot be underesti mat ed
because it is very significant.

DR. SKAPIK: And I'll just say NLMis
very interested in having that informtion.
They're not clear what the best way of capturing
it is, so suggestions fromthe group woul d be
al so hel pful

MR, GOLDWATER: Al right. So Dr.
Chute, Dr. McCure, quickly.

MEMBER CHUTE: A brief zinger before
the break. | hope we all realize that val ue sets
as a way of characterizing a clinical concept
are, in fact, a very poor surrogate. |f we want
to get really pointy-headed about this, the
f ashi onabl e phrase is high throughput clinical
phenotyping, and it typically involves a series
of algorithnms that, oh, by the way, invoke val ue
sets. But there's a whole lot of logic. |If you
want to find your pool of diabetics, you | ook at

drug utilization, you | ook at | aboratory results,
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you | ook at diagnostic codes, you | ook at
procedures, and you | ook at pernutations,
mul ti pl e pernutations of all of those puppi es.

So | hope we realize that when we're
tal ki ng about value sets, we're still talking
about a very poor cousin to the actual goal of
what we're trying to achieve. Now, for quality
netrics, it may be satisfactory. But | think we
have to understand that, as soon as we dip our
toes in the grand unified world of clinical
application versus quality application, that what
we use for quality may not pass in a clinica
deci si on support environnent.

MR. GOLDWATER: Dr. McClure?

MEMBER McCLURE: Actually, |I'm going
to corment on that, and then I'I|l say what | was
going to say, and that is | agree with you,
Chris, but I would actually characterize that as
just, you know, conplex logic in the context of
still using value sets. Certainly, there are
val ue sets that becone snmaller and smaller in

terms of their targeted set of expectations
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within the data. But you are very nuch on track
to this issue of, | think everybody understands
the question is howis the Coormittee going to
acconplish this with regards to understandi ng

t hat val ue sets, evaluated in isolation, is
useless. | nmean, we have to think in the context
of how you create a good val ue set, particularly
how you harnoni ze. When you |look at it and you
say, well, these could be harnoni zed, but, in
fact, one group was ignoring the fact that
there's these various issues going on and anot her
group understood it, and so they were nore
discrete in their logic, whereas these aren't.

And so we can't harnoni ze these
because really what needs to be harnoni zed is the
nodel of the quality nmeasure. And then the val ue
set wll fall out.

So we would really be remiss if we
don't tackle this larger problem w thout sonehow
getting stuck in the nmud of trying to actually do
measur e harnoni zati on and not just -- so that's

one.
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But the second thing, | just wanted to
hi ghl i ght sonet hi ng because it's sonething |I've
t hought a | ot about and we've nentioned it and
it's really inportant, and that is there are nany
ways to characterize value sets, but, in the
context of our use, there really are two. One of
them | think predom nates, and we pretend it's
the other. And those two things are there are
val ue sets that the measure devel oper is saying
think that -- |'m guessing people don't really
capture this, I'll use the word in code. W
don't really capture this, and so |I'mgiving
gui dance about the fact that | want this
captured, this is an inportant piece of
i nformation. Maybe you capture it sonetinmes but
not all the tines, and so |I'm comunicating to
you t hrough the series of concepts and, quite
honestly, through the nmeasure that this is the
kind of information that you' re expected to do.

Now, | don't know if we were asked
what percentage the nmeasure devel opers really

honestly woul d say that that's going on. But
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given the kind of inplenentation issues that we

hear occur all the time, the fact is that's a
gi gantic percentage of what's happeni ng.

The other is |I'mconfident these
things are captured, and | need to make sure that
|"ve got the entire scope of concepts that are
captured, are in nmy value set. In essence, |'m
telling the inplenmenter, hey, don't worry, |'ve

got it in here, so if you' re capturing it you
don't have to worry about taking sonmething that's
detailed in the context of clinical care and kind
of wal king up the hierarchy or mapping it to
sonething else that | actually have because |
know you're capturing it and, i.e., the 1CD
si tuati ons.

That first piece, though, if we create
value sets with the sane mnd set for both of
t hose situations, we create havoc. And in
particul ar, when you're conmunicating to folks
here's the set of concepts that -- or here's the
thing that | want you to capture, particularly in

the context of what's really going on, i.e. if

Neal R. Gross and Co., Inc.

117

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

they are already capturing it and it's in their
| ocal environnment, then they're going to have to
do nmappi ng.

And so |I'Il take this to the |ogica
and sonewhat inproper end point. You could put
one concept in that value set and say map
everything to this. Now, that's obviously not a
great solution because then you're not
comuni cati ng probably sufficient to do good
mappi ng, right? Because, again, part of the
whol e i ssue around val ue sets that we have to
enbrace and that we've been pretending doesn't
happen is mapping. And the fidelity of napping,
it's kind of inportant.

Anyway, what |'mtrying to comunicate
is that | think it is actually inportant to
separate out the constructs about particul ar
val ue sets in harnonization and also in creating
when what you're doing is conmunicating to say,
hey, in the past you mi ght have captured this,
you mi ght not, there might be a few things,

here's what we want you to encode. And in those
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cases, do we want to give a value set of 5,000
concepts versus those places where we're
confident there's capture and reliable high-
fidelity mappings already in place with regards
to the code systemthat we're going to use in our
val ue set and, particularly when you' ve got big
t hi ngs, say, okay, these are the 5,000 that |
know are out there and all of them are equival ent
in nmy context. Those are very different
situations, and if we pretend they're the sane we
create havoc downstream | think.

MR, GOLDWATER: Okay. Zahid, the |ast
word, and then I'll summari ze.

COCHAIR BUTT: Yes. So | think it
sort of is along the lines that Rob just said.
In terms of what values get used in terns of
I npl enentati on or what data gets captured, again,
depends upon the use case. So for exanple, you
coul d have a very long val ue set of RxNorm codes
in the inplenentation process. That really
doesn't change whether that's a short list or

|l ong |i st because the pharnmacy system woul d have
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the entire thing of RkNormin there. The issue
there is does the value set contain a nedication
that's not in the systemor if there's a new
medi cati on

But when it cones to any kind of val ue
set that's used for a pick |ist of sone sort that
a clinician has to, that needs to be, again, very
--- sort of parsinonious, and often people wll
take a long list and they'll shorten it and j ust
i mpl enent 5 of the 50 that are in there, and so
that's what they' || capture.

And so it kind of depends upon the use
case in terns of what gets captured and how it
gets i npl enent ed.

MR, GOLDWATER: Okay. So with that,
| think we're going to take a 15-m nute break.
When we cone back, I'Il run you all through sone
of the pre-work analysis that we did because |
think it is highlighting a nunber of these issues
t hat we've tal ked about. And then what we woul d
like to get into then is sort of categorizing

t hese i ssues and start devel opi ng potenti al
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mechani snms of resolving them And then after
| unch, we'll start devel oping a nore fornmalized
process that we can then start testing.

So thank you. This has been a great
di scussion. It's everything we thought it was
going to be and nore. So thank you all very
much.

(Wher eupon, the above-entitled natter
went off the record at 10:49 a.m resuned at
11:10 a. m)

MR. GOLDWATER: Okay. So, let's
reconvene. Thank you for those that have.

Dr. Schneider, are you a basket bal
fan?

MEMBER SCHNEI DER:  Col | ege.

MR. GOLDWATER: Col | ege, oh. | was
going to say, well you know, the Mavericks and
Rockets are playing tonight, let's --

MEMBER SCHNEI DER: GCh, wel |, secondary
matters.

MR GOLDWATER W shoul d interface.

Like | say, I"'mfromDallas originally, which is
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the only reason why | have an interest.

Al right. So what we're going to do
at least for the first 15 parts -- mnutes of
this -- second half of this discussionis, | want
to go over sone of the pre-work analysis that we
did for ONC prior to this neeting.

And | want to nmake this disclainmer.
Ann, Katie and | all worked on this together. W
are not physicians. W do not claimto be
physi cians. W do not play physicians on TV.

And we did not nmake any sort of
deducti ons based on our |ack of clinical
expertise. W sinply | ooked at concepts that
| ook simlar that were represented in two
di fferent ways, and pointed those out.

So, --

CO CHAI RVAN BUTT:  And many of us are
becom ng |i ke you guys.

(OFf mc coments)

MR GOLDWATER |'Il take it as a
conplinment. So, what we want to do is go through

what the analysis that we did. Because | think
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sone of it does align with sonme of the
di scussi on.

Get your feedback on that pre-work
analysis. And then again, start delving into how
we sort of tune, finely tune sone of these areas
of harnoni zati on that have been di scussed.

So, we took on sone pre-work anal ysis
40NC and the basis for this was a paper devel oped
by Wttenberg and Bodenrei der. Which we used
sort of as the core nethodol ogy rather than
devi si ng one oursel ves, we used one that had
al ready been publi shed.

Whi ch | ooked for assessnent for
conpl et eness and correctness in value sets. And
| ooked for opportunities for harnonization by
el imnating redundancies in groups of |ike-m nded
val ue sets.

The measures that we used -- we used
t he neani ngful use two neasures. W first
started by asking Kevin and Julia, who were very
gracious and used their staff to provide data

back to us on the nost frequently reported

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

meani ngf ul use neasures, thinking that would be a
good starting point.

That we woul d | ook at those that had
been reported the nost, and see if there was any
sort of variance or deviations or overlaps. And
we didn't find anything initially in the nost
frequently reported.

So, we just kept working our way down
-- until eventually we got to five neasures
di vi ded between eligible provider and eligible
hospital neasures that we used as the basis for
anal ysi s.

And we took the overall value set and
the O D that was associated with that. And then
fromthat parent value set, when we delve into
t he subval ue sets to see what |evel of overlap
t here nmay have been.

W conpared the codes and content in
the sane topic neasures. W did this manually,
whi ch I would not recommend doing with sonme --
with value sets that extended into the -- yes,

| i ke beyond the capabilities of Excel, then you
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certainly know how many you have.

And the nmethod for conparing the
simlarity and diversity, we used a Jaccard
| ndex. Which again goes back to the Wttenberg
and Bodenrei der analysis as that's what they
used. Next slide.

So, our eligible professional neasures
usi ng the Jaccard | ndex, one of the neasures we
used was depression. Depression screening after
ni ne nont hs.

And we | ooked at two val ue sets. The
Jaccard threshold was .49 and above. Anything
that fell below .49 we did not include.

And al so, at the request of ONC, CMS
and NLM we only | ooked at term nol ogi es that
were SNOVED, LO NC, RxNorm and CPT. W did not
| ook at ICDs at all.

W did however note whether there was
sone overlap between the SNOVED codes and the
| CDs that we | ooked at. But we did not delve
into that anal ysis.

You can see sone of the val ue sets

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

that we found with one neasure as opposed to
another. And the types of neasures that we were
| ooki ng at.

And again, wthout being a clinician,
we found a val ue set for depression diagnosis and
t hen anot her val ue set for nmjor depression
i ncluding rem ssion. W found depression
screeni ng denom nator and counter codes new and
then a BM and encounter code set where there was
a correlation

And then even towards the bottom of
this, we found a value set for bipolar disorder.
And t hen another one for bipolar diagnosis. The
hi gh Jaccard i ndicates that there was high
overlap in the subval ue sets that were associ ated
wi th each of these parent val ue sets. Next
sl i de.

Some of the other ones that we found,
which | personally found interesting not know ng
what the differences were with these. W found
some subval ue sets that |ooked at |ike recurrent

depression which is characterized as a disorder.
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And then recurrent major depression as
a disorder. And |I'mnot sure what the difference
i s between those two. O chronic depression or
chronic recurrent major depressive order. O
maj or depression and partial rem ssion or
recurrent maj or depression and partial rem ssion.

Agai n, these had Jaccard | ndexes that
wer e hi gh enough indicating that there was
overl ap between these two. And again, it gets
back to the issue of is this acceptabl e degrees
of overlap, or is this redundancy that needs to
be harnoni zed. Next slide.

W | ooked at a manual conparison of
el i gible hospital neasures. Ann Phillips took
the yeoman's task of doing the stroke and BTE
nmeasur es, whi ch have t housands upon thousands
upon t housands of val ue sets.

So, we both thought there has to be an
automated way of doing this, which we will be
i nvestigating at sone point in tine.

And these are the neasures that she

found where there was significant degrees of
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overlap, at |east .49 and above. Because there's
so many val ue sets, we did not break this down.

O herwi se, we would be here for a couple of hours
and not having a di scussion.

But you can see in sone of the stroke
nmeasures, particularly those that dealt with
t herapy and nedi cations, there was significant
degrees of overlap. Next slide.

So we exam ned all the value sets
associ ated with these neasures. Again, dealing
with AM and stroke.

And these two particul ar val ue sets,
both of which the Joint Conmission is the
steward, were entirely identical. There were no
uni que codes anpngst them They were exactly
ali ke. And used throughout the neasures that are
listed. Next slide.

Wth these five O Ds, so these five
parent val ue sets, again, nost of these were done
by the Joint Comm ssion, except one was devel oped
by Lantana. And again, in neasures that were AM

and stroke based, we found sone interesting

Neal R. Gross and Co., Inc.

128

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

129

observati ons.

| s anti coagul ant therapy conpl ete?
Can it be harnonized with perinatal
anticoagulant? W found antithronbol ytic therapy
was nmissing in may aspirin products that were
found in the aspirin val ue set.

And we found another injectable factor
prophyl axis was m ssing. The sanme type drugs
found in the perinatal anticoagulant. So --
parental , sorry.

See, |I'mnot a physician, Kevin. |
don't even know how to pronounce the words.

So, in sone cases we would find a
conpl ete val ue set of drugs. And in another
val ue set we would find none of themat all.
Even though they were dealing with the sane
condi ti on.

Whi ch again sort of goes back to,
what's the scope? Wat's the intent? And then,
there was no way of tracing them other than we
know t he Joi nt Conmi ssion was the steward.

There was no way of sort of tracing it
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back to how was this created? What data was
used? And so forth. Next slide.

And then you can actually see in one
val ue set for antithronbolytic therapy, there was
a list of nedications. And in another one for
aspirin, there was a list of nedications.

And in one of those value sets, sone
of themare conpletely mssing. They're not
t here.

Go ahead.

M5. PHILLIPS: | will say that you are
| ooki ng at probably an eighth. Maybe |ess then
an eighth of the entire spreadsheet for this,
that | put together between three or four
different drugs. That it had sone overlap and a
| ot m ssing.

MR. GOLDWATER: So, and again, no way
to go back and trace this. And no way to
understand how this was devel oped initially and
what refinenments had or have not been nmade. Next
slide.

Again, identifying five other val ue

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

131

sets and the neasures that they are associ ated
with. Again, with AM, stroke and BTE bei ng the
ones that were exam ned.

Statin specific, value set |ist of
medi cati on nanmes, but didn't have any dosages.
Antithrombytic specific, was duplicative with
antithronbytic therapy. But dosage infornmation
was not in the specific nmeasure.

Antithronmbytic specific and
anti coagul ant specific were alnost entirely
duplicative. Warfarin did not include any dosage
i nf or mati on.

And the other one, which |I'm not going
to pronounce, was nissing the sane ingredient
drugs. Although other neasures simlar to that,
had that fornulation. Next slide.

kay. We're --

(Laughter)

MR. GOLDWATER: | am unbelievably
efficient. | know, yes. R ght.

So, | think in sunmary, | think you
can see, | hope, that we got sonme of this right.
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Sonme of the very issues that were being brought
about, which were, again, what is the scope of
t he nmeasure?

And then what are the scope of the
val ue sets that have to constitute that neasure?
Are the val ue sets sort of adequately, as best as
possi bl e, representing the clinical intent of
t hose particul ar neasures?

How do we get to the provenance of how
t hese value sets were created? And understand
sort of their different variations and versions?

Because clearly, these are nmeasures
t hat have been around for a while. W did not
get with neasures that are just started.

Those of you that have been NQV
under st and VTE, stroke, AM have been around
since | was starting to work in this area 20
years ago. So, these are not new.

So, there are certainly, what changes
or variations have been made in the value sets as
t hey have evolved. And then sort of getting back

t o understandi ng what these val ue sets are, how
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then do we sort of cone up with a clear
consi stent value set that has all the correct
i nf ormati on?

How do we evaluate that? And then
what direction do we give to indicate this is how
it should be constructed in a way so that we
don't find these things again as we're noving
forward

And so | think where | want to start
with the discussionis, | think it gets back to
Dr. MCure's point, howthen do we sort of
under st and mappi ng the scope of a neasure to its
val ue set? And how do we neasure the scope of a
val ue set?

Kevi n?

DR. LARSEN: Yes, just a little bit of
framng. And I'msorry | wasn't here at the
beginning. So this isn't a way to point any
fingers at anybody.

You know, we are uncovering things
that were created. And there are lots of reasons

why things are the way they are. So, it's also,
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this is an -- the intention here is to be a pilot
by exanpl e.

So, we also think or probably think
that we're not going to be able to go through
you know, 15,000 value sets to this |evel of
detail. And there just is, you know, no way a
committee like this can do that.

But we're hoping by sort of raising
sone exanples up and having a discussion that we
can continue to evolve and informhow this
process could | ook. And howit lines up to an
overal | neasurenent strategy and an overall Kkind
of NQF set of processes of eval uating which kinds
of neasures are of high value and which ki nds of
measur es need nore worKk.

MR. GOLDWATER:  Zahi d?

CO CHAIRVAN BUTT: So | think in terns
of sort of the process that we need to go
t hrough, you've got two specific, | think, use
cases. One is that you have all these existing
val ue sets out there that we know are

duplicati ve.

Neal R. Gross and Co., Inc.

134

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

135

In some cases they have errors in
them And so there's a specific goal to try to
find a way in how do you take care of the | egacy
| ssue.

And the other is that, you know, if
there are new neasures and new val ue sets, what's
the entry point for that? Now there's an
overlap. Qobviously the same -- hopefully the
sanme process will informboth situations.

But the entry point is somewhat
different. And so, that's sort of the scope in
the sense of it.

MR. GOLDWATER  Dr. Chute?

MEMBER CHUTE: Rute had nentioned in
the earlier session the H TSP work on intentional
val ue sets. And Marjorie actually was in -- and
| and Rute were chatting about it during the
br eak.

But these exanples are really
characterizations of what | would call drug
cl asses. And efforts, arguably inperfect efforts

to enunerate what el enents, what RxNorm drugs or
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what ever, actually belong to a nenber of that
particul ar drug cl ass.

In the context of neasure devel opnent,
it seens perhaps desirable to entertain that
measur e aut hors m ght perhaps specify the drug
class, rather than try to make up their own darn
value set. And at a very authoritative forum
whi ch was Don Lindberg's retirenment party | ast
week, | was chatting with A ivier Bodenreider on
this very point.

And | said to divier, you know, gosh,
are you guys going to deliver drug classes that
we can rely upon? Because one of the big
problems with drug classes is that they were in
NDF- RT and ot her environnents.

Vell, | could prattle on. Suffice it
to say that RxNorm now has, according to Aivier
speci fied a nore robust characterization of drug
classes. And where it fails to be sufficiently
robust, obviously NLMis welcone to input.

The point being, why are we going

t hrough this whol e val ue set exercise ourselves?
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When |l ots of other organizations and presunably
hi ghly authoritative and desi gnated organi zati ons
like NLM in the case of drug cl ass

speci fication, are investing considerable
resources and expertise to engage in that process
for us.

MR. GOLDWATER: So, first Chris, you
nmust be a blast at parties if that's what you're
t al ki ng about .

(Laughter)

MR. GOLDWATER: And so Dr. Che?

MEMBER CHE: So | just want to conment
on these efforts. So, we have done sonet hi ng
simlar about two years ago on the nedicine
har moni zat i on

So I want to say, it doesn't have to
be the nmanual effort. That we have devel oped a
tool where you can scan at a code | evel between
any sets of the val ue sets.

So, that's, you know, has been done.
So, interns of the result, we brought this kind

of simlar kind of conparison to the val ue set
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steward of devel opers. And we want to ask them
what's your reasoning?

First of all, are you aware of these,
you know, duplications? And what was your
reasoning if you want to stay with the way, you
know, your value set is now. | nean, you have to
provi de sone justification.

So a lot of times they can provide the
justification. So, | think you know, that could
be sone of the process, you know, we can go
t hrough. You know, you have to | ook at each
i ndi vi dual set of values that you determ ne why
you want to, you know, treat that way.

And you can al so capture that original
t hought. And you know, provide it to the user.
And the user likes to know that as well.

MR. GOLDWATER: Ms. Martins?

MEMBER MARTINS: So ny babies are on
display. And they're horrible. | nean, no, no,
| just --

(Laughter)

MEMBER MARTINS: So, this is very
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i nteresting because the anal ysis was done with no
prior know edge of what had gone into this. So
the results are actually quite interesting.

It goes back to the | ack of
docunent ati on around how val ue sets are nade.

For instance, the value sets that was name end
with specific are actually value sets that were
only include ingredients for RkNorm And they
were created to solve an inplenentation problem

So, you know, --

MEMBER MARTIN: Well they are -- now
they' re m ne.

(Si nul t aneous speaki ng)

MEMBER MARTIN:  Ch, no.

DR. BURSTIN. W get a transcript of
this neeting --

(Laughter)

MEMBER MARTIN:. Warfarin is actually
ny bigger baby. But, so it does go back to the
| ack of docunentation |I think around sone of
t hese.

And an interesting point about this is
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that | amfully aware that sonme of these val ue
sets have a ton of overlap. And we've never
really addressed it. Because initially, when

t hey were devel oped, they were devel oped in
different fronts. D fferent people, all of that
| egacy i ssue.

But, | have a table. And |I've had
this table probably since |late 2012 that shows
what the overlap is. W never addressed it
because this would nean actually creating better
val ue sets, but to the cost of the inplenentation
comunity.

So, that's an interesting factor to
consider here is that, we would need to create
smaller units, smaller value sets that we could
then use to build up these antithronbytic versus
anti coagul ant for stroke versus VTE patients.

And we never really did it because of
the cost it would bring to the inplenentation
community. Having said that, it's sonething that
we're happy to do if that's sonething that the

i npl enentation community feels is val uabl e.
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And it would also actually | ower the
cost of maintenance to it when we think about it.
Because you don't have to do it multiple tines
and mul tiple val ue sets.

So, just to throw sone context around
sone of these findings.

MR. GOLDWATER  So, yes, we had no
i dea what the past history was. | nean, we just
knew who the steward was. And it was just
basically a line by line analysis of all of this.

And I wi sh we knew that there was a
tool. And so, we'll talk to you about that |ater
when this --

MEMBER McCLURE: It took a long tine
for me to get to that point where | was just
going to interrupt.

So, the -- did you | ook at the
pur poses? Because for exanple, the ones that end
in specific all do actually have purpose.

So in the context of your analysis did
you | ook at the -- the description? Now, the

conparison --
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MR, GOLDWATER: So -- sO --

MEMBER McCLURE: Ch, you're not

aut hors.

(Laughter)

MR, GOLDWATER: Right.

MEMBER McCLURE: Never m nd.

MR, GOLDWATER:. And so Dr. McClure,
t he other reason why, again, | did not want to

extend the boundaries of what we are not
gqualified to do. So, | admt, we're pretty
adept .

But, I -- we wanted to sort of get
away from any sort of conclusion about the
di fferences between recurrent major depression
and maj or depression. | don't know what those
di fferences are.

So, you know, they just |look alike to
me. And the Jaccard was indicating an overl ap.
So we highlighted it. You know, that, to ne,

i ndi cated what there was a purpose for.
Before | get to Dr. Bregman, | do want

to sort of get back to, you know, the focus that
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Zahid wants to sort of lay out here. Wich is we
got |egacy value sets, a lot of them

And then we have, you know, the idea
of maki ng new val ue sets whi ch happens fairly
frequently. So, in terns of |egacy val ue sets,
which a |l ot of what is what we're focusing on
here, again, how do we sort of constitute what is
a good val ue set as opposed to one that needs
sonme degree of refinenment?

And how then do we determ ne what sone
-- when sonet hi ng needs to be harnoni zed and when
sonet hi ng does not? What's acceptable overl ap?

Dr. Bregman?

VMEMBER BREGVAN.  Well, |I'mvery
interested in the history of these val ue sets.
However, that interest is |limted because it
doesn't really nmatter.

It doesn't matter what the history of
t hese value sets are. The question is, what are
we going to do from here?

Now Dr. Chute has proposed a rather

radi cal solution, which may be an effective
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solution. That's sonething |I think we should
di scuss.

But really, |ook, sonme of these val ue
sets are synonynous and shoul d not be distinct.
Sonme of themclearly ought to be distinct for
what ever reason that we may not know now, but
t hey shoul d be.

Where we going to go with this? Wuld
we have to reconvene all of the commttees that
created themin order to do anything with thenf

I"mafraid that the answer m ght be
yes. And that would just -- then we woul d just
t hrow up our hands and say, well forget it. That
can't be done.

O is there another way to do it? |'m
not saying |I know the answer. But, for exanple
if, could the NLM own val ue sets based on
pharmaceutical class? --- and maintain them and
t hen the neasure stewards woul d basically say
yes, that's what we neant.

W just nmeant statins in whatever form

they are. And therefore, we are going to abandon
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our current value set and we're going to go to

t he NLM nai ntai ned val ue set. Which nay just be
based on the statin pharmaceutical class and
not hi ng nore granul ar then that.

But that's the kind of solution we
have to come up with. Hopefully by the end of
the day. Something like that.

And I'mglad that we are focusing on
drugs. Because | suggested -- | was talking to
Nancy and | said, if all we did today was only
come up with a solution for pharnaceuticals only,
and didn't even tackle | aboratory results or
ot her SNOVED concept or di agnoses, which who
wants to touch that, | think that would be a big
achi evenent just to tackle drugs.

And | think a lot of clinicians would
like that a lot. Because that's what they often
struggle wth.

MR. GOLDWATER  Sharon?

DR. HIBAY: Yes. 1'd like to just
play devil's advocate about whether or not going

back to the neasure devel oper thenselves is a
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prudent option?

That will depend upon their |evel of
i nvol venent. Their skill, their know edge.

Their ability to capture history. Al of those
pi eces.

So, it would seemthat we woul d | ook
for a solution that woul d be a consi stent
measuring stick across all mneasure devel opers.
So, especially at this tine.

So one of the premi ses of this
proposal when we first went after it, was you
know, the efficiencies that would be utilized by
har moni zing. So you can be new or sonewhat
novice to the neasure devel opnent space.

And you can cone in and say, you know
what, | don't have to go and figure out what is
di abetes. So it's a bit unbrella for diabetes
and what are all the subdi agnosis unbrellas, you
know, value sets for those.

Soneone' s al ready done that work for
me. So if | would go to Sharon Hi bay, mneasure

devel oper, and say, well, let ne decide what is
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di abetes, | just don't think that quite goes to a
-- 1 don't know how else to say this, but to a

hi gher enough authority. And one that would be a
consi stent and reliable neasuring stick.

So I just would kind of put that out
to the group.

MR GOLDWATER  Dr. Lieberman?

CO- CHAI RMAN LI EBERVMAN: | think to
build on what Howard and Chris said, | think the,
you know, the nedication classes would be great.
| haven't | ooked at RxNormrecently to know
whet her or not their nedication class system
woul d nmeet the needs of this project at this
tinme.

But that would be a -- | nean, that's
exact what we do --- is when we | ook at a neasure
and they're | ooking for beta bl ockers, yes,
that's how | look at ny list that eventually
conmes out in the EMR and says okay, those are the
beta bl ockers, but it's not finding sonething
el se. So was there another way to |l ook for it?

So, that would be very, very useful.
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And you woul dn't necessarily need, you have to
deci de, you know, where do -- where do we use a
val ue set versus where do we use this

t er mi nol ogy?

And it may be that, you know, you
m ght need to reproduce and have a val ue set for
each of the drug classes to start with. And then
you know, conbinations after that.

But what you do need is, what | think
woul d be useful is, then to have in the
definition of the value set, you al so have a
| ogi ¢ statenent using one of these term nol ogi es
such as, you know, all beta bl ockers except for
ophthal mc ones. O whatever that is.

But you can express that in a logic
statenment so it's very clear what you plan to
use. And that | think, you know, eventually
woul d help the inplenmenters as well in
determ ning how to inplenment that in their
system

And it maybe is, you know, we all have

this ideal of the electronically consumabl e
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el ectroni c neasure. But -- and that may happen
soneday.

But before then, you can take -- you
can be nore accurate in your inplenentation if
you have that type of logic to work from And
especially if there's a, you know, good
supporting term nol ogy around that.

And you could do a simlar thing for
di agnosi s as wel | .

MR. GOLDWATER:  Zahi d?

CO CHAI RVAN BUTT: So, yes, | think
medi cati ons do sort of cover the broadest
spectrum of the issues in this area. And the
reason why sonme of the levels of granularity are
required or were felt to be needed in nedication,
comes down to the use case or the workflow at
what point. Especially at negation occurred.

And so, that's where sonetines if it's
a physician ordering negation, it was felt that
t he val ues that needed to be at the ingredi ent
| evel . Potentially in sonme cases it could be

even at the class | evel.
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And if it is negated at the point of
adm nistration, it's got to be at the fully
speci fied RxNorm |l evel. Because in the workflow,
that's kind of where all of these things are

occurring.

And so, that's sort of to ne the piece

that forces this | evel of you know, nultiple

| ayers of value sets presunably within the sane
famly of measures. And so, | think if we can
come up with a process of how do you determ ne
that in the context of the workflow, because
eventually that's what's inportant in the

I mpl enent ati on.

And | agree with Chris 100 percent
that for the things that are already specified as
a standard through either NLM or sonebody that
for that type of usage, it should be basically
used -- we should use the ones that are already
st andar di zed and avai |l abl e.

But, if the need is for sonething
different, then that needs to be called out and

say, you know, why is it different? And what's
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the netadata, what's the concept supporting the
di fference?

MEMBER SM TH. So, | just want -- |
just want to caution people. Because all of
t hese value sets, just as a rem nder, go to
speci fic nmeasures that were devel oped nmany tines
in concert with a set of clinicians or experts
who agreed that certain types of people needed
certain treatnents.

And the neasure is really trying to
narrow it down to these are the people. And this
is the event that shoul d happen.

And so when we tal k about, you know,
maybe this value set is good enough and we can
reuse it. But it's not really targeted at the
set of people that were neant to receive that
type of treatnent.

Then we tal k about physicians who
maybe can't achi eve 100 percent. And people wll
say, well why can't you get higher than an 80
percent? WelIl, because | have all these people

in nmy measure that | have to report on that
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real ly shouldn't have received this treatnent.

So, | think we need to bal ance. |
mean, not that no val ue sets can be reusabl e.

But | think we have to balance with the end
result as well.

And say, if we're going to create
val ue sets that are good enough. O that you
have to reuse, then we also have to | ook at the
downstream effect and say that maybe a physi ci an
isn't going to be able to get 100 percent either

MR. GOLDWATER: Joe Schnei der?

MEMBER SCHNEI DER:  Just, | wanted to
pi ck up on Howard and Sharon's conment about the
-- you know, what do we do about all the things
that are there?

| heard we've got 1,500 val ue sets.
Sonme of which are good. And sone of which are
possi bly significantly defective.

And the concept that we would go back
to the steward as if the steward was the owner,
is, I don't think, a good one. | want to

di stingui sh between, there are stewards and
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there's owners and they're different.

And when you create a val ue set, |
would like to -- maybe it's already been done or
proposed or whatever. But when you create a
val ue set and you submt it into the VSAC ---
that you are giving up ownership rights of that.

You may be the steward in terns of
keeping it current and so on. But you no | onger
own it. And whether you get to change it is
sonet hing that the VSAC or a body within the VSAC
gets to say whether you can do that or not.

MR. GOLDWATER:  Zahi d?

CO CHAIRVAN BUTT: So | think just to
foll ow up on what Ann was saying. | think
conceptual ly what we're trying to do is to say
that the variation is acceptable as long as it is
done t hrough exception and it is well docunented
in a transparent way, why the exception was
necessary.

Sort of the framework that we shoul d
try to reuse themas the default. But if there

is a need to not to use the default, then there
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needs to be full disclosure as to what concept
constitutes.

And that should be visible to
everybody including the inplenenters.

MR GOLDWATER Dr. Rallins?

MEMBER RALLINS: And just to build on
that further, on Ann and Zahid's points, so
whoever is actually receiving, you know, say the
new val ue sets that are based on |ogic
statenments. Also, have to be able to interpret
themin that way.

| nmean, so we can be very clear on how
we see them But when you really get to
i mpl enentati on on the val ue sets, so receiving
themand interpreting the data, well, you know,
that's a whol e another world then this one, so.

MR. GOLDWATER: Dr. Schneider, did you
have sonet hing el se? GCkay. Yes, Kevin?

DR. LARSEN: Yes, could you go back to
t he depression one for a sec?

MR, GOLDWATER:  Sure.

DR. LARSEN: | think another tension
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that would be interesting to hear this group talk
about is the kind of specialist versus generali st
tension that we sonetines face in these neasures.

And when | | ook at the depression
i ssues here, | try to wear two hats supporting
the psychiatry community that has very nuanced
differentiation between diagnostic terns and the
general i st community which has a | ess nuanced
differentiation. And sort of would be interested
in how this group thinks about those kinds of
i ssues as we approach this in a kind of nationa
suite of tools and neasures.

MR GOLDWATER  So, | think ---
guess, trying to nove forward a little bit. Let
me start off with, | guess, there's two issues
t hat have sort of cone up, that have surfaced.

So the first is, this is a large
undertaking by any stretch of the imagination.
Certainly there is an awmful ot to do in now five
hours, six hours.

So, do we as a Conmittee, do you want

to focus on perhaps devel oping a pilot process
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that specifically just focuses on nedi cations?
And that would be what we do for the rest of
t oday.

And not do | ab tests, diagnoses, et
cetera. And Kevin, is that acceptabl e?

DR. LARSEN: Yes. | nean, we're -- we
want you guys to pilot something that you think
makes sense.

MR. GOLDWATER: Right. Does that seem
agreeable to -- Dr. McCure?

MEMBER McCLURE: | saved you fromthe
very last part of that sentence. Let's see, how
am| going to approach this?

The -- well, first off, let ne say
that 1'min support of focusing on a particul ar
area. And nedications, | think, are a reasonabl e
thing to do.

But, | do want to say a coupl e of
ot her things. You ve heard nme say now a few
things that | think we need to capture. And
know you' re transcribing and doi ng that.

| really want to see us identifying
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certain things. There's good ideas that are

com ng out that we can't address in the context
of -- or certainly today, and perhaps even in the
phase of the work that we're proposing to try to
acconpl i sh.

But the fact that they've been said,
it needs to be recorded because they're the sort
of things that get said in the context of this
work in general across a lot of different
neetings. And then they just kind of get |ost.

And you know, when you hear them 15
times, you realize they're inportant. But nobody
ever really puts themon a priority list to
actually deal with

And so, | really would like this
Committee to identify those things. And endorse
that they get addressed at some point.

And so, | just want to -- | can't say
too strongly how strongly | feel that we need to
do that as part of our work. Maybe not today.

But as part of our work.

And in the context of that, so making
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a decision for exanple, to say okay, we're going
to focus on nedications. There's some el enents
tothis that I'mstill alittle -- struggling a
little bit in order to understand what's our
char ge?

Because we' ve tal ked about vari ous
ways of kind of cutting this. And I think we do
need to be very clear about that. Because |
think it's possible to acconplish things. And
t hen again, these other things go on a priority
list.

So, for exanple, the difference
bet ween addressi ng exi sting ECQM val ue sets and
har noni zi ng t hose. Versus sayi hg how
har noni zati on shoul d be approached in the future.

The difference between addressi ng and
i dentifying opportunities -- so there | talked
about how you harnoni zed. Addressing and
i dentifying those value sets that should be
har moni zed versus how one should | ook and utilize
exi sting value sets in the process of creating

new val ue sets in the future.
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The issue with regards to the -- how
one -- what kind of information should be
avai lable to -- should be docunented by authors

for existing value sets. And | don't know that
there's going to be a ot of difference between
what you would then do it in the future.

But, what kind of information do we
think is necessary in order to do harnonization
versus and in conplenent to, create know edge
about val ue sets going forward, i.e. this issue
about drawing in elenents of howis this val ue
set used? Right.

And then finally, as | look at this,
this really highlights for nme too, the issue of
under st andi ng code systens. And then, you know,
this is what -- Chris brought this up. And we've
tal ked around this. And we're going to --
there's dragons in this.

So, the idea of -- the know edge
i nherent in any term nol ogy and how you use that.
And how that plays into again, our two kind of

areas, one the expectations around harnoni zati on.
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Very much overl apping but different fromthe
expectations in terns of creating new val ue set
cont ent.

So for exanple, and I'll just point
this out as an exanple of that, but just very
much aligned with this idea of drug cl asses,
whi ch has its own uni que brand of dragons. |
can't help but see Gane of Thrones when | say
t hat .

But, sorry. So, I'mgoing to even
actually msstate, but tynpanonetry. How do you
actually pronounce it? Tynpanonetry.

Tynpanonetry testing. And then next
wi th high frequent tynpanonetry. M guess is,
wi t hout, thank God, knowing this as a fact, is
that the tynpanonetry testing is a collector
concept from SNOVED.

And therefore, is -- and a very usefu
concept in the context of all tynpanonetry. And
the other one is a specific one.

And so, part of the details that I

wi sh we woul dn't have to deal with. W have to
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say sonet hing about though, is expectations with
regards to those concepts being in val ue sets.
And their use.

| nmean again, this really covers both
what we want to tell people in ternms of creating
great val ue sets. Because honestly, people don't
know how t o nake good val ue sets.

And | would be thrilled, | mean,
thrilled if I -- if this Commttee can do work in
that context. That we could bring back to VSAC
to support better value set creation.

| nean, that would -- because quite
honestly, | can't inagine another situation
arising where | can participate and then bring
t hat know edge back. You know, so let's do it.

But it then speaks to this issue of
expectations that we could give. And then
gui dance to tool devel opers. VWich by the way,
that's what NLMi s.

And NLM has many hats. But the one
that is -- the hat that's closest to us in the

VSAC, the VSACis a tool. And so what we need to
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bring back to the NLMis expectations with
regards to tool functionality.

It's a very different thing to al so
tal k about desire with regards to term nol ogy
content. Because there are a few of those too.

So NLM has a different hat in a
different part of the world where it makes
RxNorm And we coul d say, gosh, there's
sonmething mssing fromRxNorm that if we had,
you nade avail able as a part of your tools,
aut hors could be encouraged to use. Right?

Al right. 1'Il stop there.

MR GOLDWATER:  Chris?

MEMBER CHUTE: Never at a shortage for
radi cal or arrogant reconmendations, |'m
wondering if in the context of drugs, and |
incidentally agree with the goal of perhaps
focusing on drugs as a handy use case. Because
what ever | essons and exenpl ar m ght energe from
that, could be, hopefully, generalizable to
ot hers.

That has inplications. And one of
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them m ght be that in future, all drug rel ated

val ue set definitions be done in ternms of drug

cl asses.

For exanple, let's tal k about
allergies. Let's talk about penicillin
allergies. Wll, anybody who's ever read a

phar macopei a knows that the proliferation of
penicillin is daunting.

And to have anybody try to nake yet
another |ist of which penicillins are bad for you
or good for you, is probably not a usefu
exercise. It exists in RxNorm | nean, that was
t he Bodenrei der classes that | referred to.

And furthernore, it may turn out that
if you actually ook at a quality nmetric, you
don't care about penicillins as nuch as you
actually care about beta-lactam drugs. Which,
for those you that don't know, is a nore
general i zed category and tends to share antigenic
properties.

Oh, okay. Well, you really neant

beta-l actam drugs. And it would be cool if the
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val ue set specification were done at the |evel of
drug classes as they exist in a resource |ike
RxNor m

That has the inplication that all
t hese quaint historical value sets that we're
agoni zi ng about are irrelevant. Because they
woul d be recast in the context of drug cl ass
categori es.

That's not to say that a val ue set
coul d not have explicit exclusions. And | very
much |i ke the exanple that was brought up about
opht hal nol ogi ¢ beta bl ockers because they tend
not to have system c absorption, therefore their,
you know, therapeutic indications and use are
somewhat different.

And you know, that would be a grand --
then the val ue set would be a | arger statenent
that is, you know, NLM beta bl ockers excl ude or
m nus the ophthal nol ogi ¢ ones. And those al so
woul d be enuner at ed.

| f one pursues that path, | can

predi ct one would quickly discover that Aivier's
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col l ection of handy drug classes as they exist in
the NLM RxNorm are not satisfactory for many of
t he use cases that we would encounter. W then
have two sol utions.

W can go back to the nasty old
busi ness of nmaking up our own enunerated list in
our backyard. O, we can work with NLMto say,
you know, Oivier, it would be really handy if we
had a |ist of ophthal nol ogi c beta bl ockers which
may or nmay not already exist, but let's assune
for the nonment that they don't.

And you know, rather than NQF goi ng
t hrough the exerci ses specifying what those are,
we request that NLM-- we nake a use case
requirenent that it would -- that these are --
this is a drug class that should exist within
RxNor m

And that it's -- because of these use
cases and requirenents, and | can imagine that it
woul d happen. |n other words, we outsource the
whol e task of drug enuneration to a community and

an organi zation that is already doing it.
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That is doing it transparently. That
is doing it with good principals. That is doing
it in the public interest. And that is doing it
with nore than a nodi cum of authority.

In which case, we can have | unch.

MR. GOLDWATER: So, so not to run
counter to your radical argunment and set of
ideas, | think that's, you know, if the
i nevi tabl e conclusion of the project is -- and |
don't think that's a bad one, which is that NLM
takes the responsibility for this task.

And | think invariably, that's
probably what that's going to lead to. Qur
charge as NQF, let me clarify, is not to solve
t he problem and then be the steward for |ack of a
better word, to continually solve the problem
i ndefinitely.

That's not anything | think that we
are looking to do. | think it is to work on
comng up with a nmethodol ogy to potentially solve
the issue. And then determ ne who will take that

on fromthat point forward.
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That's what our charge, that's what
the contract is. So, | think Chris, the ideas
that you're presenting are perfectly acceptable.

My issue, not issue, but, | think ny
guestion is, for nmeasures that are going to be
created, | think | everaging a different way of
| ooki ng at medi cati ons by focusing on the class
within RKkNorm is probably certainly sonmething to
consi der.

But, it goes back to what Dr. McClure
was just saying. Wich is, we have ECQWs t hat
al ready exist. That are already being used.

That are being used in prograns nationally. That
are the basis for conpensation or incentive
paynments to physicians or to hospitals.

So, with that and those existing val ue
sets, what do we do with those? | think that,
you know, it goes again to Zahid, we have | egacy
val ue sets. And then we have val ue sets to be
creat ed.

The two be created, if we think of a

di fferent nethodol ogy that | everages drug cl asses

Neal R. Gross and Co., Inc.

167

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

168

rat her than sort of the very specific elenents
that at times are overlapping, that's sonething
we can di scuss as a reconmendation. But for

| egacy val ue sets that are currently in use, you
know, how do we propose to begin the process of
har noni zi ng t hose?

And | think that's sort of what our
analysis is showing. And what | think the focus
probably needs to be.

Ms. Martins?

MEMBER CHUTE: Can | just -- just to
follow up. Because | -- in ny comentary, | did
go so far as to say, they should be deprecated
and recast.

MEMBER MARTINS: So, | think that the
generalization of drug classes for R<Normis
really -- we need intentional definitions for
val ue sets.

And that answers the question for new
val ue sets. That answers the question for val ue
sets that are in existence in terns of a starting

point to see should these val ue sets even be
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har moni zed.

There's an incredi bl e amount of work
that needs to go into existing val ue sets.
Because they are enunerated lists. And we nmay
not have that docunentation of the history.

So it will require building these
val ue sets again as intentional value sets. And
then correlating the intentional definitions and
the resulting lists and see is this sonething
t hat shoul d be harnoni zed.

So that's the first question, right?
And t hen goi ng back to how they shoul d be
har moni zed.

| have to say that explicitly |eaving
out the people who determ ned that there should
be a value set. And who know what the purpose of
the creation of that value set is, is probably a
m sstep in my opinion.

But, | think what woul d be
interesting, would be to run a pilot where you
have the stewards involved who know what the

val ue set is all about. And another group that

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

has to reverse engi neer the val ue set and
har noni ze and see what we cone up wth.

| think it's an interesting question
in ternms of whether or not the stewards shoul d be
i nvol ved. But so, | think that if we focused a
di scussi on and goi ng back to should we do RxNorm
if we just focused a discussion on RxNorm as the
i deas started com ng up, we're tal king about
specifically drug cl asses.

And we may run the risk of providing
-- having recommendati ons for RxNorm only that
are not necessarily generalizable. So | would
caution agai nst that.

MR. GOLDWATER: Dr. Liebernman?

CO CHAI RVAN LI EBERVAN: Wl |, yes.
No, | think first of all, I think Chris' point is

a good one.

That we don't -- that we can -- we can

continue to use current neasures and we can say
that they are -- and we can deprecate them over
time. And we can build in this requirenent to

express the concepts using a hierarchical
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term nol ogi es as part of the review process.

And you can even, you know, you can
set it up in such a way that prioritizes sone
nmeasures over others if they do this. So that
over time you will -- again, it will be nore
advant ageous to a neasure devel oper to do this
wor k as opposed to not do it.

And when you run into areas where the
term nol ogy doesn't neet the needs, you can still
deal with that through other tools that we have
around the nmeasure definition and the neasure
aut horing tool and what not. So even if you
can't find ophthal nol ogi c beta bl ockers, if you
have a route or some other information that you
can use to build out that concept in the overal
nmeasure, you can do that.

So, but we definitely do need a
process in place to have the nost useful concepts
built into the term nology over tinme. But I
don't think that it has to be a limting factor.

MR. GOLDWATER: Zahid and then Dr.

Schnei der.
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CO CHAI RVAN BUTT:  So | think one way
to sort of look at this |legacy issue is that we
know t hat di sease exists, right? And so now we
need to find out what led to the di sease and what
is the treatnent.

And once we do that, hopefully we can
t hen prevent the disease from occurring again.
Which is form ng new val ue sets.

So, | think we need to figure out, you
know, let's just say there are a bunch of val ue
sets in the medication area. The question wll
be, and that's where the stewards are going to
have to be central, especially if there are nore
t han one steward invol ved.

And you know, who is the authoritative
source? What is that consensus buil ding process?
Who det erm nes?

Because once you determne that in the
context of an existing problem you can use that
sanme process to then prevent the problemfrom
occurring in the future. Cbviously you would

have to take into account sone governance issues
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and so forth.

But | think that what may appear
sonetines to be duplicative may have good reason
And so |i ke the one that Rob was point out
through this tynmpanonetry testing, so let's just
assune that there are ten of these, sonme high
frequency, sone nedi um frequency.

So there is the granularity issue
i nvol ved here. Potentially the ones that get the
test would get it at the high frequency or at
that granularity. So if it's sone test that was
done and perforned and docunented, it would be at
t hat | evel

But the physician who is supposed to
order that doesn't want to negate it if they
don't want to order it at that granularity. They
want to negate it at tynpanonetry test not done
because it was not indicated.

So, there is a use case issue that
gets involved. And we have to be very careful
that we don't make sonme sort of sweeping

recommendati on that doesn't take that into
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account .

And that's where all the stewards have
to be at the table. | believe inplenenters,
sof tware vendors have to be, because they now
have sone experience.

So these things are very closely tied
to each other. And so, sonehow we've got to
figure out a process and a way in which there is
sonme consensus buil di ng around what shoul d be
done.

MEMBER SCHNEI DER:  Yes, thank you.
Just -- | wanted to pick up on M. MC ure and
Chris' and the other concepts of, you know, how
do we get -- how do we stop the madness of naking
new things that don't -- that aren't right? And
cl ean up that which is.

| think M. McCure was sort of right
on when he said, there's sone really good
concepts here. And we rapidly have to get those
put in place.

W have to designate a governi ng body

that says, that is the place where you | ook for
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these things. And that's how you create val ue
sets fromhere on out.

And then may | make a suggestion?
Because this is howwe did it with the pacemaker
thing. So at a certain point, we have rejects.

You have, Dear Stewards, you have X
period of tinme to conply to get your val ue set
into this format. And if you don't, then at the
end of that time, you are cast out by the
authority. You are no |longer a recognized val ue
set.

Now t hat agai n, draconian type
efforts, but | think the fact that we' ve got
1,500 things that they are -- and probably nore
com ng our way al nost every single day, | would
say demand sone pretty rapid action.

And the best way is, control what's
comng in. And then give a tinme period for clean
up by the stewards. And if not, out you go.

MR GOLDWATER  Dr. Lieberman?

CO CHAI RVAN LI EBERVAN:  Just a bri ef

comment here. | did |ook up tynmpanonetry and
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there's only one child concept, which is high
frequency tynpanonetry.

So, but that's a good exanpl e where
you didn't really need, | nean, the neasure
devel oper shoul dn't have to worry about that.
They shoul d just say tynpanonetry and if there
had been 15 sub-concepts that shoul d have been
i ncluded as wel | .

So again, | nean, we really want to
t ake advantage of these other -- this information
that's built into these other term nol ogy systens
that we have. And not put the onus on sonebody
to choose every -- choose and nmaintain every
appl i cabl e code.

MR GOLDWATER  Ms. Cul |l en?

MEMBER CULLEN: | recognize the
interest in wanting to kick things out. But
t hese nmeasures have -- the values sets are
associated with neasures that are used in
progr ans.

Whi ch neans you are kicking neasures

out of prograns outside of a regulatory cycle.
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And that's a problem

MR. GOLDWATER: Right. | nean, that
does bring up a good point. Wich certainly I
don't think we're going to have an extensive
di scussi on about. Wich is, sort of the cycle of
how neasures are created and how nmeasures are
mai nt ai ned.

There is a regulatory process for this
once a call for nmeasures is out. Once they are
submtted. The three year cycle of measures
bei ng mai ntai ned. So, you know, punting out
val ue sets nay fundanentally alter a neasure
before it's in cycle.

So, | think we've -- there may be a
way of | ooking at sort of a happy nedian here to
do that. | don't want to thoroughly reject the
i dea. But we do have to keep in mnd sort of the
regul atory constraints.

MEMBER MARTINS: | think nore than
regul atory, and this is sonething that we' ve cone
across multiple tinmes as we devel op ECQVE. W

hit the limtations of the framework every day
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because it's being devel oped.

Because these tools are new. | nean,
t he val ue set authority center was devel oped
after the first value sets were published. So
that's how nuch tooling is |aggi ng behind.

And when we tal k about drug classes in
RxNorm and | don't claimto be an RxNorm expert,
but I think they got in also after. They were
created after the first RxNormval ue sets were
creat ed.

| don't know how conpl ete the drug
classes are. And so | think we need to find that
happy medium But knowi ng where our techni cal
limtations are so that we don't shoot ourselves
in the foot and all of a sudden have to nove to
these frominperfect value sets to another set of
i nperfect value sets with the tinme linmtations.

So | think all of these need to be
carefully considered as we think about blow ng up
sone val ue sets and noving to others.

MR. GOLDWATER:  Shar on?

DR. HIBAY: | think I'mchimng the
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sentinments of a nunber of people who have spoken
on this. | think that we've said, or the group
has col l ectively said, there's a different
process for those nmeasures, as G ndy woul d say,
that are currently in use.

And t hose nmeasures that going forward
we would like it to be ABC and D. So perhaps |
m ght throw out a proposal to say, we would | ook
at devel oping a process that woul d be those going
forward

And then also then say, with the
recognition of the limtations or the additional
consi derations we need to look at related to
t hose neasures that are currently in use, you
know, how m ght we do this differently?

| -- and again, | just want to al so
state a little bit slightly different what | said
earlier. About neasure devel opers being invol ved
in the process and the ultimate decision nmaki ng
authority.

| don't know, | feel |ike I'm dancing

around words that aren't yet, sort of concepts
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that aren't yet quite formalized. But, who would
be the ultinmte owner of the value set.

W certainly would want the input of
t he neasure developer. It's vital to
under standi ng the concept, the purpose statenent,
what ever. The scope of the val ue set.

When | initially wote | anguage for
this proposal, | stated that, you know, there's
di fferent ways value sets are created. You know,
| was a devel oper of the BM neasure follow up.

So, if you love it, you can smle.
But if you don't, please don't throw things at
me. The value sets in that were created for
very, very, very, explicit purposes.

One of the value sets in there would
be follow up for a high BM. ay. That is not
a value set that you would say is, and | used
t hi s | anguage previously, harnonizable. It's
not. It's a very fit for purpose. Very neasure
speci fic val ue set.

A val ue set where you m ght want to

| ook at diabetes, you know, you could | ook at
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that whole giant unbrella of what is diabetes.
And then develop it into subset diagnosis.

And say okay, so for a neasure | would
want to | ook at di abetes, but do | need to | ook
at gestational diabetes? And do | need to | ook
at steward i nduced di abetes?

So you woul d have that giant unbrell a.
And then you woul d have sone snall er subsets
underneath that unbrella. And then, you know,
what's -- who is the authority? Wo are the
peopl e? How do we vet? How do we test? How do
we endorse?

How do we approve val ue set concepts
fromhere going forward? And | would like to
har ken the group back to Helen's chart, which is
don't be afraid to be bold and innovative. This
is a great opportunity for us.

So we have -- we can | ook now and then
going forward into our new space. But then al so
we recogni ze there's going to be varying
di fferent considerations for those neasures and

t hose value sets that are already in place.
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And we shoul d know al so that those
val ue sets were built in neasure devel opnent
silos. After the neasures were devel oped, then
we tried to cone together and hold hands and sing
Kunbaya.

But we didn't doit. And we were very
secretive in the beginning. And | know t hat
because | was one of the measure devel opers.

And so now we're trying to harnonize
based upon these walls that were erected. And
now we're trying to disassenble the walls. So,
it will require a different either subset of
rul es or sonme nuance to the rules. O sonething
i ke that.

So | just want to encourage the group
to think about it fromthose two perspectives.

MEMBER McCLURE: Just informative.

So, actually the first one's not so infornative.
Two different really issues.

So one is this issue of the use of the

word steward and author. It would probably be

good, to be consistent in terns of our use of
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that word in this context.

So let nme tell you what it neans in
the context of VSAC. And so in the context of
VSAC, the steward is the person who is ultimtely
responsi ble for the content of the value set in
this place.

So, they own. So that word owner and
steward are synonynous.

The idea of there being both a steward
and an author conmes fromthe reality of the
process of creating value sets. Particularly in
the context of ECQWs and the CMS contracting
around t hat.

But it's true in general. And that
is, there's sonebody who's responsi ble for the
value set. And the intent there is, is that you
could always go to that entity and that's where
t he buck stops.

And then there's other entities that
are responsi ble for actually doing the work. And
sonetines there's alnost nore than arm s | ength

between them And you know, acknow edgi ng that
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i's inportant.

But al so you'd have a tool. And tools
require user logins and things like that. And
they have different roles and responsibilities.

And | think it works actually. And
so, that's what those nean. So, if | may, and
particularly given the fact that we're talking
about creating guidance that will result in
recommendat i ons back to tool devel oping --
devel opnent in the context of the VSAC, that we
get that kind of in cenent.

So, stewards are people who own, or
entities that own and have responsibilities for
ongoi ng nmai ntenance and content. |If there's an
i ssue with content you talk to the steward, you
don't talk to the author.

Aut hors are just people who actually
do the work of naking sure that the content is in
there. They're a tool user in essence.

And so, | think that's pretty straight
forward and it nmakes sense. And | think this

i ssue of what -- and let nme al so say that there
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s no problemw th changi ng stewardshi p of val ue
set s.

And so if soneone as a steward of a
val ue set in the context of one particular
process in creating. And then, you know, we give
gui dance about the fact that we believe that
certain value sets by criteria should have
ownership, i.e. stewardship transferred to sone
other entity, certain we could give that guidance
and the tool could support that.

So, the other thing | wanted to talk
about, and this one, boy. You know when | said
t here were dragons, here's where the dragons are.

So in the context of medications, drug
classing is a dragon. It is Drago. And it is
not set. There's -- this has been a side issue
for me for a long tine.

And there's nore -- you know, none of
the players are literally in this room So, and
NLMis the smallest of the potential players.

FDA has a big say in this and is basically --

well, I'mnot going to say.
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So, it's very interesting in sone
approach. And so the -- so what we see, so when
you spoke with Aivier, Aivier was reflecting
his work on creating a tool that utilizes the
data that's been brought into the RxNorm from
NDF- RT.

RxNorm has no drug class information
inherent in it. NDF-RT does. And that work is -
- what's a nice word for this? | was very nuch
responsi bl e for this.

So this -- it's schizophrenic in that
there is sonme content that has class rel ated
information that's a derivative of one part of
work. And there's other class information that
is very nmuch current and is a derivative of
anot her set of work.

And those two things don't perfectly
align. And so including -- while |I absolutely
agree that we want sonme of the work that we m ght
now be focusing on in ternms of this focus on
medi cati ons, could -- our recommendati ons could

easily be to utilize as, you know, Chris
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el egantly said, utilize the experience and
knowl edge of authoritative sources as a preanble
if not a basis for any work that would be done.

Both potentially backward | ooki ng,
i.e. dealing with | egacy issues in terns of
i dentifying how to better harnonize. As well as
future | ooking things.

And |'mvery nmuch in support of that.
So | want that to be very clear.

But | just want to say that there's
not -- unfortunately that's not a really piece of
solid ground that we can point to, to say here's
where there's clarity. So part of what we m ght
need to do is say this is so inportant that there
needs to be encouraged work on naking that ground
sol i d.

Because one of the things that |'ve
been a pain about, quite honestly in this area,
is that of all the things that we are working to
do, identification of drugs that are to be
associated with a particular drug class, has to

be solid. Because patients will die if there's
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i nconsi stency and | ack of transparency about what
a drug cl ass neans.

And particularly, you know, | nean,
there's practical tightness around this that |
don't want to get into. But we tended to think
about drug classes for two things.

One of themis, drug classes are
real |y val uabl e and NDF-RT actually created them
to support drug ordering. |In order to be able to
provi de drop down lists so that | didn't get

thrown ten thousand things in one big flat list.

So | wanted -- if I'minterested in a
certain series of drugs, | wanted to see only
those drugs that fell into that class. And |

needed a way of being able to create a drop down

list.

That's a very useful use of drug
classes. |If you go and | ook at drug classes and
say oh, okay. |'mnot going to worry about that.

|"malso going to use themas a way of
identifying let's say all ergenic substances.

That's a very different use case.
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And if you pick a drug class that was
designed to support a drug ordering environnent,
and use that sane concept to represent sonething
that a patient is allergic to, | hope you're kind
of sensing that those are two very different and
very dangerous things that intersect in a place.
But one takes you to the yellow brick road and
t he other one takes you into the dark forest.

And if you don't realize that, then
you' ve got a problem And so one of the things
that we've worked to do, but it's turned out to
be much harder, is to have an open and
transparent place where there is one drug
classification that everybody agrees to.

And then it's the sane. So when |'m
| ooki ng for drugs that | want to order, | can
pi ck the same concept to say, | know this patient
is actually, if you were about to order any drugs
that are a descendent out of that list, you
shoul d avoid them And |I'm confident of that.

So if | pick this concept and it shows

up down in Florida and it also shows up in
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Oregon, that patient, no matter what, is not
going to be exposed to the sane orderabl e drugs.

And so -- and to finish, that's
actually sonmething the NLM-- the NLMis very
concerned about being handed tasks that have two
bad el enents.

One, they don't have any noney for.
And two, that there is sonme know edge that the
NLM must have in order to be able to successfully
do it.

And the NLMwi Il tell you, they are
not know edge creators. They are know edge
mani pul ators and cat al oguers. And nmani pul ators,
i.e. RKkNormis not creating knowl edge. RxNorm
reflects knowl edge that it gets and produces a
tool that makes it much nore accessi bl e.

But they aren't -- you know, they work
very hard to try and not create. For exanpl e,
that's why drug classes are not in there.
Soneone gave them an authoritative source for
drug classes, i.e. the VA in the context of NDF-

RT, they' Il use it.
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So, again, | want to highlight that I
amin -- | think I"'min significant support of
focusing on nedications as a starting point.

But if our solution requires rock
solid drug classification for exanple, then we
have to realize that doesn't exist right now.

And so we would be telling sonmeone that they need
to actually do the work of creating that.

MR. GOLDWATER: Chris?

MEMBER CHUTE: Dr. McCure, sir,
they're not dragons. They're alligators.

Because there are a heck of a lot nore of them

And otherwise | agree with everything
you said. | would say that with sone caveats
though. | -- this conversation is based on
hearsay, so it's clear that nore due diligence
needs to be done.

But actually, Qivier, again at the
authoritative retirenent party, was
characterizing work that is actually synthetic of
mul tiple drug classes. | agree, that the NDF- RT

drug cl asses are severely problematic and
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i nconpl et e.

And |l et me give you a pragmatic
exanple. And | was going to do this earlier, |
didn't think it was relevant, but nmaybe it is.

Topi cal corticosteroids for exanple.
In NDF-RT, half of the products are -- the drug
class is topical agent. WlIl, that's a true
st at enent .

The other half of the same darn kind
of drugs, are classified as corticosteroids. One
of the major problenms with NDF-RT is that it had
a nono- hi erar chy.

You could be -- you could belong to
one and only one kind of drug class. And they
made highly arbitrary and i nconsi stent deci sions
about which specific agents were in which cl ass.

That is intolerable for the kind of
use case that we're tal king about. | have not
verified this, so again, this is hearsay, it
needs to be vali dat ed.

But what Qivier told ne at the party,

was that in fact, RxNorm now has a new
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i ndependent drug class conmponent that did not
previously exist. That is synthetic from FDA
That is synthetic from SNOVED. That is synthetic
from NDF- RT and ot her sources.

That is a poly-hierarchy. It's
guality needs evaluation. And | cannot sit here
and say, darn it, it's the one we should use.
Because due diligence needs to be done.

But | do think we need to go
somewhere. And | do think that we cannot and
shoul d not advocate that NQF or for that matter
any ot her single organization, nmake up its own
ersatz drug classifications, which frankly, the
val ue sets you showed ne are exactly that.

They are, | don't nean to be
di sparagi ng, but they are, well, | won't be
di sparagi ng. They are independent efforts, let's
put it that way, at creating drug classes that
may or may not reflect state of the art.

And |'m sinply asserting that one's
approach to nmoving forward is to identify an

organi zation that would curate best know edge and
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best evidence. That's what NLM does. To
generate drug information.

And that in fact, quality control,
gual ity checks because it's true NLM doesn't have
infinite resources. They are probably one of the
tighter ships | know in governnent.

That the quality assurance on that
could be the NQF community that m ght find, you
know, dorky things |ike topical corticosteroids
are either a topical agent or a corticosteroid
and not both, as a -- and | think that's been
fixed incidentally, in the RxNorm drug
cl assification convene.

So, there's lots of work that needs to
be done. And again, they're not dragons, they're
alligators because there are so nmany of them

MR GOLDWATER Dr. McClure then Ms.
Marti ns.

MEMBER McCLURE: So just a response to
ny dear friend, Chris. You're right.

And so, but just to be clear, in

essence what Chris is saying is why | said what |
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said. Wich is the work that he references for
the retirement party of our dear friend who is
t he | ongest serving governnent enployee | think

i n existence, is research work.

And so, it's not -- it is actually
avai l able on a website. |It's partial and it's
i nconpl et e.

And so part of -- as | say, so if part

of what we do is we say we're not picking

medi cations just sinply because they're easy,

we' re picking nedications for a variety of
reasons that nmean they're the best first place to
go.

And in order to be able to succeed
here, one of the things that we need in order to
actually show how this kind of thing is val uable
in other domains also, is to have drug cl asses.
And in order to get drug classes right, we need
to make sure that we have solid ground.

And that work mght in fact best be
sonet hing that, you know, NLMs ability to curate

knowl edge froma variety of sources could be an
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i mportant part of that.

M5. MARTINS: So | think | have a
guestion and not a corment. And specifically to
drugs and drug cl asses.

You know, once we have a drug cl ass,
is that going to solve all of the problens for
all of the neasures that we're | ooking at? Not
in terms of, you know, the specific process of
har noni zati on, but are they appropriate to be
used within each and every neasures?

So, is it possible that certain
anti coagul ants are used for one condition? And
others are used for another condition?

So, | would propose that these drug
cl asses and whatever we do wi th ot her
term nol ogi es, that the idea of having these high
guality, very broad, value sets is great. And
that value sets for specific measures shoul d be
derived off of those |arger sets.

For exanple, |I'mthinking about the
Kai ser problemlist set that is published, I

think along with SNOVED, is it? That is -- and
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don't know if that's a high quality core --
exactly, there you go.

It's not Kaiser anynore. All right.

(Laughter)

M5. MARTINS: So that's sort of a
starter set that would preclude a | ot of the
har noni zati on i ssues from happening. But at the
sane time, as | think about these overl apping
val ue sets that were just shown here for stroke
for instance, if you create a value set for
antithronbotics and a val ue set for
anti coagul ants, then you al so have to see how
these fit together and which are the buil ding
bl ocks of others.

So it's quite the task. Even just for
nmedi cations, to have that clear picture of the
drug cl asses and how they fit together and relate
to each ot her.

And then building fromthat, value
sets that are nmeasure specific.

MR. GOLDWATER: Zahid and then Dr.

Med ur e.
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CO CHAI RMAN BUTT:  So, | think
conceptually really we're at -- | think we're
sort of noving towards is that perhaps a process
woul d be that you first try to specify in a class
that's existing.

If you can't do it, go to the next
| evel . VWhich mght be a specific indication that
you have to create a value set for. And within
that, then you need to nake sure that it's not
al ready in existence and reconcile that.

And so it's sort of sone sort of a
gated process needs to be defined, which to sone
extent even the existing neasures nay have to go
through if here is duplication. Because -- and
in terms of term nology, | suppose |I'm |l ooking at
the criteria that we were supposed to devel op.

One of the things mght be that is
there a concept of a standard val ue set or
standardi zed val ue set? What should it be
call ed? And -- because everything sort of
foll ows that concept.

Because, you can say sonething is
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duplicated in reference to sonething that's the
standard perhaps going forward. Ri ght now
everything is created de novo and there's
duplication, but if the concept is that this is
the standard, then everything is conpared to

t hat .

And so, what do we call that and how
does that work? | think that's a very
fundanental type question in terns of what we're
trying to do in harnonization.

MR, GOLDWATER: So, | think that the
second part of this was actually, absolutely what
we needed to do, which is we sort of started off
with the |arger concepts of value sets, the
i ssues with value sets. Delving sonewhat into
the term nol ogy, but also | think the nore
practical .

The i ssues of value sets fromboth an
i mpl enentati on and a devel opnent perspective.
And then we sort of got to the beginning of the
process of how we're going to at least try to

rectify this issue. And narrowed it down to
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medi cati ons.

So | think we'll take a |unch break.
| knowit's Chris' favorite tinme of the day.

And we will -- after lunch is over
with, then we need to start establishing the
criteria and building out the process for what we
would like to pilot test. And the neasures
presumably where we would |ike to test this out
on.

And again, starting with the criteria
and the process, and sone way that is operational
both for nmeasures going forward and if possible,
neasures that already exist.

So with that, let's take a break. And
we'll see everybody in half an hour. O 45
m nut es.

(Wher eupon, the above-entitled natter
went off the record at 12:33 p.m and resuned at
1:27 p.m)

MR, GOLDWATER: All right, so let's
begin. | know we're alnost at 1:30 p.m, we have

until 4:00 p.m, and | think, given the
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di scussi ons that have taken place this norning,
we shoul d be able to get sonething down before we
adjourn at 4:00 p.m

So after, | think, consolidating
information that we received earlier this
norning, | think what we want to do now, and what
we need to do before we do depart, is to conme up
with a process and net hodol ogy that we can pil ot
test against a set of measures that hopefully
you'll direct us to which ones those shoul d be.

And what we want to do is to conme up
with a process that will deal with the
har noni zati on of only nedications, for now, and
try to start with crosscutting processes that go
wi th neasures that are new and neasures that are
exi sti ng.

And in the course of our discussion,
if there are tines where we need to discrimnate
bet ween one or the two, then we'll deviate in
that way, as appropriate, but for now, | think we
want to start with a discussion about what

el ements of this process would be applicable to
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bot h de novo and to existing value sets, with
respect only to medications. So, Zahid, you want
to start off?

COCHAIR BUTT: So yes, | think, in
that same sort of framework, if you | ook at the
devel opnment of neasures, you sort of start with
the intent of the neasure and then fromthere,
you have a neasure construct, which it kind of
foll ows the same process for npbst neasures.

And so within that you have, sort of,
definition of the inpatient population, the
denom nat or popul ati on, and the exclusions, then
you, sort of, get into the nunerator inclusion
criteria, exceptions, exclusion criteria, and
that's where, sort of, the value sets, sort of,
get plugged in and that's where issues of
wor kf | ow get pl ugged in.

So the they are, the two are very
closely rel ated, because in the case of, for
exanpl e, nedication, you could see where they are
used to define a denom nator popul ation, or where

they're used to find an exclusion, or they're
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used to find a nunerator inclusion, and an
excl usion, or exception. And so those sort of
conponents are all comon to all neasure
constructs.

And so that's where, | think, the
val ue sets get applied and that's where it's
going to be, sort of, what is the framework that
can be used as a use case for nedications to, you
know, what part of that construct do we associate
with a specific workflow, realizing there are
different workflows in different settings.

But is there a, sort of, a conmmpn
wor kf | ow, for exanple, physician ordering, or
nmedi cati on adm ni stration, sone of those types of
t hi ngs?

| think that's where we are going to
try to narrow this down, so that we can say okay,
for this harnonization, perhaps, it should be,
for this use case, this workflow, this conponent
of the measure, perhaps, it should be at a higher
| evel of granularity, as opposed to a | ower,

because that's, kind of, where we'll have to
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| and.

What granul arity makes sense? And
t hen, of course, you have to then deci de which
one is the court standard val ue set and who gets
to, sort of, decide the variation and that sort
of thing.

MR, GOLDWATER: So if |'m hearing you
right, Zahid, do we want to start off with, and
sonmewhat being consistent with nmeasure
devel opnent, neasure eval uation, do we want to
start off with the intent and scope of the
neasure first, what is the intent of the scope,
whi ch gets back to an issue that the Ms. Martins
brought up earlier, and that Dr. McCure has al so
brought up, do we want to start with that as,
| i ke, step one?

COCHAIR BUTT: So | think each
conponent will have a reflection of what the
intent is to acconplish within that conponent.

MR, GOLDWATER:  Yes.

CO CHAIR BUTT: So there's an overal

nmeasure intent, but our goal is nore focused on
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MR. GOLDWATER  Ri ght.

CO-CHAIR BUTT: -- how, within let's
say you sel ect stroke neasures and pick, okay,
within this stroke neasure the intent of the
neasure is to define these and we will pick the
ones that has nedications in it --

MR, GOLDWATER:  Ckay.

CO CHAIR BUTT: -- what are the
conponents that the neasure is trying to reflect
the intent of the neasure for that piece of it
where the drug is used and what is the associ ated
workflow, if there is one, attached to it, and
what is the right granularity of that value set?

And then, of course, the content of
the value set itself, obviously, is also up for
di scussion, as to how does it get captured, does
it get captured through sone sort of a standard
process, like, if you' re referencing a class, do
you need to define the conponents of the class in
a val ue set that too devel ops, or could you just

reference the MM cl ass and say, or just pull it
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fromthere? So | think these are, sort of, the
basi c concepts that will be repeated, | think, in
nost situations.

MR. GOLDWATER: So we do have to
present a process to our Technical Expert Panel,
whi ch actually will represent a group of people
that inplement this on a fairly regul ar basis,
and so the reason we chose themis because of
their famliarity and experience with the
limtation, and that what we want to is to give a
process and a test neasure and have them
i mpl enent the process agai nst the nmeasure for
medi cations, get results back fromthem and then
report those results back to you, so we
under st and whet her what we are proposing is
wor ki ng or where refinenents need to be nade.

So not that | want to overly sinplify
this, but I do want to get a process in place
that when we talk to the TEP we have sonething to
say here's what you do. So with that in m nd
t hen, step nunber one, again, not trying to

sinply, but what would the first step be for them
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to do?

G ven that we are focusing on
nmedi cations, given that we are | ooking at trying
to come up with a pilot process for harnonization
of those nedications, and given that we are, at
t he nonent, |ooking for, | guess, guidelines, or
approaches, that cut across both new and existing
measures. Ms. Martins.

MEMBER MARTINS: So |'m assun ng that
the pilot is going to be focused on val ue sets
that exists, so the second part that we had
di scussed, | will underline the inportance of
having a process for the first, as well, so the
new, the noving forward path.

| woul d suggest that the first step
is, really, you need to understand what the val ue
sets are about, and that neaning that you have
i nformati onal gaps.

The peopl e who are going to be doing
this don't know everything about the val ue set,
and so they may not have access to the purpose

statenments, they may not know how t he val ue set
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of that.

So I'd say that the first step is,

two val ue sets that are being conpared, as a

starting point to the determnm ning whether they

val ue sets, |egacy value sets, the very act of

wll be different, if it's harnonized, or, or,
and that really begs the question, why are you

bot hering to do that?

is to i nvoke what we tal k about the way goi ng

Neal R. Gross and Co., Inc.

is used in the context of how many neasures, al

really, determ ning the gap in know edge of the

are, and this, |I would suggest, is probably the

second step, determ ning whether harnonization is

war r ant ed.

MR. GOLDWATER  Dr. Chute.

MEMBER CHUTE: Perhaps |I'mbeing a bit
provocative. | have that tendency. But |, the

fact is, when you harnoni ze historical existing

har noni zi ng them creates new val ue sets. | mean

that's the inevitable consequence, the derivative

Because the alternative, in ny mnd,

forward, you know, the new way, a nore principled
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way, ideally. Wether we invoke drug classes, or
not, remains to be seen.

But going forward, you're going to
create new val ue sets, so the obvious question in
ny little mnd is, heavens, if we're going to
create new val ue sets, in any event, why not just
create new val ue sets that are fit for purpose in
t he context of those use cases and deprecate the
hi storical value sets?

Because, it's obvious, persons wll
spend huge nunbers of hours going through the
t edi um of conparing | egacy val ue sets, if only to
create a new value set in the end, anyhow, and
the alternative of saying okay, what are they
really trying to do in this neasure and t hat
neasure, are they the sane?

If they are the same, then how do we
speci fy an intentional value set using drug class
| evel information that satisfies that use case
and nove on?

MR GOLDWATER M ke.

CO CHAIR LI EBERVAN: | was just going
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to ask if, I nean, really, the first, so have we
al ready decided on the value sets that we're
going to use, or do we need to have that be part
of the process, as well?

MR, GOLDWATER: So no, we haven't
deci ded on the val ue sets, what we've deci ded on
is we're going to tackle nedications, as a
subj ect area. The value sets we'll ook at will
be largely determ ned by the, | think we have to
choose three neasures we're going to pilot, so
t hose three nmeasures, those will be the val ue
sets that we'll be | ooking at, again, only
focused on nedication, though.

CO CHAIR LI EBERVAN:  Ri ght, and how do
we choose the neasure, sir, have we done that
al ready?

MR. GOLDWATER: No we have not done
that, so what we want to do is come up with a
process by which we can propose on howto
har moni ze nedi cati on val ue sets.

And then, when we have all agreed, or

at least tried to cone to sone consensus on what

Neal R. Gross and Co., Inc.

210

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

that process is, then to take recommendati ons,
especially fromthose of you that have devel oped
measures for a significant period of tinme, what
pre-measures you think we need to be focused on,
as part of the pilot.

DR. LARSEN: |'mgoing to have to run
to go speak at another neeting, but just alittle
bit of sense of, kind of, what the ideal outcone,
at least to my mnd, of this, kind of, process
I S.

You know, again, this is trying to
pilot with something specific, so we can actually
know what we're doing, but use that in a
general i zed way.

And as NQF is the privier of what
constitutes a good nmeasure and convenes the
peopl e that say yes this is a nmeasure ready for
nati onal scale, or not.

The goal here is to be able to provide
t hat ki nd of guidance around val ue sets, so when
NQF does an analysis, or litnus test, and brings

to a commttee and says, here is new neasure X,
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or, here is old nmeasure Y that's com ng back to
get re-endorsed.

There's a val ue set domain in that
anal ysis, and that the output in the work of this
group can actually informthose kinds of
deci sions, so that commttee that's | ooking at
all the blood pressure neasures could say, gee,
these five blood pressure neasures really get
great scores, because they fulfill all the val ue
set criteria that has been set forward, but these
four, boy, we're just unhappy with what they did
with their value sets. The committee is not
I mpr essed.

So that's the kind of franme that we
have for this. W don't knowif it's a separate
process for neasure endorsenent, or if it's part
of nmeasure endorsenent that that's not yet worked
out, and you don't have to work that part out,
but that's the kind of frane this, eventually,
needs to rise to, that kind of high |evel of
non-val ue set technical people to be able to

point to Measure A, or Measure B, and say this
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one got value sets right, this one didn't.

MR. GOLDWATER  Zahi d.

COCHAIR BUTT: So | think that there
are pros and cons to picking the existing versus
new ones. |If we go down the new path, then we
first have to select a new neasure that has no
exi sting value set created. So no?

MEMBER CHUTE: |If | may? Wen we talk
about the new path, it's a way of thinking about
and offering value sets. There's no reason why
exi sting nmeasures that have | egacy val ue sets
cannot be recast --

CO CHAIR BUTT: Ch, okay.

MEMBER CHUTE: -- in the new way.

CO CHAIR BUTT: kay. So okay.
Thanks. | thought | m sunderstood what you said
earlier. Because, | think that the existing
nmeasures woul d be the ones that woul d, obviously,
be avail abl e now, and they woul d have nore,
potentially, nore than one value sets in
exi st ence.

And so the process that needs to be
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defined is that you take a neasure and you start
to | ook at wherever the nedications val ue sets
are used.

And, | suppose, a process needs to be
defined, whether you first |ook at the existing
ones and say what is mssing, or you set yourself
up by saying, we're not going to | ook at the old
val ue sets and we'll create a new one and then,
we'll go back and see how that differs fromthe
ones. That that's, sort of, what | think Chris
I S suggesting.

So that's certainly an approach. It
woul d i ncl ude sone of the concepts that we have
di scussed that you first look at, potentially, a
class, if that can acconplish the goal, it would
still have to be applied to the different
conponents of where it was used and all the
wor kfl ows that are associated with it.

So | think that that's, | guess, one
sort of consensus, if we can agree, that that's
t he approach that the work groups, the technica

experts.
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And they may have to include sonme of
t he neasure devel opers. And | don't know whet her
that's a good idea, or not, but, but it |ooks
| i ke the task for that expert group would be
that, here are two neasures that have nedi cati ons
in them and the task for themis to, first, cone
up with the different value sets that are applied
to different conponents of the nmeasure and the
intent of the neasure that's applied to the
measure construct and then at sonme point they'l|
have to see what they have creat ed.

It mght sinply be a reference to a
class, and see if that, how does it differ from
what is there now and are there any
reconciliation issues involved and does it neet
the neasure intent, in ternms of what conponent of
t he measure needs to be satisfied?

MR. GOLDWATER: Dr. MO ure.

MEMBER McCLURE: Just a quick coment
on the, it's probably a nore technical issue, but
it's inmportant, | think, in our context of

deci di ng what we can and can't do.
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So, Chris, you know, was noting that
we coul d just change the value sets and, in the
context of existing neasures, and | want to
clarify that.

W can, technically. And the way that
we do it is simlar to what you said, but not
exactly in that, because part of what fol ks would
be concerned about is, is that the neasures,

t hensel ves, in the context of the nath, have
voi ds, you know, that identify the val ue sets.

And so changing, if we were to create
a conpletely new val ue set, and that neans give
it a newvoid, a newidentifier, it has
downstream ram fications.

And we don't have to do that, because
we can create a new definition for an existing
val ue set, and that new definition, you know, can
be whatever we want, as long as the intent of the
val ue set aligns with the intent of the origina
val ue set, i.e., just like concepts, you can't
change the neaning of a value set willy nilly.

And so, as long as we are adherent to
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the original intent, preferably as described by a
pur pose, then we can nake substantial changes in
who we define the content of the value set

wi t hout ruining anything.

MR. GOLDWATER So |l et nme have a
foll owup question to Dr. McCure, and then, M.
Martins. So with that in mnd, if | were to say
give me the first two steps that sonebody that's
going to inplenment this new process woul d have to
foll ow, what would you tell nme?

MEMBER McCLURE: You're pre-supposing
| know what the new process is that we have to
def i ne.

MR. GOLDWATER: A process for
har noni zi ng nedi cati ons - -

MEMBER McCLURE: Yes that was a very

MR GOLDWATER  -- value sets --

MEMBER McCLURE: -- not very tricky
way of asking ne, so it didn't work.

(Laughter)

VEMBER M CLURE: But, so sorry, are
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you sayi ng, because we can --

MR. GOLDWATER: So we're going to cone

up with a --

MEMBER McCLURE: A new way of buil ding

new val ue sets, or --

MR GOLDWATER O a process --

MEMBER McCLURE: -- harnoni zi ng?

MR, GOLDWATER -- for building,
har nmoni zi ng nedi cati ons val ue sets in either new,
or existing, neasures.

MEMBER McCLURE: Well, | mean, you
know, so I'Il put on ny, | was a val ue set
devel oper at one point in ny life, and so |like
everyone here is kind of eluding to, the way that
you think about creating, really, any val ue set,
but it's very evident in a nedications val ue set,
is to think about the class of concepts in the
cl ass of nedications. They're inportant.

There are occasionally val ue sets
where that's already clear and you're really just
going out to figure out what concepts represent

the idea that you already very much have in m nd.
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But often tines, you're tal king about
capabilities of nedications that you need to
represent, and then you need to go and find all
of themand do a good job. And that's why it's
so inportant that we do have ways of being able
to do that.

And |'Il just reiterate again, | feel
noderately confident in telling you that there is
no exi sting non-proprietary drug classification
systemthat we can just sinply point to and use,
that is because of the conplexities of nmultiple
code systens in play, and the fact that it has to
be high fidelity and updated on a regul ar basis.

This is, if we think that it is
critically inmportant for the well-being of our
constituency, it's probably sonmething that we're
going to actually have to ask people to do. But
it doesn't nean that all of the value sets are
t hat way, you know.

For exanple, sonme of the ones that
were shown in your exanples where they're very

speci fic and they have very few concepts in them
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probably, because it was |like the
Warfarin-specific, right? And that was
Warfarin-specific is exists so that you can say
I"mallergic to Warfarin, and you do that at an
i ngredient level, and there's probably just one
concept in that val ue set.

And so those are pretty
straightforward. So there are sonme that are like
that, but | suspect we're going to have to take,
you know, kind of, say this is a need and then
nove on, in order to be able to get to the
subsequent steps, which gets to this issue of
and, in fact, it's what AQivier did that was one
of the reasons that we're, you know, he went
t hrough and did this analysis of value sets, as a
research project, he used your card stores, as
you know, and found all this overl ap.

And so, you know, that's what we need
to do is that we probably need to have sone way
of assessing the intent of the value set, and
t hen, and you have to describe that, and then

havi ng then described that intent, then you can
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begin to go and identify code system
characteristics that align with the
characteristics of your intent, and that's the
process of both, in my opinion, good val ue set
creation and good, you know, mning for
har noni zat i on operati ons.

MR. GOLDWATER: Ms. Marti ns.

MEMBER MARTINS: So | do want to make
a comrent about | egacy val ue sets, because |
don't think we can really escape them as nmuch as
t hat saddens ne, just because, if we think about
the path forward, if we think about new val ue
sets and how we're going to be devel opi ng them
we' re al ways going to be devel opi ng t hem agai nst
those that are already out there, and seeing the
har noni zation i s always going to have to happen
wi th what al ready exists.

So if, well, if we have a new concept
and it's very simlar to sonething that has
al ready been created, you're going to have to
deal with that |egacy val ue sets and nake a

deci sion on whether you're just going to create a
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new one and replace that one, whether you're
going to use the one that already exists, so you
can't, really, escape the value sets that already
exi sts.

If we were starting fromscratch, |
agree, we could, we didn't need to consider the
exi sting value sets. But because we are, there
are value sets that we have to live with, we're
going to have to nake a deci sion.

It could be that we don't use the
exi sting value set and we just start anew, but
the fact that the value sets are already out
there, neans that we have to deal with them

So as far as steps are concerned, in
terms of this new process, | think that whether
we' re tal king about harnoni zi ng existing val ue
sets, or creating new val ue sets, as Rob
i ndi cated, we need to define what is it that
we' re tal king about?

And, to nme, that goes back to the
intentional definitions, right? And it doesn't

have to be at a very term nol ogi cal -specific

Neal R. Gross and Co., Inc.

222

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

| evel .

Ji m Shal aby, who taught nme 80 percent
of what | know about term nol ogy, he always
describes the definition in plain English, what
the nurse, to doctor, whatever, who is defining
this concept, what does it nean, and you put sone
boxes around it. Wat is it that you want to do
with it? O, what is it that you want to
enconpass? And that, and to include in what, and
t hat nmeans i ncl usi ons and excl usi ons, and then
you refine those, as you nove al ong down to nore
conmput abl e ways of defining that first plain
Engl i sh.

So that woul d be the purpose
statenments, | guess, that you would start wth.
And once you have that then you can path one, new
val ue set, you can go to the existing val ue sets
and, really, search by nane, codes that you think
could be included in that value sets to try to
i dentify what your legacy is, and see if they're
appropriate, or not, or if you do need to create

a new val ue set.
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MR, GOLDWATER:. Dr. Schneider, and
t hen --

MEMBER SCHNEI DER:  Can | propose,
perhaps a five-point progran? The --

MEMBER MARTINS:  Yes.

MEMBER SCHNEI DER: | woul d pi ck up,
very much, on what we were tal king about this
norning, which is, you really need to identify
what is a good value set, that's sort of, you
have to establish the gold standard so that as
what ever work out of the future fits that.

And | think that a group that is in
charge of that needs to be established and firmy
establ i shed and they need to be recogni zed as
such. It doesn't have to be the federal
governnent, in fact, if it wasn't it would be
even better. Once you've got that, | think they,
and sorry if I'"'mtoo naive in this, | think there
are what | would call disharnmony candi dates.

You, kind of, showed us sone of these
here where it's like, yes, sonething's wong

here, or nmaybe sonething's wong here, and that
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m ght be internal to single neasure, for exanple,
it mght be internally consistent, or it mght be
we have two measures and the val ue sets fromthem
that are seemngly inconsistent with each ot her,
so identify several of those.

Then, the third piece woul d be, get
the intent fromthose stewards, steward owners,
because we established that they're the sane
thing, get the intent of those clearly defined.

And then, the next step after that is,
get the steward owners together and say, you
either have to justify to our new organi zati on
that we created that's, sort of, our governance
organi zati on, why these should remain as
separate, the sets, or bring themtogether as a
si ngl e harnoni zed set.

And then, step five would be to, sane
base i dea, take that new, whatever that new thing
is that cones out of it, or the justification
that you have to have two, and gets sone rea
live inplenmenters to try and actual ly inpl enent

this thing to figure out whether it is usable.
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And | just, that could be a, it, |
mean, | offer that as a franework to kind of run
t hings through that would help to deal with, it
deals with the old | egacy stuff, because you're
kind of working it itemby item but it also
creates the franmework of which new things nust be
done.

CO CHAIR LI EBERMAN:  Yes, | think |
was coming up with many of the sane ideas. And
think the, there are a couple parts here. First
of all, if we think about the new neasure
process, as opposed to an old, retooling old
measures, you woul d see that a devel oper that has
a concept that's thinking about sonething, they
need to be able to go out and find out if there
s an existing value set that nmeets their needs.

So you need a repository of these high
val ue sets and in that you need an arbiter to
deci de what is a high value set and who's going
to collate that and organi ze that?

So that's, part of this would be who,

you know, who's going to do that work and it, you
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know, it nmay be one group, it may be different
groups, based on the domain and that sort of
t hi ng.

Then the devel oper can then either
decide to use one of these, or they may deci de
that it doesn't neet their needs. Then there's
good reason why it doesn't neet their needs, and
so they can choose not to.

And then you also then, if they go
that route, probably, part of the neasure
endor senment process has to be sone sort of
det erm nati on whether that was the correct
choi ce.

So, you know, is there, again, you
need an organi zation that | ooks at that and says
yes that's reasonable, that is truly a different
concept, or no, you know, it's close enough, and
that may be, again, part of the, it would be nice
to be able to nove that into the endorsenent
process, but that m ght be a separate process, as
wel | .

And that's, | think, is going to be,
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you know, one of the real sticky points here is
who is going to do that work of both, of making

t hose val ue judgnents on those val ue sets, and
then, if you, so that's, kind of, froma new
nmeasur e perspective, and you can see the sane,
simlar thing what happened in this harnonization
process.

So it'll still be that you woul d,
basically, go through the sane process, but you'd
have to figure out who's going to make those
deci sions, as to whether there should be one, or
two, concepts in each of those cases, and if so,
what is the best definition for that one concept?

MR. GOLDWATER: Chri s.

MEMBER CHUTE: | want to address the
guestion of legacy. And let's be clear about
what | nean by | egacy versus non-|egacy. For ne,
| egacy, or the old way, is essentially an
enuner at ed ext ensi onal val ue set.

And the new way woul d be a nore
i ntentional, whether it's drug class, or

what ever, but sone kind of intentional design.
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But that's, so we're clear about what we need by
ol d and new.

When el ectric cars cane on the nmarket,
we didn't require imrediately that all gas cars
get off the road. Both kinds of cars can share
t he road.

And correspondingly, if we introduce
a new paradigmthat is to say, an intentiona
design principle for value set use in quality
nmetrics, or other use cases, it doesn't
necessarily nean that all |egacy val ue sets have
to get off the road. They can continue to exist.
They will live in the VSAC, they can continue to
be used, it's just that we probably don't want to
mne themfor creating a new paradi gm of val ue
sets. Excuse ne.

So the whol e question of whether we
try to harnoni ze exi sting value sets, at least in
ny sinplistic world, goes out the w ndow.

Because, what we would do is persist |egacy val ue
sets and then going forward, focus on the quality

nmetrics and the use case it's trying to address
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and create an intentional value set, that is to
say, a class |evel specification of what's
needed, and effectively ignore the enunerated
tedi um of the existing extensional value sets.

MR GOLDWATER: Rute.

MEMBER MARTINS: So | think we've
established a criteria, in terns of which val ue
set wins, and that is the intentional val ue set.
So as long as there are only extensional val ue
sets, as we nove forward and create val ue sets
for new concepts, or existing concepts, if
soneone goes through the work of creating an
i ntentional value set that actually produces a
| ot of overlap with the extensional, then whoever
has the extensional is probably going to have to
work to use the new intentional val ue set.

I ntentional beats extensional.

MR. GOLDWATER: So | think this is an
i nteresting process. It does bring up an
i nteresting point, whichis, we do have to pil ot
test something, so should the pilot test then be,

we choose three neasures, we | ook at the existing
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medi cati ons val ue sets, we map --

(Si nul taneous speaki ng)

MR. GOLDWATER:  You're sayi ng no?

CO CHAI R LI EBERVAN: No, go ahead.

MR. GOLDWATER: Again, | amnot a
physician. | don't play one. | amjust trying
to reconcile these various thoughts into a
process.

W take the existing value sets,
nmedi cati ons val ue sets, are we then looking to
try to map themto the classes that are, are they
in RXNorm now, or are they still in NDF-RT, or?

COCHAIR LIEBERMAN:  So | think that's
the part that we're not quite sure, but | think
the idea behind it is, is that you take three
nmeasures, you | ook at the nedication groupers in
them and you see if you can conme up at the very
hi gh | evel purpose statenent, are they really the
sane thing, are they trying, are they going after
t he sane concepts?

In the cases where they are, you then

create your intentional definition of that using
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med cl asses and, hopefully, NDF- RT, or RxNorm has
the capability to that, you then wite the
description using that, and then, again, using
the relationships within the term nol ogi es.

You can then explode out a |ist of
RxNor m concepts that you coul d conpare agai nst
the previous sets, just for, kind of, an
i nformati onal perspective, so the people would
know what they're using.

And that, it nmay always be the nore
the definition that's used, but that could change
over time as the relationships, or as the
t erm nol ogi es change, but | think that woul d be
the general idea behind it would be to start with
that, that definitional, the intentional,
definition of it, and then explode that out to
determ ne what actually that enconpasses.

MR, GOLDWATER: Dr. Heras, and then,
Chri s.

MEMBER HERAS: Yes, when we say about,
to define intentional nedicine, |I just want to,

you know, make sure that we're actually, you
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know, define a clear process, because | think,
previously, you know, for now, all the eCQWs are
actually, is tied to a nore static val ue set.

So if we're doing intentional value
set, then we have this different year of
reporting. I'mnot quite sure, you know, how
we're going to do that, because we're always,
| i ke, a one year behind, you know?

Li ke, this year we cone out with the
2015 neasure, which will be used for the 2016
reporting year, so if you're building, if you're
sending a report, creating reports during 2016,
and saying we are using intentional value set, at
that tinme, what exactly, you know, are you going
to always using the nbst up-to-date val ue set?

So |l think that's kind the issue, not
just sinply say intentional value set, but
actually we make this very clear and the
i mplications to eCQM devel opnent .

MR, GOLDWATER: Chris, and then
Marj ori e.

VEMBER CHUTE: | want to reiterate Dr.
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Li eberman's point, because | agree with
everything he said, but I want to nake sone
poi nts of enphasis.

The process is, as | see it, is we
woul d take three neasures and we woul d | ook at
t heir purpose and scope, but | also think we have
to go back to the devel opers of those measures
and clarify with them because the three, or
four, sentences that they wote in purpose and
scope may not be as conpl ete as necessary,
shocki ngl y.

And therefore, | think we really have
to have a dialog with the devel oper of the
nmeasures, what exactly was your intention here,
and have exquisite clarity, maybe, rewite the
scope in nore detail. Once we have done that,
then we can create an intentional val ue set.

The interesting question is whether
that intentional value set should be informed in
any way by the | egacy extensional value set and
bei ng, you know, a China-bashing-radical, trying

to, as in China sets, not the country, then |
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woul d assert that it really serves no purpose to
exam ne the historical |egacy val ue set, because
it was just an approximtion of what, inevitably,
of what the measure devel opers had intended in
the first place.

And we woul d get much nore val ue and
substance and reliability by going to the neasure
devel opers and saying what did you nean, and
starting over again in an intentional context,
then we would by trying to peer into the tedious
detail of historical enunerated content.

MEMBER RALLINS: Chris took the words
out of nmy nmouth. And I'd like to go alittle bit
further and put a finer point on it and say that,
| think we need to involve the neasure devel oper
along with the commttee that hel ped to do that,
but al so, to recognize that this represents a
significant culture shift that we need to think
about .

| think | said that earlier in the
day, but it really does represent a culture

shift, because these neasures, | don't know which
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ones we select, but nore than likely, these are
neasures that are used to report on, right, in
programs. So that, | nean, there's another whole
community, or industry, that takes the next step.

DR. H BAY: Yes |, not to sound
redundant, but perhaps sone of this may be. So |
agree with Chris, there's a lot of great work
done with the work, you know, that we've already
done with these value sets that are existing in
t he MJ2 nmeasures.

And ny prem se was al ways that you
cannot | ook at the content, the concepts, the
absol ute details of these codes, w thout the
peopl e who aut hored them and under st andi ng what
t heir purpose was, and so they nust be invol ved
with the process. | just don't see how we coul d
do that any other way.

And | agree with, also, just that
t hese concept, we can't throw the baby out with
the bath water, there's a |lot of good intention
t hat went behind there.

And then, also, Dr. Heras, if | could
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just conment to your, | think you were stating
sonme governance issues. So what do we do around
val ue sets and how do we keep these in and keep
t hese out and what's the process and how do we

i nform and those ki nds of things?

So I think the charge of this
committee is to imagi ne how we want the future to
be, and | think Jason very clearly articul ated
this norning that we have sone parking | ot issues
that we need to be concerned with, and sone of
t hose are: yes, we recogni ze there's going to be
governance issues that cone out of this; yes, we
recogni ze that our process that we are going to
develop is going to ask us to | ook back at the
MJ2 measures; and, yes, our process is also going
to ask us to | ook forward, not just at new
measures now, but, you know, additional neasures,
t oo, because we al so are working with other
groups, sone of you nmay be involved with Rob
McClure's group, which is | ooking at when we have
to make substantive changes to a val ue set, you

know, m dstream or md-inplenentation year. So,
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you know, we can see the parallels that will go
with those three iterations, but, you know, we
want to think about those things that are
governance, but really are charges to be

i nnovative, bold, all those good things, and
create a process that works, if that's okay.

MR. GOLDWATER: Ms. Marti ns.

MEMBER MARTINS: So it seens to ne
that we're really all saying, and going back to
the i ssue of | egacy and conparing directly and
all of that, none of that can be done w t hout
knowi ng what the intent is.

It's just a matter of how you're
asking the question. Are you asking, does this
bel ong, does this not bel ong, does this neet your
intent, does this not neet your intent, which is
really trial and error versus having the people
who established the value set articulate the
purpose, and that's hard and iterative, but it's
what shoul d be done.

So really there is, it's a non-issue,

whet her we're doi ng the extensional |ist
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conpari son versus the intent. The intent is
needed to do that extensional conparison, it's
just keeping it at that level to nake it a
process, better process, noving forward.

And then, ny second item which I, of
course, forgot, is, oh, the issue of intentional
definitions versus the expansions. | agree with
you, Marjorie, it is a huge shift, but do we have
to, are we biting nore off, nore than what we can
chew, at this point?

So | would propose that there's a
happy medium There's a happy nedi um of val ue
sets that have intentional definitions, and that
produce expansions that are frozen and used in a
program for a specific year. W don't |ose the
intentional definition that will be key to
mai nt ai ni ng val ue sets harnoni zed, but we're al so
not sayi ng oh ny God, everyone is going to have
to deal with dynam c value sets right now.

MR. GOLDWATER  Dr. Che.

MEMBER CHE: So | want you to | ook at,

alittle bit, of end state of this work. After
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we devel op a set of, you know, wonderful
princi pl es devel opi ng the val ue set, or
har noni zi ng the val ue sets, how we can, you know,
di stinguish this set of value sets. Say, this
has been reviewed and applied it with this set of
ri gorous principles, so other people, or a future
user, can see it and will trust that this set of
val ue sets.

| nean, literally, today in VSAC,
anyone can create a value set, whether it's, you
know, has a good intention, or a bad m stake, the
duplication will be created.

So for future user, if this set of
val ue set has been applied with the principle,
and so they will trust, they will trust that, you
know, all the naintenance, or all the good stuff
has been in place, then we will know this val ue
set is something we'd |ike to use. You know,
that certainly have higher score than the rest of
t he value sets on there. So, | nean, this is
probably just sonme end state that we want to

apply, please.
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MR. GOLDWATER: Dr. MO ure.

MEMBER McCLURE: Thanks. So a couple
of things. The -- I'mgoing to nention it and
then "Il conme back to it -- this issue of the
use of class, drug class, we need to be careful
about basing all of our, kind of, core work on
t he assuned exi stence of a class systemthat we
can utilize, because | don't think it exists,
yet.

And so | think there's a | ot of other
things we can do that isn't dependent on
literally getting an intentional definition,
based on a cl ass, and doing analysis of the
actual expansions that are generated, based on
that, conparing against that sort of stuff. |
nmean, that's part of it, but | think there's
ot her things that we can do that will be really
useful, al so.

And so what are those other things?
So | think, we tal ked about this, and | think
there's a ot of value and we don't even have to

stay just on drugs, if we wanted to do this, and
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that is getting clear scope, or purpose
st at enent s.

So again, we tal ked about the need to
go back and work with the stewards of these val ue
sets, usually, steward of the neasure that was
utilizing them and work with themto understand
what is an extrenely clear, concise, thorough,
purpose that is what we need in order to be able
to actually do harnoni zation. So establishing
the criteria by which that can be done and doi ng
it, as a part of the work that we need to do, it
doesn't have to be restricted to drugs and is no
smal | feat, having been struggling to get people
to do it.

So | think that that's one kind of
thing that's an inportant el enment of our work
that applies both in the harnonization process
goi ng forward, process can be done right now, it
doesn't require anything nore than what we
al ready have avail able to us.

Simlarly, other things |ike that,

that are a part of what | would call value sets
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net adata, you know, we could tackle, like, and
you had nmentioned, and | actually liked this
idea, in that typing, |I'll use this general
phrase, typing value sets, and by that, | nean
classifying, giving thema type, and thinking
that through, in the context of the sort of
things that | had tal ked about. And ot hers have
tal ked about, like this idea that certain val ue
sets are in the context of use describing a
request that data be encoded, and that has
certain qualities, with regards to the concepts
that you want to put in there that are different
from actually, drugs fall into this second
category nore often, an exhaustive list of all
possi bles that aren't traditionally captured, and
t herefore, you need to be good about naking sure
your definition really does get all of them

You know, these other ones, that may
not be true. And so coming up with ways of
t hi nki ng about the types of value sets there are
t hat give cl ear gui dance about differences in

approach is also sonmething I think we can do and
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that doesn't require, | mean, we have all the
tools available to us, | think, to do that.
Anot her element to this is, well, that's -- |et

me just stop there, with regards to those things,
| just want to answer sone ot her questions.

There is, once we really get going on
actual content, we step into sone inportant
techni cal issues that everybody has to understand
in order to really, you know, | think,
participate in a valid way.

So we tal ked about some of them |ike
the i dea we can nmake suggestions with regards to
the definition of a value set. The whole idea of
val ue set definitions, and I'mso glad to hear
sonme of ny coll eagues using the words val ue sets
expansion, that there's a difference between a
val ue set definition and a val ue set expansion,
and | hope everybody understands that here, and
if you don't, it would be worthwhile to take a
little bit of time to clarify that, because val ue
set, the use of value sets uses val ue set

expansi ons. The creation of value sets at a
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val ue set definition, and while many tinmes they
are in many ways the two sides of the same coin,
they aren't always the sane coin.

And the fact is, we can make changes,
as you were nentioning, once we get to the part
where we're really suggesting for a particular
val ue set a particular change, we can nmake those
suggesti ons w thout inpacting regulatory
activities right now That is an absolute fact.

Now, how we do that requires us
speci fying things that, traditionally, people
haven't thought about. This idea that a val ue
set definition is one thing, and what regul ations
use is another thing, it's a val ue set expansion

And so |'msaying that as one exanpl e
of a nunber of things, where | wonder if the
commttee, there are sone places that we can
begin to do work that | think would be extrenely
val uabl e work that doesn't get us into an area
that | have grave concerns about, with regard to
t he nedi cati ons exanple, specifically.

And that if we propose that our
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del i verabl es are an exact analysis of specific
val ue sets, clearly part of what the charge was
that you were given to do work on harnoni zi ng

val ue sets, but when we get to that point, if we
focus on nedications, likely, we will want to use
drug classes as a way to support that, and |I'm
telling you, that thing is not ready.

And so | don't want us to immedi ately
get to that door and give up. | want us, | think
there's other things that we can do before we get
to the point where we, then say okay, here's
exactly the qualities of a drug class systemthat
are needed, and where do we get that so that we
can actually nake defensible, valid changes to
val ue sets based on that.

MR. GOLDWATER  Zahi d.

CO CHAIR BUTT: So yes, | think I
agree with Rob that we'll find many use cases in
whi ch the existing classification will not
support the need for a specific use case in a
specific nmeasure, so | guess, in terns of, since

we are sort of forward thinking and so forth, one
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coul d enunci ate sone sort of ask that perhaps the
situation should be then handl ed by, obviously,
creating a value set that fits, fills a need now,
but then, whoever is, sort of, responsible for
that domain is then asked to fill the gap and
define what tine frane it would be needed to fil
t hat gap

Because, you know, we're going to have
to, sort of, you know, sort of, dance and chew
gum at the sane tine in many of these instances,
so there needs to be sone guidance, in ternms of,
you know, what are the couple of different things
that we woul d recommend, as a conmm ttee, that
need to be incorporated. And while there's, sort
of, a dual track that you just don't sit while
sonebody is going to add a new cl ass, or
what ever, but there's got to be sone internediate
way to handl e the need, the imredi ate need.

MEMBER McCLURE: Just one qui ck
response. And, you know, | keep harping on this
drug class thing, but there are other things that

we can say about nedications. You know, RxNorm

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

doesn't, people may disagree with this, but
RxNor m doesn't have drug classes in it.

It's extrenely useful and it uses it
by the fact that it's not a hierarchy, it's a
series of attributes, and there's a |lot of what's
done in creating the current drug val ue sets that
use those attributes in order to be able to
create the content. So there are some things,
again, getting to definitive suggested, what
appear to be disharnonies that coul d be resol ved
by describing an intentional statenment, wth
regards to use of code systens that we can do.

CO CHAIR BUTT: Ri ght.

MEMBER McCLURE: W just can't do this
one, one other thing.

CO CHAIR BUTT: R ght, and -- the
other thing is this extensional versus
intentional. They're again, sort of, pros and
cons in ternms of actual inplenentation, because
no matter how you |l ook at it, an extensional is
obviously clear, because it's there.

| ntenti onal needs translati on and t hat
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transl ati on needs to happen either at the
i mpl enentation level within an EHR, or within the
data extraction process where there's a
transformation i nvol ved, or at the |evel of the
eCOM engi ne, sonewhere along the line there has
to be a translation that needs to happen for it
to be reflected properly. So there is that |evel
of, in a sense, shifting of the overhead that
woul d be required.

And especially if, on the
i npl enentati on side, they have to incorporate
things that are captured within an EHR and drugs
is probably not the best exanple of that. It's
much nore when they have to capture things |ike
device applied, or those types of things that are
docunented either by a nurse, or a physician,
then they would have to internally reference the
ontol ogi es and naintain sone | evel of that.

And knowi ng sone of the hospital that
we run into, it's going to be a challenge for
them to manage that whol e process. |'mjust

putting on the table the reality of what's out
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there in a lot of these hospitals where they are
just, basically, barely able to understand what
VSAC i s.

DR. SKAPIK: So | think that, you
know, Rob's point is a good one and there are a
nunber of points that | think we've heard today
that are perceived this early on in the process
as potential, real limtations, or barriers to
this overall work.

| would suggest, and | think it would
be hel pful to us to hear right now fromyou, not
ri ght now, aloud, but perhaps for you to conpile
this list of potential limtations and barriers
that you see today ahead of you. Because there
are potential streanms of work, and there are
actually sonme ongoing streans of work to address
sone of these problens.

And hearing fromthe Conmittee that
this is going to limt your ability to get the
j ob done on this specific project, | think you're
one of many groups of people who have faced these

limtations and been harned by them and so it
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m ght help to encourage us to really push sone of
this work forward, even as you continue to work
on this project.

MEMBER RALLINS: Just, we've just
covered a ot of ground. And | was wondering,
Jason, if we could sunmari ze? Because in the
context of harnonization, what it sounds |like to
me, and | could be wong, is that we're not
necessarily harnoni zi ng across, you know,

di sparate value sets. What it sounds like is
we' re taking various neasures in |ooking at the
val ue sets that exists within each neasure and
| ooking at it a different way.

So taking the extension and the
i ntentional, the extensional that already exists
and | ooking at how we can build an intentional
value set. That in and of itself gets you to
sone type of harnonization. |Is that where, is

t hat where we are?

MR. GOLDWATER: That's correct. Before

you speak, Julia, do you want ne to, sort of,

sunmari ze and tal k about where we are?
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(OFf mc coments)

MR, GOLDWATER: kay. So, and |'m
sumari zi ng and conpiling the many thoughts that
have circulated in the |ast hour, but it seens
that there was two trains of thought. The first
was to set up a pilot process by choosing three
nmeasures. By then, engagi ng and, presumably,
that woul d be NQF that would take the | ead on
t hose.

Engagi ng with the devel oper of the
val ue sets to specifically get at the purpose and
scope that is probably as, | think, there was
consensus naybe inadequately defined in the
docunent ati on.

And that we need to then have a
conversation to get a nuch nore expansive view of
what that scope is. Once we get a better
under st andi ng of what scope is and we have
clarity over what that is, is then subsetting to
nmedi cati ons, which was the initial proposal, was
then to, sort of, create an intentional val ue set

based upon what that scope was defined as, and we
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are informng fromthat intentional value set
what those nedi cati ons would be, within each of
those three nmeasures, Marjorie, that we are
di scussing. And that would get us to sone degree
of harnoni zati on.
| do want to add that it's a pilot
test, so this is not sonething that we're going
to do and it's going to go live and then
everybody's using this, because, | think that
woul d be highly problematic, and given, sort of,
t he i ssues surroundi ng nedi cation intentional
val ue sets. That could be very problemtic, to
sone extent, so we don't want to be doing that.
But it was just a pilot process to see
if we are able to get to the actual purpose and
scope of the value sets, |look at intentional
val ue sets and create them are we able to get to
sone degree of harnonization that would then be a
new path forward, and as Marjorie, | think, very
el oquently put, is a massive and significant
culture shift in the way we are doi ng things now.

The other train of thought is what Dr.
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McCl ure was saying, which is in a nutshell, those
types of values, intentional value sets with drug
cl asses are not ready. They're not ready for
prime tinme. Perhaps, we should not be focusing
on nedi cati ons exclusively, perhaps we shoul d
either 1 ook at sonmething el se, or be nore
expansive in what we are doing. But in reality,
before we get into any sort of pilot testing of
anyt hing, that we should be exam ni ng nore
specifically, you know, the issues that are
surroundi ng why harnoni zation is an issue in the
first place.

Getting, again, to the intent and
pur pose of the value set, understanding why the
val ue set was created, potentially |ooking at a
way of typing quote, unquote val ue sets and
having, | guess, a classification schene with a
different types of value sets that there are, and
that that's sort of nmay be the activity we
pursue, rather than pilot testing, which was the
initial goal. So, Marjorie, that's sort of the

two things that we were discussing. Go ahead.
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DR. SKAPI K: Yes, so to the scope of
the project, | think, you know, sort of, there
were a | ot of ideas back and forth as to whether
or not the scope should be related to specific
measures, or it should be related to domai ns that
exi st across neasures. | think that, you know,
as the client we would be very pleased if you
took on three domain concepts that exists across
neasures, as nmuch as if you | ooked at the entire
content of neasure val ue sets, specific nmeasure
val ue sets.

And | think that in terns of pil ot
testing, | certainly agree, we don't expect
wi despread i npl enentation during the pilot phase.
You know, it may be that you decide that you're
going to get better information by doing
wi despread community engagenent and revi ew of
content, as much as a single site inplenenting it
m ght give you less information. So | think
we' re open to, you know, discussion about what
t he nost effective way of determ ning whether or

not a proposed solution is successful, and that
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MR, GOLDWATER: Right.

DR. SKAPIK: -- the domain is still,
in nmy mnd, on the table.

MR. GOLDWATER: Right. So before |
get to ny goals, |I nmean, we may pilot the
process, it may fail mserably, we may, | nean --
usually failure's a harsh word, but it may not
be, it may not work. W may think, Dr. McCure's
totally right, we should have |istened to himall
al ong. Wiy were we consi dering anything other
than his? So, |I'msorry, blah, blah, blah, blah.
But, | nean, that's the purpose of piloting
sonething is to see if it is going to be
successful. Dr. Mdure.

DR. SKAPI K: And one nore conment on

t hat .
MR GOLDWATER  Sorry.
DR SKAPIK: In the terns of
medi cations, | could see you doing the work in a

way that would set you up to put in the drug

class information that's appropriate and
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reliable, in the future when that woul d be

avai lable. If, you know, assum ng that you, sort
of, the way that you go about the process |eaves
you a space to plug that information later, if
need be.

CO CHAIR LIEBERVAN:  And | think it's
all related in that what we started with is that
we had these collections of values that seemto
nmean the same thing but are different. And what
we've come up with is that we need to really
define well through the statenent of purpose, or
what ever, what that concept is that we're
addressing, so that we can decide if in fact they
really are the sane. And | think that's
absolutely the first thing to do.

But then, | think the second part is,
when you're trying to determ ne whet her or not
they're the sanme, or whether or not this concept
neets what you want to do, that what woul d be
really useful is to have that, what we're calling
that intentional definition, or that | ogical

definition, using existing nedical term nologies
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that will allow us to do that.

So that it could be using drug
classes, if they're there and they work for that
concept, ny guess is beta bl ocker, or ACE
i nhibitor, or, you know, ARB, it's probably in
NDF- RT now, and probably would work well, and
there are |l ots of occasions where it wouldn't,
but | think there are occasions where it woul d.
And there m ght be other exanples, nmaybe, SNOVED
and drug classes in SNOVED and concepts i n SNOVED
woul d work well, as well, to define that concept
that you're going for.

But if you could put it in ternms of a
standard term nol ogy that we have, then that
gives you the ability, in theory, over tine, to
be able to actually conpute what that |ist |ooks
like, in terns of other, you know, other types of
information that m ght be collected. And it
makes it, it gives you the potential to have that
el ectronically presunable nmeasure that we're
| ooking for that is easier to maintain over tine,

as wel | .
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MR GOLDWATER Dr. MCure.

MEMBER McCLURE: Al right, just a
couple of things. One, | forgot, in ternms of the
things that you were listing that | would
encourage us to consider for this additional
net adata of val ue sets, so one is this typing.
The other is, | think sonmething that you
mentioned, and it's certainly an NQF thing,
gquality, right? And so if there's a way that |
woul d encourage us to think about descri bing
guality of value sets and having sone way of
bei ng able to describe that.

And the other thing was, | forget. It
was sonme technical thing. But anyway, | forget.
Ch, | know what it nowis. W've tal ked about
t he i nportance of scope. There's another part of
this: the nane of the value set. And so | think
we ought to tackle good nam ng practices, and we
suck at that.

(Laughter)

And so any, you know, good, | think,

if we can give really clear expectations with

Neal R. Gross and Co., Inc.

259

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

regards to nam ng that would really be
beneficial, in terns of harnoni zati on and
describing things. | would add to that, we need
to consider in the context of the way the VSAC
wor ks and its use of grouping val ue sets and what
are called the nunerating val ue sets, but grouped
val ue sets that those are qualities that are

di fferent.

Those are different kinds of val ue
sets and we need to cone up with guidance that
clarifies expectations with regards to the use of
grouping, right? | have sone biases about that.
And then, how that applies to these things that
we just tal ked about, what do we expect to see in
t he context of a good scope for a grouping val ue
set, versus the grouped value set, and simlarly,
t he nam ng conventi ons.

| think that would do a lot for our
core deliverables, which is make it clear when
things are the same, or not, when you just | ook
at lists.

MEMBER CHUTE: Very briefly. Many
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artifacts, in term nology and el sewhere, have two
nanes, because if you make what's called a
fully-specified nane, which is usually sone | ong
run on sentence that nobody wants to use, it
doesn't get used, shockingly. But you need those
t o di sanbi guate what the heck you're talking
about .

So | think we have to think about
this, in terms of having a fully-specified nane
that is really alnost a kind of docunmentation
and then, maybe, a friendly nane, or a conmon
nane that references the same artifact. And you
have to separate those puppies, otherw se, you're
going to say oh that nanme's too |long, we can't
use it. And it's okay for a fully-specified name
to be too I ong, because nobody's going to use it.

MEMBER MARTINS: So | just wanted to
go back to your summary, Jason. And, you know,
the notion of intentional definitions and how
t hat woul d provi de harnoni zation in and of
itself, and how, and | think, Mke, you spoke a

little bit to nore, how harnonization is going to
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occur once we have determ ned what the intention
is, right, what the intentional definition is.

|f the intentional definition nmatches,
then we have a problemw th duplicate val ue sets,
really. W haven't gone into the weeds seeing
whi ch particul ar codes are not aligning. Cool.
And so what | wanted to say, really, is that
that's an extrenely iterative process, both
wi thin, we each defining each value set and then
trying to identify where the m snatches are.

You don't know what you don't know
until you're faced with soneone el se's
i ntentional definition of sonmething that may be
rel ated, but not quite what you're trying to get
to. So just a cautionary comrent there that
there are going to be sonme hurdles, | would say,
that you can't just really sequentially address
this and now we have definitions, so now we're
going to conpare, we're probably going to have to
go back and forth.

And then, | really like the idea of

all of this quality criteria for quality of a
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val ue sets, and | think we should build it in
into the intentional definitions. W should
build intentional definition tenplates for
certain types of value sets that can then be
popul ated with the donai n-specific information,
but to have the term nol ogi cal part figured out.
So that's, | think, a way to marry those two
approaches, or those two areas that were being
di scussed.

(OFf mc coments)

MR, GOLDWATER: kay. Dr. Zahid, and
t hen, Marjorie.

COCHAIR BUTT: So | think Julia
nmenti oned, |ike, domains going across neasures,
so | guess one definition m ght be domain m ght
be nedi cations goi ng across neasures, or what |
was trying to define earlier was the concept of
each construct within a neasure, like, you know,
the different popul ations and their use cases.

Because, | think, again, when we talk
about the quality of a value set, there may be

sone qualities that can be defined in treating
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the value set, sinply as an isolated entity,

whi ch has no relationship to anything else. You
coul d define sone qualities, or attributes, or
best practice in creating a code set.

But, | think, in many cases, the use
of that value set in the context of an eMeasures
i mpl enent ati on, has other aspects that get into
play. For exanple, which conponent of the
measure construct is it going to be applied at?

Because your, you know, granularity,
or value, mght vary, you know, where you apply
it. And the sanme thing m ght be true of how does
it inmpact the data capture work flow when it's
i mpl enent ed?

So | think those need to be an
essential component, in addition to defining
what ever characteristics are defined off a good
val ue sets and isolation. And so | think,
sonehow, we need to capture that sense that gets
comuni cated to whi chever group that is going to
do this work.

MEMBER RALLINS: M ne was just a
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foll owup question to Rute's. When you nentioned
about figuring out the term nol ogical part, what
did you nean by that?

MEMBER MARTINS: So for instance, if
you' re thinking about a RxNorm value set and it's
a value set that is supposed to capture
medi cati ons to be adm ni stered, defining which
termtypes you would want to include in the val ue
set. And that's the standardi zed way of naking
it part of the intentional definition.

| mean, SNOVED would, if we went into
SNOVED it would get it, Rob's typing of val ues
sets, right, how are we going to devel op? So |
don't know if we can fully devel op intentional
rules for that sort of infornmation, but we can
certainly try.

DR. SKAPIK: Yes, to Zahid' s point.
| woul d consider nedications an awfully huge
scope for a pilot. | think it mght be nice to
try, maybe, a class of nedications as a pilot.

| would hope that, you know, whatever

process the pilot works out is sonething that
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with a significantly |less effort could be scal ed
up, so that if you were to take a single group of
nmedi cati ons and create a process that was
successful that it would be relatively less tine
and | abor intensive to repeat that process for

ot her cl asses of neds.

MR GOLDWATER:  Dr. Bregnman.

DR. BREGVAN. | was just |ooking at
t he agenda and it | ooks |ike we have an hour
until we're supposed to have public conment, if
we're still sticking to that?

And we have a | ot of good ideas, |
just thought we should start witing them down.
|"msure you're already witing them down, but
wite themdown in a place where we can see them
and just to make sure that we agree and that
we're not getting too anbitious about what we're
pr oposi ng.

And | think Julia just suggested a way
tolimt it so that we aren't going to get too
anbi ti ous, but also that would be steps that

t henmsel ves aren't too anbiti ous.
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MR. GOLDWATER: Here's what | think we
have so far, in terns of what we would do for the
pilot. And let's see if we can, do you want to
wite them down?

(OFf mc coments)

MR. GOLDWATER: Are we able to wite
t hem down on a -- we you able to create a slide?

A white board? It's right there. So
we're going to go to rudinentary technol ogy for
this one.

So | think there's going to be two
such of things we're going to do. Ch, one is
going to be the pilot test. Actually, |I'm going
to say there's three things we're going to do.

So one is the going to be the pil ot
test and we'll set that up. The second are going
to be sonme of these other issues that surround
val ue set harnoni zation that we will continue to
anal yze t hroughout the course of the project that
may affect val ue set harnonization, but we don't
want it to interfere with our conducting of the

pilot test.
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And then, the third are, these
wonder ful ideas that we don't want to | ose, that
we want a parking ot to go back to in the course
of these discussions we'll have with you and with
our technical expert panel.

So in ternms of the pilot test, the
first thing we will do, and we'll have to do this
after we wite this down, are three neasure
domains. Julia, is that what you want, domains
that cut across neasures? kay. So we want to
identify three nmeasure domains.

W then need to have, secondly,
conversations with the value set stewards to
i dentify the purpose and scope of the val ue sets
within these domains. And NQF will take the
responsibility of that, so that we are very
descriptive with the purpose and the scope.

W will select a class of nedications,
rat her than taking on nedications as an entire
topic. So these are a couple of things we're
going to need to resolve in the next few m nutes.

W will then go to our technical
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expert panel and ask them on three separate
occasi ons, to take one of those neasure donmi ns,
make sure we are explicit with the purpose and
scope of the value sets, what nedication class we
are | ooking at, specifically, and ask themto
create an intentional value set, presumably,
using RxNorm wunless it's not, or -- Chris.

MEMBER CHUTE: You coul d use the
standard nedi cal, standard nedical term nol ogy.

MR. GOLDWATER: Use the standard
nmedi cal term nol ogy? What term nology should we
use?

MEMBER CHUTE: Yes, | don't have to
m cro-specify that, but I'mgetting tripped up on
this class bit. | didn't understand your point.
Because, quite frankly, the whole prem se of
i ntentional value set definitions, particularly
in medications, is that you woul d use drug cl ass
to specify what you nean.

So you woul dn't be focusing on a
cl ass, you'd say, you know, | want an

antithronbotic, you know, that's a drug cl ass.
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You're done. That's the value set. Then you
| eave it for one of these nonenclatures to do the
expansi on.

And by the way, Rob just came over to
me with a news flash that yes i ndeed RxNorm does
have drug classes. W don't know their quality,
but they are, at |east, begun in a nore
conpr ehensi ve fashi on.

MEMBER McCLURE: Yes. So he's right.
Made a couple, they added, this is new, but
there's something called ATC Codes. Now, ATC
Codes have been around a long tine, they've
actually, they're used internationally. W won't
engage in a discussion about their quality.

There are very strong opi nions about their
guality, but they are now in RxNorm

And so |'Il ask, there's actually two
now, they put in also links to match, which I
bel i eve, probably, are com ng through NDF-RT
there, and sone of the other work that's being
done. And so that one also may be spotty, in

ternms of it, but there are enmbedded now i n RxNorm
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ways of using drug cl asses.

You know, for example, Penicillin G
using ATC, or is it MeSH, one of them doesn't
have beta-lactans as one of the classifications.
So there's that.

The other point, just, if |I may, since
|'ve grabbed the mic that, you know, again, we're
focusing on nedications, |I think, for sone
reasons that we've discussed.

But this idea, you know, kind of
j unpi ng on what Chris was saying, of using
classes, let's be a little cautious about using
the word cl ass, because what we're tal king about
is hierarchies, right? And that applies
ever ywher e.

Soit's alittle wong to say cl ass
when you' re tal ki ng about sone of our other
term nol ogies, but it's always right to say
hi erarchy, and that's what we're tal ki ng about.

And the point that Chris is naking,
which I think is worthy of sonme di scussion, naybe

not right now, but at sone point, is this issue
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of having then specified, you know, and you have
to do sonme anal ysis.

You have to say okay, |I'mgoing to go
| ook. GCh that term nology has that
classification system there's a concept that |
want. |'mgoing to say that concept, you can't
just wal k away.

Now, you know, what Chris is saying is
it may be in sonme domains given the kind of trust
rel ati onship that nmakes sense, in terns of the
process that you're descri bing.

You put any antithronbotics |I'm done.
| don't care what's underneath there, because the
group that decided what's underneath there is
nore reliable than | amand |I' m cedi ng
responsibility, in a sense, to that process to do
t hat .

But that's going to be the kind of
thing, again, | want us to not skip over that.
That's exactly where we need to provi de gui dance
so that authors know when they can do that and

what that nmeans to them versus when they
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shoul dn' t.

So they, you know, and shoul dn't
means, in this case, go and get it and look at it
nmake a change to it. Record that change as a
part of your definition, right?

Now you can't just say this thing and
all of its decedents, you can say this thing and
all its decedents, but now renove this, renove
this, and what are the consequences of that?
GQuess what, now you're in the gane, every single
time the thing is updated, right?

So these are all, | think, elenents of
our process that woul d be wonderful to see
speci fied by an authoritative group and that
woul d t hen nake the process of harnonization nmuch
nore clear, because you could al nost, we could
al nost get to the point, and I think Chris woul d
be in real support of this, where harnonization
is a nechanistic thing, right? Because you're so
wel | -specified in what you' re doing --

MEMBER CHUTE: Right.

MEMBER McCLURE: -- that you'll |et
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the conputers do it, and then you just kind of
review it.

MR, GOLDWATER: Julia, and then,
Howar d, and then we need to get back to our --

DR. SKAPI K: Yes, and perhaps | should
have been a little nore clear, in regards to ny
use of the termcl ass, because obviously there
are multiple ways to create classes with
medi cat i ons.

Specifically, I was intending, and |
think antithronbotic is a good exanpl e, across
t he neasures there are a nunmber of different,
sort of, groups of value sets that describe
things that are used for the purpose of
preventing, or treating, potential thronbotic
events.

However, across the entire set of
nmeasures there's a very heterogeneous groups of
those things. And for sone of those, there's
very intentional reasons. And for others of
those there are, and | nean intentional, the T,

and for others of those there's less clear as to
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why there's lack of symetry.

And | think, you know,
anti hypertensi ves, antithronbotics, those are
good exanpl es of where you quickly, sort of, find
yourself in this nmurky place and you need to
deci de, you know, know ng how het er ogeneous a
group of things like this are, that m ght all
satisfy the same criteria for sone neasures, but
not others, how do you harnoni ze, how do you
i dentify, where do you need to nake those manua
deci si ons and where does an autonotive process
neet the needs of the overall goal, just to make
the value sets reflect as perfectly as possible
the clinical intent w thout having any
unnecessary, |ike, whatever the termused at the
begi nni ng, unjustified descendants, sonething
i ke that?

MR. GOLDWATER: So before | go to Dr.
Bregman. So, Julia, just let nme be clear, what
is it exactly that you want us to be | ooking at,
is it nmedications, as a whole, is there a

particular type of nedication, is it, you don't
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have to do that, just speak your answer. |It's
fine.

DR SKAPI K: Well, Rob knows that one
of the itens on ny wish Iist was actually
encounters, but I"mnot here to speak to the
group as to, you know, what you wanted to go
after.

Encounters is extrenely chall engi ng,
because it's present in a huge proportion of the
nmeasures. So it may be to your benefit to go
after sonething like antithronbotics where can be
alittle bit nore, sort of, nechani zed, as Rob
said, than sonething |like encounters in which you
m ght experience a cat fight between neasure
stewards over the exact definitions of what neets
the criteria to get into a neasure popul ation.

MR. GOLDWATER: Dr. Bregman, and then

we'll get back to this.

MEMBER BREGVAN: | just want to ask a
hypot hetical. So suppose a val ue set,
essentially, was a list of penicillins, oral, not

i n conbination with other drugs. That's the
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val ue set. Wat would the steward cone back and
say if you asked them just that?

MEMBER CHUTE: If | could try to
answer? And so |'m confused about stewards and
articulators and authors at this point. But
|l et's say that the value set, sorry, the quality
metric devel oper really intended oral penicillins
and wanted to exclude other kinds of penicillins.

| think an approach to that woul d be
for themto specify the drug class of penicillins
and ideally reference a term nol ogy such as
RxNorm assuming that it's satisfactory, we don't
know t hat vyet.

And then, in this case, specify the
route, which would be oral, so it would be the
uni on of those two things. You' d need sone |ogic
statenment in your inplenentation.

Now you, as an inplenmenter, at |east
at the vendor level, and | assune you're
i mpl enenti ng on behal f of your clients, would
t hen have the chore of | ooking up what

penicillins nean, and the RxNormthinks that you
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could do the expanded |ist, just to nake it
practical in your backyard, and | don't know an
epic, | should, because |I'm at Hopkins now, but |
don't, | don't knowif route is an explicitly
encoded variable, but let's assunme that it is,
then the quality nmetric would be the union of

t hose two expanded li sts.

MEMBER BREGVAN. Ckay, so then our
specification the response -- yes, |'mjust
| ooking at 4(b). So what we're asking the
measure author to conme back with is, essentially,
a logical statenent that defines the val ue set
using --

MEMBER CHUTE: And they have to draw
their |ogical statenment predicates from an agreed
upon or -- this goes back to our first
conversation today. The principle of what
term nol ogi es woul d we designate as acceptabl e
for the frameworKk.

| nmean, you couldn't have quality
nmetric devel oper A say well, | want NDF codes,

and then, you know, expand those. And then

Neal R. Gross and Co., Inc.

278

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

279

anot her cone back and say well, | want RxNorm

codes. And then you get another one cone back
and say well | want First Databank codes. That
won't worKk.

W have to say up front, okay, if you
want to specify drugs, here's the nmenu. And
| et's assune for the nonment that it's RxNorm drug
cl asses, that they proved to be satisfactory
eventual |l y.

Then the netric devel oper woul d have
to choose classes fromthe nmenu that exists. And
they may need to do some |ogic, you know,
excl udes, includes, |ike the wonderful exanple of
opht hal nol ogi ¢ beta bl ockers.

MR. GOLDWATER: kay, so I'mgoing to
go back, again, through the people that have
rai sed their hands. And | would, again, just ask
your comrents to be brief, so that we can try to
finish up here before quarter of 4:00 p. m
Zahi d.

COCHAIR BUTT: So | would think, in

Howar d' s exanpl e, once they have sel ected
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what ever class they were going to select, | would
think that they would then be required to see the
menbers of the class and see if they nmet the
intent of the neasure. And if it didn't, then
they have to go the alternate path. | would
think that would be part of this exercise.

MR. GOLDWATER: Dr. M ure.

MEMBER McCLURE: Yes, so actually to
answer that question, | mean, | still think we
follow this process. There's sone technical
nuances here, but we do have the ability, for
exanple, now in one place, to select things based
on classes and get the things that are
orderabl es, or things that you get exposed to, so
that's good.

But to this point, |I think that there
will be many times where in fact given the way
that these value sets were originally created,
that the class ---- the available hierarchies in
t he sel ectabl e code systens that we woul d specify
won't give you exact lists that you want. And so

t he assunption would be that you would, in fact,
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have to do sonme mani pul ations. W want to see if
that's truly true.

And | think that gets to the point as
to how we -- how we phrase the process -- you
know, create the process and phrase the question
so that we do at some point -- one, ask them
start with this, and then, two, say isn't it good
enough, right? This whole issue of, yes, that
drug's not in there, and you woul d have to create
this one off thing, what shoul d happen there?

Is it that they nade a m stake and you
know better, that class drug belongs in that
class? O is it that you really need to do two
things in your logic instead of one? You know,
that's a part of the process that we need to
clarify and engage themin, in order to be able
to see how the harnoni zati on process can occur
down t he road.

MR, GOLDWATER: Julia, then Rute.

DR. SKAPI K: Yes, and again, we didn't
set out to define what we thought you should

pilot. | do see that you have three domains
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| isted as possibilities. | think that's a good
nunber. | woul d encourage you to sel ect
different data types for those three donuains.

And it mght be even hel pful to pick
t hose three, sort of, domains today, so you can
deci de whi ch one nmakes the nbst sense to start
wi th, although, |I think nedications is a
perfectly good one to start wth.

Because | think we'll |earn sone
interesting things, as you try to harnoni ze
different data types and different concepts in
t he neasures, how a process that works for one
thing m ght be problematic, or need tweaking for
a different kind of information.

MR, GOLDWATER: Rute, and then in the
back.

MEMBER MARTINS: So | just want to go
back to Zahid's point, in ternms of the --
certainly, the expansion is a big part of making
sure that your intentional definition neets the
intent, really.

And that's what | nean when | say this
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is an iterative process, because for sure your
first trial of expanding will -- surely, there's
sonme suppository that you haven't considered in
your logical definition that will make it into
your value set. Then you need to go back and
revise your rules to nake sure that you're
excluding those ---- or strength, yes. So that'

the iterative nature of that.

perspective, this whole novenent to intentiona

- they don't have to be conpeting, necessarily.
And | would caution -- if we think about two
rafts, one is intentional, one is extensional,
we're on the extensional raft, let's put a foot
in the intentional raft w thout taking the other
foot fromthe extensional raft, is what |I'm

pr oposi ng.

Because we don't want to junp ahead
and find that our intentional definitions really
hit the walls of the inconplete class ---- drug
cl asses in our RxNormand that sort of thing.

Can we really fully define these things
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intentionally at this point? | don't know what
the answer is to that.

So I woul d keep the extensional |ists,
both froma consunption perspective. For
i npl enenters it may be hel pful, and once we see
t hose maturing and everyone gaining in confidence
in the intentional, then pull the plug on the
ext ensi onal .

MR, GOLDWATER: Dr. Heras, Dr.

McC ure.

MEMBER HERAS: Yes, Rute just said
what | was going to -- you know. Yes, | don't --
-- 1 think we should keep the extension I|ist
just, you know, even if you have an intentional
definition, we need to have the enunerative |i st
for the inplenentation. And also, to -- because
right now all the systens, they have been just
goi ng through ---- taking the value set fromthe
VSAC directly. They don't have the engine to
actually process ---- to process the intentional
definition to gather exhaustive lists. So that's

one thing.
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And al so, the other one, | actually
really wanted to see encounter to be on our
catalog, as well. The reason is encounter has
been used in every single neasure al nost and
there are just inconsistencies there. And al so,
the probably intentional definition m ght not use
very well for encounter.

So | don't think the medication -- you
take medication out, | nean, that's great, but
t he process we define, can we generalize to other
data types easily? So that's why | woul d hope
t hat we have the encounter as anot her
alternative. Just in addition to nedications, if
that's, you know --

MR, GOLDWATER:. Dr. McCure, then
M chael .

MEMBER McCLURE: So first | agree, |
think we need to do different domains. | think
that we're going to discover different things,
obviously, in different domains and that neans
t hat we probably need to have our focus, to sone

extent, in ternms of what we can actually deliver
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will be somewhat different in the different
domains. And so | think that's very reasonabl e
t hat that woul d be an outcone.

And | also would, third, the choice of
pi cki ng sonething |ike encounters. That ---- you
know, medications are going to be hard for one
set of things and this is going to be hard for
another. In particular, there's a real strong,
what | would call reach back, into the | ogic of
t he measures.

And the whol e idea of behind what it
is it that you're trying to acconplish in your
nmeasure by this attribute using this val ue set
t hat becones inportant in the context of creating
good val ue sets that is always there, but we can
ignore it in the nedication pilot. W won't be
able to ignore it in sonmething Iike the encounter
pilot. So that's one part.

And the second is that the just a kind
of a technical issue to describe our ability to
use ATC codes as class codes in association with

RxNor m
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So one of the reasons people don't
| i ke that class systemis it's a single hierarchy
system And so | would encourage fol ks, as we
begin this process, that we'll clearly need to
understand the context of what it is we're doing
and understand that, as a pilot, the approach we
woul d take woul d be very influenced by -- in this
case, ATC codes and the craziness that's in ATC
codes and the arbitrary, | would say, decisions
that are made at WHO

| don't even know t hat ATC codes have
been touched recently, and how it separates out
various, you know, ingredients. Renenber,
because now you have the sane ingredi ents going
to be in nore than one code because there are
certain subcategories of that ingredient that
fall into one subcategory, ATC, whereas anot her
strength of that ingredient are used sonepl ace
el se, and it nakes ATC problematic. So it's
good. Then we'll have those issues to address.

MR. GOLDWATER: All right, so before

| turn it to the |last comments, and | can | et
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conversation go until about 3:15 and then |I'm
going to have to stop it, so that we can finish
the task that we need to do, answer the questions
we need to answer, and then nmake sure we have
time for public comrent.

There mi ght be sonme |eftover tinme to
address sone renmi ning i ssues, but after the next
ten mnutes, | do want to put a stop to the
conversation, as nuch as |'menjoying this.

CO-CHAI R LI EBERVAN:  Yes, so | think
just, when we say three neasure domains, | don't
think we really nean three neasure donmains. |
think we nean data types, is that what we're
tal ki ng about? So kind of nedications,
encounters, and perhaps one other?

CO CHAI R BUTT: Di agnosi s.

CO CHAIR LI EBERVAN:  Di agnosis. |
t hi nk di agnosis woul d be a good one as well,
because di agnosis has -- we have SNOVED f or
di agnoses and that -- we should be able to
devel op an intentional statenment using SNOVED to

descri be a concept. That's kind of the whole
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i dea behind it.

So |l think that that's what | would --

-- 1 would nove to include those three things,
whi ch are -- and we tal ked about doing three

neasures. So we | ook at problens, neds, and

encounters, over three neasures to see how far we

can get with this intentional definition and the
meani ng of that.

The other part of that is, you know,
| think for encounters, | don't know of a good
systemto give intentional definition to
encounter. So we may end up with just |ists of
codes and what the intent was, in terns of the
Engli sh description of what that concept is
supposed to be.

MR. GOLDWATER  Dr. Chute.

VMEMBER CHUTE: Two comments. One,
RxNormis not just ATC, it's also MeSH, which is
pol y-hierarchical. How that's inplenented in
RxNorm we' d have to | ook at.

Two, this multiple data types.

Real i ze, everybody, we've done a 180 degree
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reverse fromthe norning and | want to speak
against that. Sorry, Julia.

| really think we should stick with

drugs and only drugs. |It's supposed to be a
pilot. |If we start bringing in other donains, |
think we will no | onger have a pilot, we'll have

intractable i ssues. Diagnoses are a mnefield.
| can say that with sonme authority.

And | would strongly urge that we not
expand to three data types, but stick to drugs,
| earn what we can fromit, and illustrate the
princi ple of hierarchical renderings and
representation, which | think will be at |east
feasible in the drug space and then learn from
t hat .

MR. GOLDWATER: 1'mgoing to take the
Senior Director position off for a comrent, which
| haven't done today, but | will. Wich is that
is exactly what we said this norning, which is if
we take on di agnoses and encounters and | abs that
is far too nuch to do in a course of one sunmer

where we're supposed to be piloting this and it
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is going to be alnost inpossible to try to get
sonme results.

VWhich is why we initially said let's
pi ck three nmeasures and do nedi cati ons under
t hose three measures, |learn what we are able to
do, and think that that m ght translate into
sonething that we may be able to pilot l|ater.

And so we do seemto be backtracking
agai nst what we've just said and the nonent that
sonebody said diagnosis ny skin turned, which is
like -- that is so nuch to do. | nean, we did
this -- Ann and |, did this on five neasures. It
took a nonth to do, and we didn't do all of it.

And so we're asking three pilot tests
in the course of a sumer over three different
domain areas. So | want to be consci ence of,
this is a time-consunmng activity to do and we do
need to gain |lessons that we can translate into
an ability to do in other areas.

At the sane point, there are things
we're going to be doing in parallel to this. So

if we are going to reverse and say we're going to

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

do three domains, | would ask that how do you
propose to do this in the tinme period that we
have, under the contract that we have, to do that

successful | y?

| nean, | would go back and say -- and
| can't believe I"'msaying this, | agree with
Chris conpletely, which ---- I"mkidding, |I'm

ki dding. Wiichis, | think we need to pick three
nmeasures, because we have sone very expert
neasur e devel opers here, we need to do

nmedi cations, and it's a lot easier to pilot with
| ess to do and there are | essons to be gai ned
fromthat. Does anyone object, | nean, Julia, if
you object to that --

DR. SKAPIK: | nean, if you're going
tolimt your pilot to nedications, then | would
expect that you would | ook over the entire
nmeasure set with the nedication and not | ust
t hree measures.

MEMBER CHUTE: | think that's
unr easonabl e.

MR. GOLDWATER: That's very
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unr easonabl e.

MEMBER CHUTE: | think that's
extremel y unreasonabl e.

DR. SKAPIK: | don't nean all
medi cations for all neasures, | nean --

MEMBER CHUTE: That's what it cones
down to.

DR. SKAPIK: -- take a class of
medi cati ons and do them across the entire set of
t he measures.

MEMBER CHUTE: That's the wrong way to
slice it, because we're trying -- intentional
definitions are prem sed on class. So if you're
working within a class, it's neaningl ess.

MR, GOLDWATER:. Dr. Schneider, and
then Dr. McClure.

MEMBER SCHNEI DER:  Yes, |'m al so
agreeing with Chris here. Just a couple of quick
things. First of all medications, pretty clearly
defined NQF and the -- but even it has its fuzzy
edges |li ke we tal ked about in ternms of classes

and so on.
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a swanp because as far as | know, there's no

authoritative group that says here's what
so l'mwth you on that.
f ashi oned Texas conprom se between the do
everything and the do -- you know, do three
because we can't do what you're asking to do,
let's find a way to do that.

One little mnor technical thing,

our scribe, a really good thought Chris put

ask that to be part of our little pilot that

in there.

three --

Neal R. Gross and Co., Inc.

So again, just, you know, let's be

You get into diagnoses or problens, a

swanp. You get into encounters it's even nore of

encounters are, and this group can't create that,

| would say we need to find a good old

SO

f or

forward was the | ong and short nane, if we could

woul d be a good idea. And then, substituting the

word hierarchy for class, | think, is inportant

realistic. W'Il swanp the boat if we go to the

MR, GOLDWATER: | conpl etely agree.
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Dr. MCure, then Marjorie, then Dr. Che.

MEMBER McCLURE: So this is where I'm

going to prove | don't have bias. | do think we
shoul dn't just do nedications. | think that
medi cations is -- won't prove enough of what we

need to deal wth.

But | also think that this focus on
under standi ng the requirenments that you' ve been
given with regards to this particul ar project,
the focus on actual ly harnoni zing specific val ue
sets needs to be wei ghed agai nst the val ue of
determ ning the right approach to clearly get
this -- what | call value set netadata specified
and with the very, | think, correct assunption
that in doing so, even if it doesn't fall within
the final deliverable of this activity ----
although | think it could, that will very mnuch
i nform ongoi ng work for, you know, somneone el se
to pick up, or just literally tell the devel opers
that they have to follow t he approach.

And so because of that | think we

ought to actually tackle encounters and
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medi cations, but |I'malso saying that |I'm not
convinced that neans that we have to actually
come up with proposed val ue sets for any of these
particular things. | think that we should, but
it doesn't nean we have to.

| think that we could, you know, by
maki ng sure that we clarify and work through how
t he scope and purpose of a value set that's used
to describe encounters captures all of the
i mportant nuances across the various places, you
know, a subset of the places that it's used, and
determning the right code systemthat would be
used in case to reference that.

How one decides that. This issue of
-- in this case maybe not typing, but quality,
whet her that applies there. Al of those things
can be done w thout then coming down with an
authoritative statement as to this is therefore
the value set. And ---- yes

MR. GOLDWATER: kay, before | get to
t he next conmentary, can | propose a potenti al

conprom se?
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CO CHAIR BUTT: Can | say sonething
real quick?

MR GOLDWATER  CGo ahead.

CO CHAIR BUTT: Since | was the one
who blurted out diagnosis?

MR, GOLDWATER  Yes.

CO-CHAIR BUTT: | --

MR, GOLDWATER: | still like you, I
do.

CO CHAIR BUTT: | wasn't proposing
that it be done -- that all three be done

together, at least that's not what | was
t hi nki ng.

MR, GOLDWATER: Right.

CO CHAIR BUTT: | was thinking nore
that if there were three domains that we had to
pi ck, those would be the three donains that woul d
be pi cked.

When t hey woul d be done was open, and
that had to do with a | ot of your contract and
what was the deliverable within this defined

scope. | was thinking that, you know, this could
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be another job that we could --

MR, GOLDWATER: So | really like the
way you think, in terns of contracting, but --

COCHAIR BUTT: =-- in ternms of going
forward, you know, that what we would do is --

MR, GOLDWATER: Right.

CO CHAIR BUTT: -- start with
nmedi cation, learn fromit, and potentially -- |
agree with Rob that we should start the pilot
with sonething that is, hopefully, easier to
tackl e than those other things, but that doesn't
nmean the other things don't have to be tackl ed.

MR, GOLDWATER:. So no, so | don't
agr ee.

CO CHAIR BUTT: Are we ---- do we seem
to be tackling hard things, is that kind of the
message”?

MR. GOLDWATER: So here's, | guess,

t he Texas conprom se, al so being from Texas,
which is, why don't we choose three nmeasures?

One neasure, the first one, why don't

we exam ne nedi cations? And why don't we do that
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wth the second neasure, as well? And the third
neasure that we choose, then why don't we | ook at
encount ers?

Rat her than just choosing donai ns and
goi ng across -- no, you don't like that idea?

CO-CHAIR LIEBERVAN:  Can |? | nean,

MR, GOLDWATER:  Ckay.

CO CHAIR LI EBERVAN:  So the work of
this technical expert panel is going to be
| ooki ng at specific value sets in trying to work
t hrough t he harnoni zati on process.

And nobody said they have to do al
t he value sets and the neasures that we're
| ooking at, | nean, | think the process is
understanding the -- is |ooking at the
har noni zat i on

So the question is whether we'd be
better off having themdo five nedications, or
whet her we' d be better off doing two nedications
and two problens, or two nedications and two

encounter definitions.
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And | do think that -- | feel like we
woul d get nore val ue by | ooking at two different
types of things, if there's enough tine and
resources in the contract to do that.

You know, | have m xed enoti ons about
encounters. W can't do the type of intentional
definition that we are tal ki ng about here. So in
sonme ways it's not as interesting, or perhaps,
you know, not as useful in that respect, but it
does kind of get down to the nore nundane work of
har noni zati on, which | think was part of the
intention of this as well.

Wiich is to ook at a set of codes and
come up wWith an agreenent on what we're actually
trying to define and what codes woul d be used for
t hat .

MR, GOLDWATER: Marjori e.

MEMBER RALLINS: So |I'mglad we got to
t he conprom se, because that was kind of where |
was going. | will say that |I think it's
i mportant to know that when the commttee nade

recomrendations as it relates to encounters, it
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wasn't fromthe adm nistrative sense, and because
of that, | believe -- | don't have themin front
of me, Ann mght know, I"'mtold, as well, that we
use SNOMED for that. So there is a sort of a
hi erarchal root.

| would also add that | do know t hat
the CPT fol ks are building some kind of data
nodel and ant hol ogy around CPT, which is a
transition vocabul ary, so we m ght have sonet hi ng
to work with if we decide to go in that
di rection.

But | do believe we need to -- | do
| i ke the idea of doing two at the sane tinme, but
not at the nmeasure |evel, nore at the concept
| evel, you know? So we do nedications, or we do,
you know, diagnoses. Don't shoot ne, but --

MEMBER CHE: So it's kind of simlar
| i ne, encounter we use SNOVED CT procedure code.
| nean, we started that sane project, you know,
codes for the encounter and stuff.

So | nean, it's not really a

har noni zation issue. | nean, if you' re | ooking
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to the encounter, probably, you want to make it
right, you know, look at it fromwhat's the best
code systemto start wth.

DR. SKAPI K: Maybe I'm m ssing
sonet hing here, but | don't understand how we
woul d harnoni ze a single neasure's content. The
har nmoni zation goal is to make a cross the suite
of nmeasures the content to nmatch and align

And Rob and I, with nmany of the people
on this commttee, have been engaged in an
attenpt to do that in a one-off fashion for
several years. And what we have found is, if you
are not inclusive of all of the related content,

t hen you just keep doing the harnonization
process over and over.

So that's ny comrent in regards to,
take a single concept domain and | ook across the
nmeasur es because ot herw se you're going to be
doi ng this again.

MEMBER MARTINS: | was actually going
to suggest that we go back to the work that

you' ve done already in preparation of this
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meet i ng.

There's a small set of neasures, there
are a lot of value sets, but naybe we can choose
some val ue sets across several domains even
potentially. W already know that there are
har noni zati ons there, issues there that we can
play around with. So the scope may be
sel f-defined already, so why are we trying -- |
think we're trying to boil the ocean here, at
sone | evel

| think it's unreasonable to think
that we can | ook at one domain across all of the
neasures. |It's probably as unmanageabl e as
| ooking -- well, anyway.

So | woul d suggest that we choose a
few neasures. | agree with Julia that you can't
harmoni ze with one neasure and | ook at
nmedi cati ons at one neasure, because that, we run
and | ook at nedications across, we want to get
different stewards at the table. W want to see
those cat fights. That's what this is all about,

right? So | --
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MEMBER CHUTE: | want to propose a
Mar yl and conprom se, now residing in Mryl and.

| actually agree with Juli a.

Conpari son across one neasure i s neani ngl ess.
And | woul d even submt conparison across two
nmeasures is trivial and not particularly

i nformative.

And the conprom se |'m suggesting is,
you know, pick a round nunber, half a dozen, ten
| don't know, but sone finite nunber of neasures
and | ook at medications and only nedications, so
hel p me God, w thout overlaying it with other
domai ns at this tine.

Because, one, | agree with Rob,
there's a lot to | earn about how to specify those
val ue sets in a rigorous, interpretable,
transparent, nachi nable kind of way. W'd
exerci se that.

Two, we'd have sonme scope in terns of
the kinds of hierarchical inplications that we
woul d di scover exercising hierarchy candi dates,

whether it's RxNorm or sonething el se.
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And three, and perhaps nost
i mportantly, we bring together a | arger nunber of
nmeasure devel opers. In fact, if you want a
sanpling strategy, | would say sanple neasures
that come fromdifferent neasure devel opers
precisely so that you can | ook at these
cross-cul tural notions of, okay, what do you nean
by this kind of drug class, for |lack of a better
term And see if there's dissonance anong the
nmeasur e devel opers when we tal k about an
antithronbotic, or whatever.

| think that would be a far nore
trackabl e, nmuch nore informative process than two
of these, two of those, and two of sonething
el se.

MEMBER McCLURE: So | al nost agree
with Chris in that | would say we'd start with
medi cations. | do think that we ought to tackle
sonet hi ng el se al so.

| think that -- again, | want to
hi ghlight that | don't think that that nmeans we

have to cone up with a final resolved solution
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with regards to the content of the value sets, |
can't say that too strongly.

But | do think that having -- and |
woul d say we start with nmedications because |
think there is a lot to learn, but | would |ike

for us to then nove to sonething |like encounters

because | think encounters -- | know encounters
will bring other elenments to this that by the
work we'll have | earned we can apply there, and

t hen hopeful ly, address issues that, quite
honestly, just being able to solve the nedication
problemw ||l not give us the tools that we need
to solve a | ot of other problens.

MR. GOLDWATER: Chris, quickly, and
then "Il --

MEMBER CHUTE: |If | may? You know,
whet her we do encounters or not, that's a
separate discussion. But | would strongly
advocate that if we're going to do nedications,
we do it soup to nuts. That we actually bring it
to closure and we go all the way to specifying

t he val ue sets --
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MEMBER McCLURE: Yes, you know what --

MEMBER CHUTE: And here's why.
Because that last mle problemcan usually get
you. And if we don't execute to the degree that
we go to that last mle, that is fully-specify
t hat enunerated val ue set fromthe intentional
definition, la-di-da-di-da. |If we don't exercise
out the whole ganme, | don't think it's a pilot.

MR, GOLDWATER:  Ckay.

MEMBER McCLURE: Yes, let ne -- |
absolutely agree with that. | think, in the
context of the nedication ones, we need to go all
the way. Because that's really the nmeat of that
one, so | absolutely agree with that.

MR, GOLDWATER: kay. Zahid, |I'm
sorry, I'mgoing to have to stop here for a
second. So let nme propose this, again. | feel
like I"mon the floor of the Senate.

So gi ven what we have al ready done,
why don't we take -- now mnd you, we are sub-
setting all -- the entire universe of measures

into those that are used in neani ngful use
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because we know those are electronic -- those
eCQM\s.

So all the AM neasures, all of the
VTE neasures that are in M2, why don't we use
t hose for nedications? Wat's that?

(OFf mc coments)

CO CHAIR BUTT: There is a total of 93
measur es.

MR. GOLDWATER: Right. | understand
that, right. So |I'm saying the subset of AM
measures and VTE in Meani ngful Use 2, we do those
for nedications.

(OFf mc coments)

MR GOLDWATER  And Stroke. Wat's
that? | just added stroke.

MEMBER MARTINS: So can | --

MR. GOLDWATER And then --

MEMBER MARTINS: So that's great, but
that's a lot, is what | would say.

MR, GOLDWATER  kay, soO --

MEMBER MARTINS: And | think there are

ways that we can -- we know which neasures are
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ki nd of using, sort of, the same nedications, or
nmedi cati on that nay overlap, so we can do a
sel ection there.

MR. GOLDWATER: So Rute, I'mgoing to
stop you. Tell me which ones you think we should
do.

MEMBER MARTINS: Ch goodness.

MR, GOLDWATER: O fline? GCkay. So do
we, Julia, we want to do two of the three, one of

MEMBER McCLURE: So - -

MR GOLDWATER -- the three --

MEMBER McCLURE: Hold on, just one
t hing about this, because | think in selecting
t he advant ages of sone of these value sets are
used -- so to say a stroke neasure, or a VIE
nmeasure that doesn't -- the value sets are used
i n measures other than VTE, they were just
originally defined in VTE

MR, GOLDWATER: Right.

MEMBER McCLURE: So that's an el enent

that nakes it a better choice in a sense that
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you're getting, you know, nore than one neasure,
even though the nmeasure steward originally
created it for one. That's exactly what you
want. It's already being used, so there's an

el enent. And sonme of them were already chosen
and there's sonme conprom ses al ready that have
occurred.

So the criteria should be nultiple
measures, nultiple neasure stewards, and nultiple
stewards, and, honestly, you know, nultiple kinds
of nmeasures. So not just multiple VTEs, but | do
| i ke the idea of VITE and stroke, or sonething, so
that you get this --

MR. GOLDWATER  Ri ght.

MEMBER McCLURE: -- dynam c process.

MR, GOLDWATER: Okay. So we'll 1ook
at G ndy's spreadsheet, thank you, ahead of tine,
for giving us that, and we'll choose two out of
the three, and we'l|l focus on medi cations for
those. And then, depression ---- what's that?

All -- soup to nuts, we're doing al

of them And then, depression we will do for
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encounters, which is where we found the issues.
And depression neasures, | know, have many
different stewards. There's at |east seven
different stewards that did the depression
nmeasures in Meaningful Use. Who did the val ue
sets, | don't know, but we'll --

CO CHAIR BUTT: And they're
anbul atory.

MR, GOLDWATER: They're anbul atory
that's correct. |s that acceptable to everyone?
|"mholding ny breath. Geat, the Chairs say
yes, fine. Good. Done.

Al'l right, so other things we wll
work on, in addition to the pilot, and NQF wil |
take this on working with Zahid and M chael, and
probably having ---- we'll set up conversations
with you all.

VW may do some key i nformant
interviews, as well, but it would be | ooking at
Rob doing a sort of typology for val ue sets,
nmet adat a t ypol ogy.

Ri ght, and then defining a criteria,
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or establishing criteria for what constitutes a
good quality value set. Exam ning then
mechani snms as well, for governance of val ue sets.

CO CHAIR LI EBERVAN:  Yes, | would just
say on that, along those lines, | nean, | think a
criteria for defining a good val ue set, and then
al so, we need to conme up with sone ideas about
who's going to assign those val ues and who's
going to maintain that.

MR, GOLDWATER: Right.

CO CHAIR LI EBERMAN:  Yes. Yes.

MR. GOLDWATER: So that's part of the
gover nance part.

CO CHAIR LI EBERMAN:  That's the
gover nance part, okay.

MR. GOLDWATER: Yes that's a very
ext ensi ve di scussi on.

CO- CHAI R LI EBERMAN:  Yes.

MR. GOLDWATER: | expect that to be
up, probably ---- Julia, a full chapter in our
final report is here's what we | earned about

governance and that's sonet hi ng when we convene
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again in Novenber, and | hope you all conme back,
that we'll just -- that'll be part of our
di scussi on.

| nmean that, Ci ndy, | hope you all
come back. So Cindy, did you want to say
sonet hi ng?

MEMBER CULLEN: What version of the
nmeasures are you going to be working on?

MR. GOLDWATER: Meani ng Use 2.

MEMBER CULLEN: Because the anal ysis
t hat was done is on --

MR, GOLDWATER: 2

MEMBER CULLEN: -- neasures that have
-- no, what version of the neasures? Because
you' re using the 2014 version of the Meani ngful
Use neasur es.

MR, GOLDWATER  Correct.

MEMBER CULLEN: The 2015 versions w ||
be com ng out shortly. And sonme of this work --
sonme of the issues that you had identified may
have al ready been resolved --

MR GOLDWATER  Ckay.
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MEMBER CULLEN: -- through work that
the --

MR, GOLDWATER: So --

MEMBER CULLEN: -- neasure devel opers
have done. So ny recomrendati on woul d be, wait
until the new ones cone out --

MR, GOLDWATER: G eat.

MEMBER CULLEN: -- and see what --

MR, GOLDWATER:  Done.

MEMBER CULLEN: -- you've got there.

MR, GOLDWATER: Al right.

MEMBER CULLEN: That gives you a
coupl e of weeks to catch your breath.

MR, GOLDWATER: See, this is no nore
a denocracy. It's finished. W're done, good.
Just don't say anything. Go ahead, Dr. M ure.

MEMBER McCLURE: Right, just a nuance
with regards to this quality thing, and nost of
the things. | think we ought to have, as a goal,
that as nmuch of the netadata that we would, you
know, seek to associate with value sets -- |"'1]

use nmy word again, would be mechanistic, you

Neal R. Gross and Co., Inc.

314

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

know? This idea of having an entity assign
guality statenents with regards to val ue set, not
a good sol ution.

Figuring out ways that we can say
sonething -- it may be that we don't call it
guality -- a quality measure at all, but they
provi de one stop view ng of know edge about
governance, right? | nean, that's actually been
a topic of discussion el sewhere.

Where the sort of things that are
i mportant, particularly in a context of
har moni zation, am|l wlling to concede
responsibility for sone aspect of ny value set to
sonebody el se, is going to be dependent on sone
way of being able to assess governance and ki nd
of trustability. Those are the sorts of things
that we want to be able to characterize in a way
t hat just happens autonmatically.

MR, GOLDWATER: kay. Geat. Geat.

So | think those are the issues that
-- so again, we'll do -- we'll work with

internally and we will discuss with Julia and
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Kevin either AM, VTE, or stroke, two of the
three, to focus on nedi cations.

Depression, we will focus on
encounters. W will |ook at netadata typol ogy,
the criteria for quality, for lack of a better
word, and al so exam ne governance, which wll be
a significant issue, and that will carry on

t hroughout the duration of the project.

And when we convene again in person --

now we w |l have phone calls with you and we'l|

get over to what those schedul es are going to be.

Wien we neet again in Novenber where we fully
expect there are sonme people that were not here
today, in a way that's probably not a bad thing,
but they were -- when they arrive in Novenber
what we will be doing is summari zing our results
fromthe three pilot tests, discussing our
findings on these types of issues that have cone

up that Dr. McCure and others have nenti oned.

And | amalso thinking we mght invite

sonebody fromthe FDA to cone give a snal

presentation about policy in respect to
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medi cations as well, | think that m ght be
hel pful since we have NLM and we have ONC, and we

have -- Dr. McClure's giving ne this | ook, which

(OFf mc coments)

MR, GOLDWATER: kay, well, then you
can tell themthat they're wong. |'mkidding.
kay, I"'monly ---- I"monly kidding. Al right.

Okay. Al right, so we are now at the
poi nt for public conment, so we have to tell the
operator to open up.

MS. STREETER: Sure. Operator, could
you pl ease open the line for public coment?

OPERATOR. Yes, ma'am At this tine,
if you would like to nake a comment, pl ease press
star then the nunber one.

There are no comments at this tine.

MR, GOLDWATER: All right, so our next
steps. We'll have a post-neeting call in the
m ddl e of May, from1:00 p.m to 3:00 p.m, and
then we'll start tal king about the eval uati on of

testing.
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Ri ght now the tentative dates are My
27, June 24, July 28, and October 19th, and we
will be nmeeting again on Novenber 10th, right
before Veteran's Day here once again, in this
bui | di ng.

And there may be interimcalls that we
do with sone of you individually, or as a group,
and Zahid and M chael will be setting up the
schedul e of check-in calls with you i ndependent
of this. Are there any |ast questions? Go
ahead. O coments? Yes, Rute?

MEMBER MARTINS: So yes, ny only --
and this is just informative, as you discussed
nunber one there, the Joint Conmm ssion is the
steward for VTE and Stroke.

MR, GOLDWATER: Yes, we know.

MEMBER MARTINS: Ckay. So if you want
diversity in ternms of stewards, that's sonething
to consider. And then, | see that the in-person
neeting doesn't have a tinme. | understand it's
i n Novenber, but ny flight today |eaves at 8:00

p. m, because the neeting was supposed to end at

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

319

5:30 p.m, rather than a quarter to 4:00 p. m

MR, GOLDWATER: | woul d suspect that
our in-person neeting will be the sane tine from
8:00 aam to 4:00 p.m

MEMBER MARTI NS: Ckay.

MR GOLDWATER  Unless we feel that we
need to change it, but right now !l think that's
probably wor kabl e --

MEMBER MARTI NS: Ckay.

MR. GOLDWATER: -- to give everyone
the opportunity to catch flights back to wherever
you're catching flights back to. O, in our
case, drive you back to Howard County, which is
al nost like taking a flight, to sone of us
t hough.

Yes, Ann?

M5. PHILLIPS: So | have an
opportunity to set up a discussion board on our
SharePoint site to continue sone of these
di scussions, is this sonething you would all use?

So it would be like a regular bulletin

board, just for this group, and only accessible
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for this group and we m ght be able to pose sone
guesti ons and engage in some di scussion that
woul dn't be an emnil, but it would be on our
SharePoint site, is this of interest?

MEMBER SCHNEI DER: Can | say that
those sorts of things can be of interest. W
need stinulation to get us to go there and so on.
So it really cones down -- if you set it up and
expect us to just do sonething, it won't happen,
but if you sort of nurture and cultivate us,
there's a chance we will grow.

MR. GOLDWATER: Yes, Dr. MO ure?

MEMBER McCLURE: So | et me understand.
First off, full disclosure, | hate SharePoint.
So are you suggesting --

MR. GOLDWATER: You're not the only
one.

MEMBER McCLURE: |'msure | am not.

But so it's one thing to actually create a

mailing list, that I"'mall in support of. \Were
| don't leave ny mail environnent, | just
comuni cate -- you know, | just send it and it
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just goes out to the mailing |ist.

Is that what you're tal king about? O
are you tal king about going to SharePoint and --
yes. No, | would not encourage that. | --
unl ess you don't want ne to participate. That
could be actually a benefit, but I won't.

MR, GOLDWATER: Woul d a Googl e Hangout

work? As nmuch as -- | know, right? |'m]learning
these things fromny 12 year old. | have no idea
what this stuff is, but we'll start an |Instagram

page of sone ki nd.

Unl ess there are any further conments,
| do want to thank all of you very, very much for
your time and for the very spirited and a highly
i nformative discussion. | thank all of you for
wor ki ng towards consensus to get us to an end
process where we can be using a pilot process to
actually see if sone of this work. There was
some concern that the tinme allotted for this
nmeeting would not allow us to do that.

My wife, who sonme of you know,

mentioned this -- yes last night when she heard
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everybody that was going to be here, said man,
there are going to be sonme highly spirited

di scussions with these people in this room And
| went, oh come on, they're all devel opers,
there's not -- they're all devel opers and doctors
it's going to be fine.

And so | can actually say, G ndy, |
was right and she was wong and | rarely get to
say that. So thank you all very much. |
appreciate it. Thanks so nuch.

(Wher eupon, the above-entitled natter

went off the record at 3:37 p.m)
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