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P-ROCEEDI-NGS

8:00 a.m

DR. KOTTKE: Thank you, everybody,
for ending on tinme yesterday and being very
concise in your efforts. |It's a beautiful day
out there.

W'l start with Measure 0286.
Mary Ceorge is the first discussant and Joe
Cl evel and i s the secondary.

M5. TIGHE: Do we have our
col | eagues from CVs for Measure 2867

Qperator, is there a Dale Bratzler
on the line?

OPERATOR: | don't see that he has
j oi ned yet.

M. TIGHE: Ckay.

DR, KOTTKE: Mary will give a
recap of yesterday.

DR, GEORGE: So we started the day
with a couple of neasures that were intended
to be harnonized at the facility |evel and the

provi der |evel. These were the two conposite
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nmeasures for aspirin and statin and P2Y
inhibitors followng PCl. And we
overwhel m ngly approved the neasure at the
facility level and we did not reach consensus
at the provider |evel.

W went on to the nmeasure on
medi cati on adherence to antipl atel et therapy.
There was sone concerns with this neasure
about applying it to ACO and provider group
| evel, but there was nore consensus with it
bei ng done at the health plan | evel, but
ultimately there were al so concerns about
applying this to both types of stents, so that
we did not approve that neasure.

There was a nmeasure on the
appropriate use criteria for PCl. There was
sonme di scussi on about whether this was a
docunent ati on nmeasure or whether the word
"docunentation' in the title was actually
sonmewhat of a m snoner, but we did approve
that. W discussed the risk-adjusted rate of

bl eeding following PCl. There was sone
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concern about |ack of excluding for nore than
j ust bypass surgery and whet her ot her
procedures should al so be reason for

excl usi on.

Then we di scussed the three post-
PCl nortality neasures: the in-hospital
nortality, the 30-day nortality for NSTEM,
and 30-day nortality for STEM. W did
approve all of those.

Anyt hi ng you want to add?

DR. KOTTKE: No, that's very nice.
Thank you.

M5. TIGHE: Operator, did Dale
Bratzler join us?

OPERATOR: | still don't see him
on the line.

M5, TIGHE: Okay, thank you. |
guess we'll go ahead and begi n di scussion of
0286.

DR GEORGE: So this neasure is
for aspirin at arrival in the ED or within 24

hours of arrival and prior to transfer. So

Neal R Gross and Co., Inc.
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this is for patients that show up in the ED
and then are then transferred to anot her
facility, but not admtted at the facility
where this is being neasured. CMS is the
measure steward.

The evidence for this was based on
ACC/ AHA 2012 and 2013 guidelines, dass 1,
Level A Recommendations. They cited five RCTs
pl us two neta-anal yses for unstabl e angi na and
NSTEM, as well as two other RCTs for STEM.
So based on that evidence and the systematic
reviews, | rated this as high on the evidence.

DR KOITKE: Joe, did you want to

DR CLEVELAND: Not hing to add.

DR. KOTTKE: Any ot her comrents?
Ckay. Vote on the evidence.

(Pause.)

M5. LUONG Tinmer starts now. One
is for high. Two is for noderate. Three is
for low Four is for insufficient evidence

W th exception, and five is for insufficient

Neal R Gross and Co., Inc.
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evi dence.

(Pause.)

DR. W NKLER: Lindsey is doing
three fromon the phone.

M5. LUONG For evidence, 15 voted
hi gh and 6 voted for noderate.

DR KOITKE: Opportunity for
I nprovenent .

DR, CGEORGE: This nmeasure had --
even down to the 25th percentile, it was still
at 100 percent adherence, then dropped down to
87 percent adherence at the 10th percentile.
So there's sone, but little, roomfor
I nprovenent .

Data on disparities showed
adherence at 97 percent for whites, 96 percent
for blacks, and 95 percent for H spanics. So
when | was considering this, | sawthis as
having little roomfor inprovenent and
certainly a question of whether this neasure
I's topped out.

DR KOITKE: Joe, any --

Neal R Gross and Co., Inc.
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DR CLEVELAND: | had the same

exact thoughts. |In fact, | think that's kind
of the crux of this neasure is ny review

DR KOTTKE: Tonf

DR JAMES. Yes, | thought this
one had been retired. If it weren't through
NQF, it would have been one of the other
agenci es.

DR WNKLER: "Il clarify. There

are two neasures. One is for patients that

are coming into the -- admtted to the sane
hospital. Then there is this one that is the
transfer.

The ot her neasure, which had been
NQF- endor sed, was topped out the last go
around and we put it on reserve status. Since
then, CM5 has suspended it fromthe I QR and
they are not seeking continued endorsenent of
the measure. So it's fallen out of the
portfolio, but that's the one for the patients
being admtted to the hospital. This is the

conpani on neasure for transfers, so this

Neal R Gross and Co., Inc.
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neasure is in the OR

DR KOITKE: Judd? Sana?

DR AL-KHATIB: Do we know how
they cane up with these nunbers in terns of
the percentiles? D d they exclude patients
who had contraindications to aspirin?

DR GEORGE: They exclude those
wi th a docunented contraindication. They also
exclude those that are on anticoagul ants.

DR. AL- KHATI B: Thank you.

DR, KOTTKE: Further discussion?
Ch yes, Linda.

M5. BRIGGS: | apologize. | can't
pull up the neasures that we're | ooking at
right now. You were tal king about disparities
and ny question is about wonen and whet her
there was any notation for disparities for the
wonen that were in the study so far?

DR, CGEORGE: | don't recall that
they | ooked at gender for disparities.

DR, KOTTKE: Further discussion?

Tine to vote.

Neal R Gross and Co., Inc.
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MS. LUONG Tiner starts now. One

is for high, two for noderate. Three is for
| ow and four is for insufficient.

(Pause.)

So for performance, 2 voted high
7 voted noderate, and 13 voted | ow.

DR WNKLER: W are in a
situation which is not unusual in these
nmeasures. They've been around for a while and
actually are probably victins of their own
success, simlar to the inpatient neasure
we're seeing and toppi ng out.

We can either at this point
basi cally you have the choice of not
recommendi ng the neasure for continued
endorsenent, or there is the option of putting
it in areserve status which neans we finish
evaluating the neasure, but it would carry
that hey guys, you're going to get very little
m | eage out of using this neasure. It's a
good neasure, but nonetheless it's fairly

topped out. That's what reserve status neans.

Neal R Gross and Co., Inc.
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That's the pathway that the conpani on

I npatient neasure took and you can probably
foresee a simlar future for it. Soit's
truly up to you all if you feel that this is
a good neasure. |It's going to neet all of the
other criteria very highly, except for being
topped out. That nakes it a candi date for
reserve status.

M5. DeLONG | have it on. Can
you not hear ne? | frequently forget, but
this tine I haven't. Wat about when they're
wr apped into sone other all-or-none type
measure? Do we not consider that?

DR. WNKLER: An all-or-none uses
t he sanme concept of a neasure, but isn't
necessarily -- they're not using the results
of this measure to calculate the result of
t hat conposite, so having concepts alike is
not a problem Also, if indeed there was a
conposite actually used the results of this
exact neasure and aggregated it wth others

and sonehow forned the conposite, that woul d

Neal R Gross and Co., Inc.
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be perfectly fine as part of the conposite,
but perhaps it doesn't have as nuch val ue as
a stand-al one.

So those are the types and
guestions you woul d be aski ng.

DR, KOTTKE: So if we have a
consensus that it goes to reserve, do we vote
on everything el se?

DR WNKLER:  Yes.

DR, KOTTKE: Okay. Priority? W
have to do all the voting anyway, right?

DR WNKLER: | think the question
Is, do you all think that this is a good,
strong, solid neasure that really its only
problemis that it's topped out and then it
woul d be a candidate for a reserve status? |If
that's the case, then we would proceed. |If
you feel that really there's very little
purpose in that and that it's topped out and
you don't want to recommend it go forward, we
just stop right now So | think perhaps we

ought to see what the commttee thinks about

Neal R Gross and Co., Inc.
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t hat .

DR TING Can you share nore
about the tangible value to have a reserve
status for one that's not being used?

DR, WNKLER: Well, this neasure
I's being used and the reserve status sends a
signal that the neasure really has very little
opportunity for inprovenent. |It's topped out
and as | say, it was this commttee, actually
the last go around, that created the whole
concept of the reserve status because we had
so many of these neasures topping out.

And so what has happened is
frequently those neasures over the subsequent
years either get retired or suspended from use
or ultimately retired. So it really does send
a signal saying the value of this neasure is
not so great because it's topped out, not
because it's not a good neasure. Sone people
feel very strongly that you don't want to send
the signal it's a bad neasure. |It's not a bad

measure. It's just right now, wth being

Neal R Gross and Co., Inc.
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t opped out, you don't have as nuch val ue.

DR AL-KHATIB: | just have a
qui ck question about the data source that
they're proposing to use. They I|i st
adm ni strative clains and then electronic
clinical data, what have you. And |I'm not
sure how you woul d capture whet her aspirin was
given on arrival through adm nistrative clains
data and al though there's a | ot of potential
internms of using EMR to capture those data,
we're very far frombeing able to use EMR to
capture this level of detail, if you will. So
I"mnot sure how this would be put into work.

DR WNKLER: Do we have anybody
fromCMS join us? Dale, are you on the |ine?

M5. JOHNSON: Dale's not on the
line, but this is Wanda Johnson.

DR WNKLER: Ch great, Wanda.

Did you hear Sana's question?

M5. JOHNSON: Yes. Wen we say

there's a conbination of admnistrative

clains, that neans that we use the I1CD-9

Neal R Gross and Co., Inc.
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di agnosi s code to put theminto the

popul ation, but the information really is
abstracted fromthe paper-based nedi cal
record.

Sone facilities have electronic
heal th records and you could pick up aspirin
adm ni stration on the EMR It's a little nore
difficult to pick up contraindications, but
that's what we -- when we select that it's
adm ni strative clains and paper nedical record
plus EHR, it neans that it's a conbination of
the information.

DR BRATZLER: WAnda, this is
Dale. |'m here.

MS. JOHNSON: Thanks, Dale.

DR KOTTKE: M aden.

DR VIDOVICH  Just to clarify,
this will continue to be followed, aspirin on
arrival, right? W are not recommendi ng we
don't want to follow this netric.

DR W NKLER: What do you nean by

fol |l owi ng?

Neal R Gross and Co., Inc.
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DR. VIDOVI CH: Meani ng nmeasuri ng

this.

DR WNKLER: This is the kind of
reason for the signal is whether people wll
continue using the nmeasure or not really
depends on the value they perceive in it. But
this nmeasure, again, has such high performance
that it may very well cease to be used going
forward because of that. And we certainly
have seen that happen with sone of the other
measur es.

DR. VIDOVICH  Because it's a
w dely accepted and recomended -- okay.

DR KOTTKE: Judd?

DR. HOLLANDER: You know, |'m
sitting here for two days and we're adding a
| ot of neasures and we have one that has done
its job. And so | think it's a good signal to
the world to say let's stop neasuring things
that don't need to be neasured at the sane
time.

First of all, this is a subset,

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 20

right, because it's only in the transfer
patients, so it's a subset of a neasure that's
al ready been retired because it was good
enough. W see the trend and as we're addi ng
things I think we do a service to everybody if
we can elimnate things that no | onger need to
be neasured. And | personally prefer the
retirement because it's a real decision.

Li ke we seem cl ear on what we
think the relevance is here, and it seens to
me the reserve is alnost a copout for not
being willing to say okay, it worked.

DR, KOTTKE: O her comment ?

DR WNKLER: Essentially, your
vote on the opportunity for inprovenent where
the |l ows predom nated neans it doesn't pass
the subcriteria. So if you' re confortable
with that, then the neasure stops right here
because it has to pass all three of these
subcriteria to pass the inportance criteria.

The question would be is there

enough feeling anong you all that you woul d

Neal R Gross and Co., Inc.
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want to consider a reserve status and we woul d
then continue to be able to qualify it for
that. But if not, if you feel that you're
content wwth letting it stop right here,
that's all we have to do.

DR KOITKE: |If you raise your
hand, you are voting to put it in reserve. So
we coul d see a show of hands?

If you raise your hand, you are
voting to put it in reserve and we would
continue to vote on the other elements. |If
you don't raise your hand now, we wll stop.
And of course, CVM5 wll get the information
that we stopped because we thought there was
no room for inprovenent.

So show of hands, people want to
put it in reserve. Three, four. Four. Mary
Is over here. So, we'll stop. Thank you,
Mary.

DR GEORGE: So we're noving on to
0289, nedian time to ECG  Judd?

DR. HOLLANDER So this is

Neal R Gross and Co., Inc.
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actually an interesting neasure that's in
existence. It's also only for the transfer
patients, but it's a downstream process
measure that involves nore than the patients
iIt's targeted to get.

So this is time from energency
departnent arrival to initial EKG And the
evidence here is for STEM patients. So if
you're a patient wwth an ST segnent el evati on
M, getting a quicker door to balloon tine or
door to lytic time has been shown to reduce
your nortality. Getting an EKG faster is
sonething in that process, but there is no
real evidence that getting the EKG faster in
the broad cohort of chest pain patients where
it's being neasured in that broad cohort here
| nproves your outcone.

So this is a big catchnent of all
the patients who cone in the ED with chest
pain so we can find not really the needle in
t he haystack, but the really inportant patient

who has ST segnent elevation M, where this is

Neal R Gross and Co., Inc.
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one stop along the pathway to reducing their
nortality.

M5. TIGHE: |'msorry, |'m going
tojunp in. | just realized we do have Wanda
and Dale with us now, so I'd like to give an
intro to Measure 0289.

Wanda or Dale, would you like to
gi ve an introduce to 0289?

DR BRATZLER: This is Dale. |
think really, the presenter already gave
pretty nuch the background. This was a
nmeasure step that was originally devel oped as
part of a rule neasure step and then becane
part of a transfer neasure within the hospital
outpatient quality reporting program It
| ooks at the first inportant tinme stanp in a
pati ent who nay have STEM that needs to be
transferred to another facility for potenti al
intervention or kept at the original facility
for fibrinolytic therapy. So | don't have too
much ot her background, but it was part of our

original rule neasure set.

Neal R Gross and Co., Inc.
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DR. HOLLANDER: | think | covered

t he evi dence al ready.

DR GEORGE: Any discussion on the
evi dence?

DR W NKLER: Judd, how would you
rate it based on the evidence al gorithnf

DR HOLLANDER: | think the
evidence isn't directly applicable and | was
going to get to it later on, so | would rate
it low But part of it is a bigger picture
concern. And so ny bigger picture concern is
that chest pain is the second nbost conmmbn
thing we see in the energency departnent and
the inclusion/exclusion criteria here are age
greater than 18.

So | can tell you anecdotally,
we've all over the |ast decade because of
t hese types of neasures put in really good
care processes to get EKGs early. But now
like if you fall down and hit your chest and
you're 19, you junp ahead of all the septic

patients and patients with pneunonia and get

Neal R Gross and Co., Inc.
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your EKG  So when we would get to the

uni nt ended consequences, there's huge
uni nt ended consequences because a nurse doi ng
A in the ED neans they're not doing B, C D
and E.

And so ny biggest concern with
this neasure is that we're doing a | ot of
stuff on 98 percent of patients that it
doesn't pertain to. At HUP, we send 30
patients a year to get primary PCl wth STEM.
W see 5,000 patients a year wwth chest pain
and we're already neasuring the true outcones.
W have door to balloon tine. W have door to
needle tine as a neasure and we have nortality
as a neasure. So this is one early step where
we are now expending a | ot of energy, but
we're al ready neasuring what really happens to
those patients.

So to ne, if you're neasuring the
outcone, | don't see why we individually need
to neasure the process that may or nay not be

directly related to the outcone. So again,

Neal R Gross and Co., Inc.
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sticking to the evidence part of the
conponent, there's no evidence that know ng
the EKG tinmes after you know the door to
needl e tinme makes a difference -- or door to
bal | oon ti ne.

DR VIDOVICH | actually like
your point. If your door to balloon tinme is
| ess than 90 m nutes or |less than 60 m nutes
and you achi eve your goal of early
reperfusion, then perhaps you shoul d neasure
mul ti pl e conponents of the process. In a tine
to page, or tinme to ED, tine to call the
cardi ol ogi st perhaps. | actually don't
disagree. | think it's a good point.

DR KOITKE: So | think, on the
other side, is that this neasure | think was
designed to pick up the clean mss, where
sonebody never even thought -- now, | don't
work in the ER -- ny question is, | think you
bel i eve those are extrenely rare or
nonexi st ence.

DR HOLLANDER: | can only speak
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anectdotal ly about the clean m sses in our ER
and we have them They got their EKGin the
time. Soneone msread their EKG and so this
doesn't do that. But | think nost
institutions now have a STEM comm ttee or
what ever you want to call it. And when

they' re not neeting the door to balloon tine,
they're |l ooking at why and this is one of the
seven or eight steps in the process that
people talk about. So it's going to be found
wi thout this being a neasure.

The other thing that's a little
unusual here is that it's a transfer neasure
only, but you get the EKG before you know
you're transferring the patient. You m ght
not actually give the aspirin in the |ast
nmeasure before you know you're transferring
the patient, but there's no reason to
i nherently think the EKGtine is different in
transfer patients and nontransfer patients
because it's actually what woul d determ ne

whet her or not a patient got transferred. So
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there's a separate carve-out for transfer
patients. | realize they get treated
differently because they nmay have an option of
thronmbol ytics at the first hospital and
primary PCl at the second hospital, but it's
not clear that the EKGis going to drive that
deci si on.

DR AL-KHATIB: | agree with what
Judd said. The other thing that | would add is
If you | ook at the evidence that they provided
yesterday, cited the guidelines, but at the
sane tinme when you | ook at the EKG has to be
done wthin ten mnutes, this is actually
based on expert consensus, expert opinion,
rat her than any solid data.

If you | ook at the opportunity for
I nprovenent where they provided sone dat a,
75th percentile was 13 mnutes. And so the
question that | would ask is do we have any
data to say that if you do the EKG wthin 10
m nutes versus at 13 mnutes, that you

actual ly change outcones. And |I'm not aware
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of any data. | actually would suspect that
there shouldn't really be any significant
difference. And that's why | don't think that
the evidence is there.

DR VIDOVICH | can't think of it
off the top of ny head, but | think there was
a paper a few years ago that |ooked at several
conponents how to decrease door to balloon
time and one of them was EKG one was direct
paging to the operator sitting there. | think
they actually did several conponents, but
there's no direct evidence, | agree.

DR JAMES: The paper itself says
the level of evidence is C. Witing clinical
policies for a Medicaid conpany, | wouldn't
accept that |evel of evidence. Secondarily,
we have putting in nore and nore neasures in
one area, which is really becom ng a process,
or an internedi ate process neasure doesn't get
to the outconme. It seens to ne diluting our
ability to put enphasis on the proper

measures. So |'mnot happy with this one.
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DR GEORGE: Are we ready to vote

on the evidence?

M5. LUONG The timer starts now.
One is for high. Two is for noderate. Three
is for low Four for is for insufficient
evi dence with exception and five is for
I nsufficient evidence.

(Pause.)

The evidence criteria, tw voted
noderate. Twelve voted Iow. One voted
I nsufficient evidence with exception and seven
voted for insufficient evidence.

DR WNKLER: So essentially, the
nmeasure stops here because you feel it does
not pass the evidence criteria. Al agree?

G eat .

M5. TIGHE: Thank you, Wanda and
Dal e. W have 2377 up next. Do we have our
col |l eagues from ACC to join us?

DR. KOTTKE: The next neasure is
2377, Defect Free Care for AM.

Welconme. So if you would like to
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give a brief discussion of the neasure, and
t hen.

DR CURTIS: Sure. M nane is
Jeptha Curtis. [|I'mfromYale University
wor king with the Anerican Col | ege of
Cardi ol ogy to develop and test this neasure.
| know many people in the room so good
nmorning to you all

So this nmeasure is energing from
the action Get Wth The Guidelines registry
which nost, if not all, of you are famliar
wth, but it is the nation's largest registry
of acute nyocardial infarction. |It's a
voluntary hospital -based registry which tracks
the inpatient care and outcones of patients
admtted with nyocardial infarction.

The primary goal of the registry
Is to inprove the quality of care delivered to
patients with nyocardial infarction.
Hospitals that elect to participate in the
registry commt by contract to submtting data

on all cases admtted with M. So there's no
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cherry-picking of cases for subm ssion. The
registry is audited as you've heard, | think
extensively, yesterday. And in keeping wth
the goals of inproving quality of care, there
are benchmark reports that are provided by the
registry on a quarterly basis. And in each of
t hese key el enents, process neasures, are fed
back to hospitals so that they can inprove.
One of the process neasures that
Is currently being used and is up for
endorsenent for today for public reporting is
t he conposite neasure, process neasure. And
in that and |I' mnot sure what docunents you
all have, but in that there's a -- this
conposite consists of 11 different individual
processes, all of which have previously been
shown to be inportant and affect the outcone
of patients wth nyocardial infarction. They
all have strong recommendati ons fromthe
current guidelines for the care of patients
with M and on that basis are evidence-based.

What we have shown t hrough our
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testing is that if you roll up all these

I ndi vi dual process neasures together and if
you construct it as a perfect care, or defect
free care would be the alternative nane for
it, you're still seeing significant

vari ations.

Now many of the individual
conponents of the neasure are topped out as
you guys have just been discussing, the
aspirin on arrival and aspirin on discharge,
for instance, is relatively high; nore than 99
percent of patients are getting that. But if
you roll up all the individual conponents, you
are seeing variations, such that the nedian
was 66 percent. In the inter-hospital
gquartiles, | believe it ranged from about 55
percent to 75 percent. So you have neani ngf ul
variation in this concept of defect free care.

And when you're considering this,

I think it's inportant to consider that this
is really the m ninumthat we owe the patients

who are being treated for nyocardi al
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infarction, right? Every one of these is
necessary and if it's not being provided to
patients, represents a significant death.
think that's why even though indivi dual
conponents of it are topped out, it is the
sunmary of care, next to outcones probably,
t he nost conprehensi ve way we have of
evaluating the care of patients wwth M.

So I'll stop there, thanks.

DR KOITKE: Liz?

M5. DeLONG Ckay. This neasure,
as he said, has 11 conponents. | think it
m ght have been very difficult for the
devel oper to substantiate the evidence and
validity, et cetera, for all 11. I'mafraid
they may have gotten a little confused by
repeati ng sonet hi ng about aspirin after every
conponent. So | got confused when | was
reading it. | can tell you what the statenent
was.

Evidence -- well, | don't have it

here. At any rate, the evidence varies, but

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 35
it's nostly 1A. | think they' ve gathered a

huge anount of evidence. M one worry is
snoki ng cessation. They claima high | evel of
evi dence for snoking cessation, but their
measure i s snoki ng cessation counseling. And
| do wonder whether there's a | ot of
variability in the inportance of 11 neasures.

And in particular, | would have
trouble rating snoking cessation along with
statin at discharge. There's no weighting
algorithmhere. They're all treated with the
sane weight. So in terns of evidence, | think
the evidence is very high for all but snoking
cessation counsel i ng.

DR, KOTTKE: Just to note, three
Public Health Service Task Forces have
concluded that there's Level A evidence that
snoki ng cessation constantly increases snoking
cessati on.

DR SPANGLER: That's al so
specific type of counseling, too. | nean,

it's the 5As is what they recomend, so |
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didn't see that nentioned here, but yes, it's
a pretty specific type of counseling that has
t hat hi gh evidence, so.

M5. DeLONG So is that enbedded
in this neasure, that counseling has to be
specific?

DR CURTIS: Sorry, could you
repeat the question? |It's really not -- the
information the registry captures i s whether
or not any snoking cessation counseling which
was provi ded, doesn't specify the type. | do,
however, believe this neasure, this conponent
to the measure is consistent with other
recommendations. And | think there's other
NQF- endor sed neasures for snoking cessation
counseling prior to discharge. So | think
It's consistent wwth that, but to that
conponent, we think it's an inportant piece of
this and may not have the sane | evel of
evi dence or specificity that the other
conponents do have.

We woul d note though, that waiving
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I ndi vi dual conponents to a neasure al ways
seens to get bogged down in arbitrary

deci sions, so we have opted not to try to do
any wei ghting, but rather again say in
totality, this is a neasure that captures

I nportant conponents of care and each of these
needs to be addressed in the delivery of care
to patients.

DR, KOTTKE: In fact, on the --
| ooks |i ke page two, where they describe the
snoki ng cessation, it is really the 5As plus
prescription of pharnmacotherapy. So | would
say it's state-of-the-art.

DR. SPANGLER  Yes, | see it on
page 96 too, they nention the 5As as well.

DR KOTTKE: Henry, any comment on
evi dence? Any further comments before we vote
on evidence? So let's vote.

M5. LUONG The timer starts now.
One is for high. Two is for noderate. Three
iIs for low Four is for insufficient evidence

W th exception. And five is for insufficient
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evi dence.

(Pause.)

So the evidence criteria, 11 voted
hi gh and 11 voted noderate.

DR. KOTTKE: Liz, opportunity for
I nprovenent ?

M5. DeLONG. There are a coupl e of
areas where the opportunity for inprovenent is
di scussed. | wasn't clear on how many of the
hospitals actually participated in their
tabul ation, but their tabulation gives a nean
of around 70 percent and a nedian that's a
little lower, | think. | thought there was a
significant gap for inprovenent.

DR KOITKE: Henry?

DR TING | think for the all or
none neasure, there's probably a significant
gap. Sone of the individual conponents may be
t opped out as we di scussed.

DR SPANGLER: | just had a
process question for Reva about this type of

measure. Because it's so conprehensive as a
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conposite, do we then | ook back at -- because
there are individual nmeasures here. And do we
di scuss whether if we think this should be a
measure that we elimnate the other -- | nean
how do we --

DR W NKLER: No, these conposite
measures are neasures that need to stand on
their own. Because they're conponents, you
want to be sure the conponents are evidence
based. But when it conmes to the actua
scientific acceptability, reliability,
validity, you're tal king about how t hat
nmeasure i s aggregated and how the data is put
together. And this is -- all or none is a
commonly used construct for a conposite.

So you want to look at that -- the
resulting reliability and validity for that
way of conbining the different conponents. So
you don't need to break it down with the
exception of the evidence, you don't need to
break it in its bits and pieces, but really

you want to see how the whol e thing works
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t oget her.

DR. SPANGLER | understand that.
My question is there are individual NQF-
endor sed neasures fromthese conponents.

Wul d we ever | ook at those and say well, we
have a conposite. W don't need these
I ndi vi dual neasures any nore.

DR, WNKLER: Actually, if you
recall the portfolio review | talked about
yesterday, we actually do have pretty nmuch al
of them as individual neasures at sone point
intime. |It's just they're not up for review
in this particular neeting. So it wll be one
of those things to consider when those
nmeasures cone up in their turn.

DR. KOTTKE: Any further
di scussi on?

DR JAMES: Yes, | could just
comrent for Jason. Qutside of the governnent,
heal th plans represents the | argest user of
measures. So there is utility for health

pl ans and being able to have a conposite as
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wel | as having individual ones. And ny wife
wor ks for a hospital. She doesn't want ne to
use conposites.

DR WNKLER: Jeptha, if you can
clarify Liz's question. How nmany hospitals
are in the registry?

DR CURTIS: It's a noving target.
There are nore than 900 hospitals. | think
950 are currently participating. |In the
sanple that we were using for testing, there
were 839 hospitals that were avail abl e that
were actually included in the defect neasure
after we applied our kind of data quality
checks and things like that. 553 were used
for the evaluation. So there was a drop off
based on whether or not the hospital's
subm ssion had past data for this tine frane.

DR. KOTTKE: Any ot her discussion?
So vote on opportunity for inprovenent.

M5. LUONG Tinmer starts now. One
is for high. Two is for noderate. Three is

for low And four is for insufficient.
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(Pause.)

Can everyone just point to ne
again? Twelve voted for high. Seven voted
for noderate. And two voted for |ow
KOTTKE: Priority? Liz?

DeLONG.  Par don?

5 5 3

KOTTKE: Priority?

M5. DeLONG Well, they don't tend
to give any estimtes of benefit, but M care
Is clearly inportant. |'mnot sure whether
each one of these elenents needs to be
I ncluded. Whether that creates nore burden
than is necessary. |f you separate out the
I nportance of M care fromthe individua
conponents, are they all inportant to include
in the inportance, given that there are no
estimates of benefit?

And by the way, the sentence that
keeps repeating is "estinmates of the benefit
of aspirin therapy across the body of evidence
are not reported.” And that's in there

several tines. You mght want to scan that
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docunent .

DR, CURTIS: | wll speak candidly
about -- | would use the word chaos of trying
to get these applications. You said we're
trying to pull 11 elenents into an application

M5. DeLONG | know, | know.

DR, CURTIS: -- wth the evidence,
with the gaps in care, with the inportance.
And | think the systemdid not do the
reviewers justice, so ny apol ogies for that.

That said, it's hard to eval uate
the i nportance for each conponent to it in
that we do know, | would say at a high |evel
we know each of these pieces of the conposite
are individually inportant, | would say based
on the evidence that we have. | would say for
the majority of themthere is sone evidence
that there is variation in care around the
I ndi vi dual conponents to it, but there are
ones where the gaps are larger. |'mnot sure

i f I'"'manswering your question specifically
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t hough.
M5. DeLONG |'mnot sure either.
DR CURTIS: Repeat the question
for me and I'll try to reframe it.

M5. DeLONG Well, I'mnot sure
that if you did a marginal | ook at each of the
conponents over the rest would there actually
be benefit there? For exanple, if they had
ten woul d having the other one nake a
substantial difference?

DR CURTIS: | guess it depends on
the perspective that you're using. So a
difference in what | would ask you?

M5. DeLONG I n an outcone,
presumably nortality or survival tine.

DR CURTIS: | think that's a
broader question than can really be addressed
with the evidence that we have here. | think
that's where you sort of started this
guestion. Wuld it make a difference in the
assessnent of hospital quality if we change

t he conponents of things that were maki ng up
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this conposite neasure? Yes, it would
certainly change it. |If we took out

eval uation of ACE/ ARB for patients wth left
ventricul ar systolic dysfunction, your
hospital estinmates would change a little bit.
Whet her or not -- because we don't have the
data for enpirical analysis to say okay, this
I's nost strongly associated wth one-year

out cones, we don't have that information
readily available for us to be able to test
whet her or not --

M5. DeLONG  You actually do,
don't you? | nean you have the data and
haven't you nerged it with the CV5?

DR CURTIS: W are working on
that. | think the problemthat we ran into on
those analyses is that the data that we had
for analysis for 2011, the 2012 data had not
been rel eased and we're still waiting for
that. So if you do it at 2011 data, a single
year of data and after you nerge the data,

general ly you get about a 60 to 70 percent
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nerge rate of Medicare fee-for-service
patients. So your population at the

I ndi vi dual hospital |evel is shrinking
rapidly. And so fromthat perspective, we
thought it would be better to wait for the
2012 so we'd have at | east two years of data
and get nore stable estinmates.

But | think that's still m ssing
the point. The point is that each of these is
a Level 1 recommendation for the care of
patients with M. | don't care, honestly, if
it's not as strongly associated with one-year
nortality in our anal yses because | know from
clinical trials and fromtask forces and from
all the weight of evidence that we have is
that every conponent in here is inportant and
wor t hy of neasurenent and | think worthy of
reporting.

DR AL-KHATIB: Actually, what |
wanted to say is we had this discussion
yesterday, Jeptha. You weren't here where we

were tal king about the increnental value of
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addi ng one intervention on top of other
interventions. But | conpletely agree. These
are all evidence-based gui deline recommended
interventions for patients with nyocardi al
infarction and yes, nmaybe we don't know the

i ncrenental value of adding the ninth
intervention on top of the other eight, but we
wi || never have studies that will ook at the
I ncrenental value of every intervention.

woul d hope that this argunent that Liz is
using won't be taken or perceived as sonething
negative against this neasure.

DR, KOTTKE: M feeling is -- let
me just nmake a comment that to tell a patient
you got eight, you don't need the ninth.

Leslie?

DR CHO There is actually data
fromthe Get Wth the Guidelines. There's a
coupl e of papers, that if you neet sone of
their -- as hospitals, as you know, there are
hospitals that participate. There are sone

don't neet Get Wth the Quidelines as nuch as

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 48

others. And there is a nortality difference.
I mean | think that's a well-known, well -
accepted, sort of it's published in JACC and
there's been a bunch of papers that if you
have hospitals and there's |ike 3,000
hospitals that participate, | think, in Get
Wth the Guidelines. Correct nme if |I'mwong.
DR, CURTIS: So not for this
particular version of the registry, but |
think there are -- there have been anal yses
t hat have supported the |ink between in-
hospi tal process neasures and in-hospital
nortality. | think what we were trying to do
Is assess its effect on long-term Because
sone of the conponents, quite frankly, could
have no direct effect on in-hospital nortality
whet her or not you were referred for cardiac
rehabilitation, for instance. It may be a
mar ker of quality of care delivered, but it's
not directly linked to the outcone and that's
why we thought we'd probably have to wait for

the I onger termoutcones to neet the criteria
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of enmpiric -- the enpiric analysis
requi renent.

DR KOITKE: Sir.

DR. SPANGLER | want to back to
Li z' point because ny only concern -- there's
two issues. One is the weighting, because not
all of the evidence here is equal. So there
are sone that the evidence is stronger than
others. The other thing is because it's all
or none, if you have consistently a facility
that has 7 out of -- let's say 9 out of 11, 10
out of 11, 9 out of 11, 10 out of 11, they're
going to get zeros across the board. Wen
you're neasuring that, it's the sane as a
facility that's getting 2 out of 11, 3 out of
11, 2 out of 11. Those are equal in this
nmeasure when | would say there's very
different quality of care being provided in
those two instances. So |'mnot sure how --
it's -- | think those are two different
I ssues.

And Reva, correct ne if |'m w ong,
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but not all conposite neasures are all or
none.

DR WNKLER: No, they are
multiple different types of constructs. This
IS one type.

DR. SPANGLER  And | am not sure
i f that was thought of when you guys were
devel opi ng the neasure about not doing it all
for none and what the rationale was for doing
it all for none versus doing kind of a step-
W se approach

MR CHU | just want to chine in
here real quickly here. So thanks for
allowing us to be here. So | think to your
comment we did ask this group to devel op the
measure, think about all or none, equal,
| atent opportunity and all the various ways of
conposite scoring.

| think actually having used NQF's
own conposite nethodol ogy, we decided all or
none, but a fact that | think Jeptha Curtis

articulated really well and just enphasi zing
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again all these things are class 1As. And we
realize sone of themare kind of topped out

I ndi vidual ly, sone of these are cardiac rehab
is one, | think it's 70 percent, kind of one
that does bring it down.

But | think to your point, |ooking
at the 12, if sonmeone is mssing 10, that is
kind of 10 to the neasures that they just fail
because the idea is you have to get al
eligible. You have to get themall to
achieve. And so | hear your points, yours and
Dr. DelLong's points. I think well taken, but
the enpirical analysis, unfortunately, we just
don't have at this tine to really determ ne
whi ch parts and which elenents truly are
getting to the end point, but we realize
overall all of these conponents nmake up the
whol e thing. But not know ng the enpirical
analysis it's a little hard to start judgi ng
whi ch el enent shoul d be taken out per se, at
this juncture, but we are willing to update it

as needed.
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DR CURTIS: Let ne just follow up

on that. As Jensen was alluding to, the ACC
has neasure devel opnents and all sorts of
committees that are evaluating this. Actually
in what's reported back to sites that
participate in this registry, they get it both
ways. And so there is sort of a defect-free
care which this is the construct that they
el ected to submt, but they al so get the
proportion of opportunities that are net which
I's another way of constructing -- we thought
it would be kind of duplicative to put both of
them forward, so we opted to put this one
forward, sinply because we thought that it set
t he bar higher and that we should it would
really provide a little bit nore of an inpetus
for hospitals to try and be perfect or defect
free.

DR SPANGLER: | like setting the
bar high. | guess the issue becones when --
because neasures are being tied to paynent and

penalties related to paynent, a couple of
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things are going to happen. Sone are going to
be penalized simlarly to | ow or nmuch | ower
quality.

What |'m al so concerned about is
what sonetines happens because it's tied to
paynent is people try to fill these neasures
or try to qualify these neasures in not honest
ways, let's put it that way, just so that they
can neet the criteria because of the paynent
I ssues and rei nbursenent issues that are

related to it.

DR. KOTTKE: | don't think that
it's isolated to paynent. | nean it's
braggi ng rights and other things. | nean any

time you have any neasures, sone people wll
lie. People lie.

M5. DeLONG And the nore neasures
you have, the nore likely you're going to
encount er gam ng.

DR KOITKE: Yes, but the question
Is which Cass A neasure are you going to take

out? They're all evidence based.
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Henry? Henry has the urge to

speak.

DR TING I'mlistening to all of
this and | understand that these are all C ass
1A, very inportant neasures. | think part of
the problemthis commttee is having which is
maybe the problem |'m having is how do we
approach these conposite neasures? Because
each one of these individual nmeasures are
I nportant. In fact, sonme of themare so
I nportant they've topped out. W decided to
retire the aspirin neasure.

And |' m personally not conpletely,
to be honest, sure exactly how we're supposed
to evaluate a conposite in the setting of
t hese individual neasures which are al
I nportant and shoul d be done as Jept ha pointed
out. No one is going to argue the evidence
for any of these neasures. These are al
Cass 1A. W all believe them

But as far as a conposite, what's

the right approach for us to say we shoul d do
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this conposite? And then how does that
reflect or how do we harnonize with the others
that are stand alone, that are already out
there and what tine cycle does that get done?
It's one thing to say we're going to
har noni ze, but this is redundant potentially
If we don't harnonize today or in the next
year.

DR, MASSOUDI: This is Fred
Massoudi. Can | nmake a comrent?

DR KOITKE: Yes, Fred, go ahead.

DR. MASSOUDI: Thanks. [|I'msorry
that | can't be there in person today. You
know, | appreciate the issues raised about
gaming. | don't think that a conposite
necessarily nakes a neasure nbre prone to
gam ng than anything el se necessarily. |
think gamng is a concern wth any neasure at
all that could be used for the purposes of
accountability. So | don't know that that's
necessarily a specific criticismof this

measure as nuch as it is the use of neasures
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at all for the purposes of accountability.

Secondly, you know, in our
experi ence having worked with NQF, as you
recall fromthe history of the cath-PC
measure whi ch we devel oped as an all or none
conposite, we are follow ng the approach that
has generally been recommended by NQF in terns
of generating an all or none conposite that
puts together a nunber of processes of care
per the specific conditions. So in sone
respects this has been responsive to gui dance
we've received in the past for NQF.

DR KOITKE: Thanks, Fred. Kristi
just took her thing down.

Tonf

DR. JAMES: This tine | am
speaking fromthe perspective of working with
the AQA's Public Reporting Wirk Goup. This
Is a kind of nmeasure that really flies well
wthin the nulti-stakehol der group of that
particular body in that (1) it represents

I nportance, what we're discussing right now.
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Secondarily, it creates a wide variation in
reported outcones. Those neasures where there
are small differences in results are ones that
are really not very useful for the consuner.
So this one, | think, is terrific.

DR KOITKE: [If | were
hospitalized and soneone said well, that's
good enough for the patient, eight out of ten.
You' ve got eight. You don't need the other
three. 1'd be alittle disappointed in the
care | were receiving.

Mary?

DR, CGEORGE: Yes. | know several
years ago when I H first devel oped the white
paper on bundling neasures and conposites,
they really stressed not putting too many in
one bundl e and soneti nmes breaking that big
bundl e up into things that m ght happen by one
care teamin the hospital versus that your
di scharge neasures m ght be happening with one
care team whereas the ED early care processes

may be happening with a different care team
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and whether there was any thought in terns of
maybe having rather than 11 neasures in a
conposite to nmaybe breaking that down into
sonet hi ng nore along the Iines of where that
care was actually taking place in the

hospi tal .

DR. CURTIS: W have not tried to
expl ore whether or not it's nore useful for
the other set of consuners, the providers to
break it into that. W certainly think that
there's added value for the conposite versus
t he individuals.

| wll say that the care of M
patients in general is pretty well cordoned
off in nost places. |It's generally a care
teamthat's caring for you once you get out of
t he enmergency room and on the in-patient
services. Now you mght be swtching fromthe
CCU to a step-down floor or sonething |ike
that, but it's generally a group that's
cohesive, that's been working together for a

long tinme that has their patterns of practice
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pretty well established.

| wll say the other piece of that
Is that the action Get Wth the CQuidelines
registry per se provides the existing
comunity that is used to looking at this and
used to evaluating the full conponent of the
nmeasure. So it's not that we're necessarily
adding a new burden. Wat we're really
| ooking for is the endorsenent of this
organi zation to say you can use this neasure
for public reporting sort of the | ogical
extension of the internal quality inprovenent
efforts that the registry has been
facilitating for years.

DR KOITKE: Li nda.

M5. BRIGGS: | was going to
reserve ny comments for the feasibility
section, but since we're tal king about the
nunmber of indicators within this conposite
nmeasure, | think that part of the opportunity
for i1nprovenent piece that we're seeing is the

variability that's caused by this very high
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bar of 11 things to get to. And while |I think

it's really inportant for us to have very
holistic care for the M patient, that
nmeasuring these 11 things when maybe 5 of

them at |least aspirin we've decided no, we've
ki nd of topped out on.

The burden of actually nmeasuring
sonet hi ng that you' ve already topped out on,
you're going to keep topping out on that
particul ar agent probably in nost of the high-
performng hospitals. So you're really not
for nost places not neasuring anything that's
contributing to a change in the quality of
care for nost institutions. The things that
you care about within that 11 are the things
that people tend to m ss.

So we have apparently other free-
standing indicators that have to do with
things like fibrinolytics or time to PCl and
all the pieces that go in here. | really
think that while it would be nice to | ook at

this conposite index for all of those things,

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 61

that you're creating a |l ot of work for people
in data collection that isn't necessary
overall. Yes, people that are doing the Get
Wth the Guidelines registry, they're already
collecting that data. But if we approve this
measure and it goes forward, then other people
are going to be expected to collect that data,
too, probably. And while sone of that is
good, we're al so probably creating a | ot of
wor k for people that may be unnecessary.

DR KOITKE: Judd.

DR, HOLLANDER: So | am wonderi ng
if it's possible to not have the best of both
worl ds on one data form right? Like why
can't the conposite be reported with all the
I ndi vi dual elenents fromone place? So -- and
then you get everything. Because if you're
going to collect all 11 of these things
individually, and it's 11 different data
fornms, well, you're repeating a |ot of
information and if you're going to collect a

conposite, you' re repeating or people are
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filling out other data forns that have a | ot
of information.

And so if the neasure, |'m going
to say harnoni zed, for lack of a better term
or consolidated is probably the right word, if
we have nultiple neasures that get at the sane
or redundant data, why can't it be
consolidated so there's one reporting system
that provides all that relevant information?
And so in essence, this one is collecting each
of the 11 subcategories, but there's another
one door to needle or door to lytics and it's
all on different data forns, presumably. So
unl ess everything is comng through the sane
registry for every one of these neasures, and
so it would behoove us to find the best
repository of all that information and have it
all conpleted at once, rather than fill out
Form A for this neasure, FormB for this
measure, and send it to a different place.

DR WNKLER: Judd, | think you're

sort of describing why people would really
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truly love to see in an ideal world, but our
world is far fromideal. And what we have are
multiple inplementers. And | think many of

t hese neasures are hospital -based neasures.
They' ve been in play a long tine by CM5. The
data collection systemare sort of

established. This, I think, is -- this
registry is a parallel effort as well.

| don't know that just by
endor si ng neasures we're going to have a way
of any sort of forcing function to nove to a
consol i dated data col lection platform which
probably would be really nice, but | think
we're not there yet and one of our problens
with these neasures is we endorse them but
then those various inplenenting organi zati ons
do their thing.

DR KOITKE: |If | can just nake a
comment before going on to Joe, our experience
abstracting paper records is the cost is
getting your hands on the record. It's not

the additional data elenment. |It's actually
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culling the record.

Joe?
DR CLEVELAND: | just want to
echo as | hear the di scussion. | think that

| interpret this as really the totality of
care for the patient and therefore | realize
it's alittle unwmeldy. | really think that's
what we should be about. And again, |I'm
thinking if | go and do a bypass operation,

do seven of ten steps, right but three are
not, the outcone nmay not be great. | nean
maybe that's too -- it's not quite the
appropriate analogy, but it really says you've
got to -- we've got to set bar high. | think
that totality is inportant.

DR KOITKE: Sir?

DR VIDOVICH | just have a
little comment as | was goi ng back and forward
in |looking. W did sone research on the
I npact of insurance status with Get Wth the
Qui delines and | was | ooking at the paper. It

was a few years ago. And the neasure actually
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very nicely discrimnated between different

I nsurance carriers, Medicare, Medicaid,
private insurance and that was refreshing ny
nmenory and while all the conponents were

di fferent between various insurances, the
measure actually captured it very nicely. And
then even after nultiple adjustnents, it
turned out to be a good indicator of

di fferences of care.

So | ooki ng back, again, it's been
a while since | thought about this paper, but
I think it does nicely describe a conposite
outcone of conplete M care. That would be ny
take on this. | found it quite val uable.

DR. KOTTKE: Thank you. Liz, did
you have anot her comment ?

M5. DeLONG | just wanted to pick
up on what Linda said because it's not only
codi ng whether they did it, there's a |ot of
overhead in eligibility for each one of these
that has to go into the conposite because you

have to cal cul ate how many of these things was
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the patient eligible for in order to calculate
whet her they got it all right. And that's
vari abl e.

DR. KOTTKE: Further comments?

DR CURTIS: So | guess one of the
struggl es here that the NQF endorses neasures
that are agnostic as to who is applying them
In this case, the neasure is devel oped and
i npl enented currently for quality inprovenent
purposes at the |evel of an individual
specific registry. So fromthat perspective
there is no increnental demand on hospitals.
They' ve already nade that investnent in
gquality inprovenent. They've already paying
the fees which are mninmal conpared to the
anount of effort it takes for the personnel to
abstract these charts so that we can provide
this data back to them

So it gets to the larger point of
what if this were applied to a different
popul ati on or a broader population? | can't

speak to whether or not that's feasible and it
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probably would be. There would be overhead
and expenses associated with that. But for
the target population in which this was

devel oped and currently applied, there is

m nimal increnental efforts required, in fact,
none.

MS. DeLONG | guess ny concern
woul d be standardi zation across all of the
different entities that decide to capture.

DR KOITKE: Are we ready to vote?

M5, TIGHE: I'Ill just junp in
because we've tal ked about a | ot of things
that are not what we're voting on right now

(Laughter.)

| think the one comment was nade
related to high priorities that M care is
clearly inportant. Everything else has really
dabbled in the construct of the conposite, the
validity of that construct, and the
feasibility which we'll vote on next.

DR. KOTTKE: So we are voting on

priority.
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MS5. LUONG The timer starts now.

One is for high. Two is for noderate. Three
is for low And four is for insufficient.

(Pause.)

Priority, 15 voted high and 7
vot ed noder at e.

DR. KOTTKE: Thank you.
Scientific acceptability --

DR, WNKLER: This is one of the
I nportant criteria about conposite neasures
and it really was what you all have been
tal king about. And that is the construct, how
this nmeasure was conceptualized and put
toget her and what's included, what's not, all
the things you' ve been tal king about is what's
in 1D. So that's the criteria for this
conposite that you're addressing in your next
vote. You can see it tal ks about the
construct, the rationale, and the aggregation
and weighting. You've all tal ked about all of
that stuff.

DR, AL-KHATIB: | was actually
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reserving these couple of questions until we
delved into the specifications of the neasure,
but nmy questions are actually directed to the
devel oper.

In terns of, for exanple, I|ike
people -- | know Liz nentioned the issue of
patients not being eligible for one of these
I nterventions, so how do you handl e
contraindications, like if a patient has a
contrai ndi cation to one of these nedicines,
for exanple? That's one.

The second thing that | want to
ask is you nmentioned evaluation of LV systolic
function and we all know that sonetines you
have patients where the troponin is just
slightly elevated. They just had an
echocar di ogram done two nonths ago. Now for
this particular encounter, maybe we as
clinicians decide that repeating the
echocardiogramis really not necessary. So
how do you handle that if the patient does not

get an LV assessnent during this encounter.
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And then finally, the issue of
time to reperfusion or to PCl is really key.
Wiy is it that we have redundancy? | think at
|l east this is the way | see it when you talk
about consideration of reperfusion therapy.
| nmean aren't those redundant? Wy not do
away wth the consideration of reperfusion if
you do have tinme to either primary PCl or
lytic therapy?

DR CURTIS: So | can try and
address those and of course try to keep the
way that each of these 11 conponents are
calculated in ny head is a little nuch. But
I think the conposite was constructed in a way
that we tried to be as fair to hospitals as
possi ble. So for each one, we tried to apply
sort of a standard of reasonability to say
okay, if there is docunentation that you
consi dered whether or not to perform an
assessnent of |eft ventricular ejection
fraction but you had the information or

ot herw se thought it was unnecessary, as |ong
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as we docunented that rationale you would be,
| believe, given credit for that. GCkay?

For the reperfusion question, it's
a conponent -- there's two conponents to
reperfusion, right? There's the decision of
whet her or not soneone gets reperfused. And
then there's the tineliness of the
reper f usi on.

So the Dto B and the D to needle
or dirty needle are both assessing the
tinmeliness of that reperfusion. But both of
those actually kind of m ss the question of
whet her or not all patients are getting
reperfused. So fromthat standpoint, | think
they are capturing distinct domains. One is
the speed. One is whether or not they got
reperfused at all. |It's probably one of the
nore controversial conponents of this
particul ar neasure, but we find one that's
i nportant. Actually, has very little
variation at the individual hospital |evel.

Most patients are getting reperfused nost of

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 72

the tinme and the ones aren't there, there's
usual ly good justifications for that.

DR KOITKE: W are ready to vote
unl ess soneone raises their nane tag. W're
ready to vote on the conposite.

M5. LUONG The tiner starts now.
One is for high. Two is for noderate. Three
is for low And four is for insufficient.

(Pause.)

Seven voted for high. 11 voted
for noderate; two for |ow and one for
I nsufficient.

DR KOITKE: Ckay. Acceptability
and reliability.

M5. DeLONG For reliability, they
produced one of those plots where they did a
split sanple and they | ooked at the percent
fromone sanple versus the percent fromthe
ot her sanple. As | said yesterday, | prefer
to see percent agreenent when you approach it
fromtwo different directions, but the worry

about this chart is that there are
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di screpanci es between one take on the random
sanpl e and anot her take on the random sanpl e.
I"I'l try to find the page that's on.

DR CURTIS: So | think this
reflects sort of the difficulty working with
sone of these docunents. So we have a
beautiful figure which shows the correlation
of the randomsplit sanple; one versus random
split sanple two. And it is aline. This is
the hi ghest correlation | have ever seen for
a randomsplit sanple. It's .97 sonething.

So there are differences in any
random sanpl e that you choose. There may be
a few nore defects in one than the other. W
only apply a mninumthreshold of 25 cases and
so if you had one defect in one place, you'l
see sone variation around it. But it seens to
be a pretty consistent, and | woul d say
reliable indicator of the care that's being
delivered at these hospitals that is
reproducible in tw different random sanpl es

in the sane tine frane.
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M5. TIGHE: The figure that they

are referencing that shows that is figure two.
It's on page 117 of the packet that you al
have.

M5. DeLONG So there is a great
distinct trend there, but you do have sone

that are at maybe 45 versus 35; 40 versus 25.

| nmean that --

DR CURTIS: Right, but | guess
how much of that -- so if we dug in on that,
right, I nmean 35 versus 45 is pretty good. |If
you actually look at -- not to sell the

out cones neasures short, but if you | ook at
the correlation of randomsplit sanple for the
out cones neasures, that's nmuch nore of a
shocker. And what you'll see, sone indication
that there's a quality signal that the | CCs
are acceptable, but much | ower |evel of what
| would call reliability in this.

If you dug in on these where there
Is nore difference and we have not done that

and maybe we shoul d have, | woul d specul ate
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that this would probably be due to hospitals

at the |lower range of volune. And so that's
probably the ones we're seeing a little bit
nore --

M5. DeLONG. But they're going get
di nged, right? | nean where they cone out in
the spectrumis dependent on this neasure and
iIf they're going to be paid based on this
measure, and the take on this nmeasure for that
site is that variable, that's bothersone for
t hem

DR CURTIS: | would argue this is
the | east anmount of noise |I've ever seen for
any neasure that's been evaluated. This is
perfect correlation, near perfect, nunber one.
Nunmber two, there's no plan or nechani smthat
| could see this being turned into financi al
penalties at this point. | don't see a
pathway for that. | can't speak for what the
ACCis trying to do in this regard. This is
at this point purely a quality inprovenent

effort. And it's trying to | everage the
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effect of public reporting of this to further
enhance hospitals' quality inprovenent
initiative. So | would try and divorce this

fromthe consideration of possible financial

penal ti es.

If I were a hospital that's 35 in
1, and 45 in the other, | have things that |
need to do to inprove. It doesn't matter if

it's 35 to 100 or 45 to 100. There's an equal
opportunity there. | nean there's nobody
that's going fromzero to 100. There's nobody
that's going -- maybe |ooking at it right now,
maybe 10 to 20 at nobst on the edges of the
spectrumhere in terns of the performance in
sanpl e one versus sanple two. But | nean it's
a pretty reliable signal of quality in ny
opi ni on.

M5. DeLONG | wll say that the
conponents, you did a chart review versus the
conponents and they turned out very well. |
think the Get Wth the Cuidelines database

itself is capturing those conponents very
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accurately. But that does lead to sone
concern on ny part about this plot and the
di screpancy that you can see in the | ower
vol une hospitals.

This didn't -- by the way, you
didn't say what tine period this is.

DR CURTIS: This is 2011-2012, we
took all the cases --

M5. DeLONG So two years of data
for each site?

DR CURTIS: Two years of data
that were then -- yes, correct. And then
split.

DR, KOTTKE: O her comments? So
we've had the discussion on reliability. |Is
that correct? Are we ready to vote? Seeing
no -- oh, Sana.

DR, AL-KHATIB: | want to nake one
comrent that | think was not very clearly
stated is that when they did the reliability
testing, they did it both at the data el enent

| evel and at the neasure of score | evel.
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think that's sonething inportant to keep in
mnd as we vote, if we have to stick to the
al gorithmhere. So just sonmething to keep in
m nd.

M5. DeLONG That's what | was
saying, when they did it at the data el enent,
It was very good.

DR KOITKE: Let's vote.

M5. LUONG Tinmer starts now. One
is for high. Two is for noderate. Three is
for low Four is for insufficient.

(Pause.)

For reliability, 16 voted high and
6 voted for noderate.

DR, KOTTKE: Thank you. Validity.
Liz?

M5. DeLONG There is no enpiric
evi dence of validity, but once again, the
I ndi vi dual conponents seemto be accurately
constructed. The overall conponent, there
wasn't evidence given.

DR. KOTTKE: Any ot her comrents?
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Are we ready to vote on validity? Seeing no
objections, we'll vote on validity.

M5. LUONG The timer starts now.
One is for high. Two is for noderate. Three
is for low And four is for insufficient.

(Pause.)

Can everyone just point to ne
again? Six voted for high; 15 for noderate;
and one for |ow.

DR KOITKE: Feasibility.
Validity of the conposite.

M5. BRI GGS: Under the STEM
popul ati on, you have tinme to fibrinolytic
therapy and tine to PCl. |Is there a choice
wthin those to say not applicable for those
particul ar things?

DR CURTIS: Yes, I'msorry, just
to clarify. So the denom nator of opportunity
changes for each patient and changes for
whet her or not you're a STEM or a non- STEM.
And certainly if you receive lytic therapy you

woul d not be eligible for a long tine.
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M5. BRIGGS: That wasn't entirely

clear fromwhat the denom nator statenment was.
It was STEM versus non-STEM, but nothing in
terms of if the patient received fibrinolytic
t herapy versus PCl.

DR CURTIS: Right, and the other
anal ogy for that would be for the patients
wth a low ejection fraction. Not al
patients wll have a |l ow ejection fraction, so
again there's that evaluation of whether or
not they're eligible and that's true for every
conponent of neasure. Again, for transfers
in, they're not being held accountable for
whet her or not a patient received aspirin at
the referring hospital.

M5. DeLONG  So what happens when
ejection fraction is mssing? M experience
Is that that is mssing a lot in sone of these
dat abases.

DR KOTTKE: You get a zero.

DR CURTIS: No, in this case, you

drop out of the nunerator and the denom nator
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for that particular conponent of the
conposite. And so you're still dinged because
assessnent of |eft ventricular ejection
fraction is still one of the conponents. So
in a defect-free care construction you would
be a zero as opposed to a one. |Is that clear?

M5. DeLONG  You said drop out of
the --

DR CURTIS: No, you drop out of
both if you're not eligible -- for left
ventricular ejection fraction specifically
refer ACE/ARB, in patients with reduced LVEF,
you drop out of nunerator and denom nator if
you don't know what their EF is. You can't be
in the denomnator if you don't know what
their EF is. You can't assune that they have
a | ow EF because 60 percent of patients do not
or 75 percent do not have a | ow EF.

So for that particular conponent,
yes, you have to have an EF that's assessed.

It has to be low. You have to have no

contrai ndications to an ACE/ ARB and then if
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you neet all these conclusion criteria, then
you assess whether or not they actually
receive this treatnent.

M5. DeLONG By and | arge, they
get a zero anyway.

DR CURTIS: Correct.

DR KOITKE: |If they don't neasure
the EF and docunent it, they don't neet
optimal care. O her coments on the conposite
validity? Seeing no novenent, we'll vote.

M5. LUONG Tinmer starts now. One
for high. Two for noderate. Three for |ow
And four for insufficient.

(Pause.)

Can you just point towards ne
again? Thanks. Thank you. For this, four
voted high. 16 voted noderate. One for |ow
and one for insufficient.

DR KOITKE: Liz, feasibility.

M5. DeLONG | think we've trod
that ground as well. M worry is the coding

that is necessary and the recipe feeling of
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this whole thing that is it really sonething

that wll actually be inplenented given the
conplexities?

DR KOITKE: Sana?

DR AL-KHATIB: | think within the
real m of the action Get Wth the Cuidelines
dat abase, this is certainly feasible and
doable. Could you give us a sense of what
percentage of patients who present with AM
are being captured by this registry?

DR CURTIS: It is very hard to
get a sense of who's not. The auditing that
they do and they do do auditing which is where
we got the agreenent for the individual
conponents, does not address, does not scour
hospital records and develop -- did you send
us everybody with a M?

The contract that the hospitals
sign when they agree to participate in the
registry says that they have to agree to
submt every patient wth M. That's very

hard beyond sort of assum ng that hospitals
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are trying to do the right thing and not gane

things. | don't know why they woul d be paying
these fees and participating if they're not
going to plan on participating whol eheartedly.
But again, | don't have a response for that.

DR KOITKE: Henry.

DR TING So this is a question
for Tom actually. Just warning here. Tom
on a personal level, it is nmy opinion, | I|ike
conponent neasures when you think about
perfect care for AM, diabetes, PCl. | think
they're a good thing. They tell us about
whet her the patient got everything we think we
shoul d be doing in terns of level 1 the
evi dence.

And we had the one, the door to
ECG W |like door to balloon tine, the whole
process, not just conponent to the process.

But you had nentioned that, |
think earlier on in this commttee neeting,
that certain people like individual conponent

nmeasures. And you said sonething about your
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w fe or sonething -- who |ikes individual
conponent neasures as opposed to the entire
conposite, what we think is perfect care for
di abetes or AM or PCl

DR JAMES. This gets right into
usability as well opposed to feasibility, but
It's -- when we start |ooking at processes for
hospital s or physicians when they' re doi ng
transparency work or devel opi ng pay-for-
performance paynent for value prograns, there
may be tines when the bar may be too high for
certain elenents and so you say let's do it in
segnents and work our way up.

When | ' m dealing with consuners,
with the AQA, they want to have sonet hi ng
whi ch sounds |i ke Atul Gawande wote it and
that is it's really a checklist they know that
a facility is going through every step all the
way and that they know the perfect should not
be the eneny of the good. But it's how things
are being used in different circunstances.

That's why it's good to have a tool kit of a
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vari ety of neasures.

DR TING I'msorry, so what
you' re suggesting though is that at the
measurenent |evel there is probably a need for
both the individual conponents of the
conposite as separate neasures, is that what
you' re advocati ng?

DR. JAMES: That's right. In
fact, when you | ook at what NQF says how
nmeasures are being used, two thirds of al
nmeasur es adopted are being used in sone sense
or another. Very few of them are being used
uni versally, except the aspirin on arrival.
It's because there are different
opportunities.

DR KOITKE: Liz.

M5. DeLONG One concern about the
usability of this is that unless you have all
t he individual conponents as well, a site
doesn't really know where they're being
di nged. You know you got an 80, let's say.

You don't know whether there's a particular
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nmeasure you're failing or whether you're
across the board, not doing well.

DR CURTIS: | think that goes to
how public reporting and internal quality
I nprovenent efforts conpl enment one anot her and
you can't have one wi thout the other, right?

From a consuner standpoint, |
think it's useful to have this all or nothing
conposite defect free care. They know,
whoever the consuner is that this hospital
this proportion of patients receive defect
free care.

For the site, for the institution,
fromtheir perspective, they need to know
where they're falling down if they are falling
down. The action registry does provide al
this information in great deal to the
participating hospitals. So again, you can't
have one wi thout the other. So there has to
be a nechani sm by which that information is
fed back to sites. However, on a consumner

| evel, | don't necessarily, | wouldn't expect
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that | would have the information and
expertise to evaluate okay, they're really bad
on door to needle, but they're okay on aspirin
on arrival. Rght? So | think they have to
go hand in hand. | conpletely agree with
that. Froma public reporting standpoint, |
think you really only need the conposite.

DR KOITKE: Linda, then Judd,
then Tom

M5. BRIGGS: |If we're nmaking the
| eap to public reporting on this, one m ght
al so assune that insurance carriers, et
cetera, mght decide to adopt this neasure
beyond what the Anerican Col | ege of Cardi ol ogy
Is nonitoring with the Get Wth The
Gui del i nes.

So say CMs wanted to pick this up
and say all right, you need to give us defect
free AM care. So anybody who is not
currently using the Get Wth The Qui del i nes
dat abase will now have to | ook and obtain the

data for each of those 11 elenents as they've
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been approved theoretically by us and then be
able to report in this very conplex algorithm
as we've been tal king about, if this person
meets this contraindication, then they fal
out of the nunerator, they fall out of the
denom nator. It beconmes very difficult for
soneone who is not a nenber of the particular
registry if again, this gets applied at
anot her | evel.

DR, CURTIS: | don't think there's
a reason why it could not be adopted by an
organi zation |i ke CM5 or another interested
party. It would have to be that they use
simlar conparable definitions and details and
attention to fairness and equity as they do
so.

M5. BRIGGS: But there are costs
with this.

DR, CURTIS: Let ne continue. The
other piece is that the individual conponents
are already being collected for npbst neasures,

right? So aspirin on arrival, aspirin on
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di scharge, beta bl ockers on di scharge, al

t hese sound famliar because they're JCAHO
measures, right? So relatively few of them
are new or novel or stand al one as opposed to
what hospitals are already doing. So | guess
| can't speak beyond that, but | think that
it's again, all of themare C, conponents to
the care of this patient population and if an
organi zati on wanted to nmake that investnent
and they wanted to do it fairly and equitably,
| don't see why that should be a barrier.

DR. KOTTKE: Putting ny insurance
conpany hat on, | don't see why an insurance
conpany that acts on behalf of a patient
shoul dn't expect that a hospital provides good
care.

Judd?

DR. HOLLANDER: My spine tingles
every tinme | hear the word defect free care.
And | al nost want to vote agai nst the neasure
just for its nanme because you could rupture

the heart in a cath. lab. You could get a
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groin hematoma. You could actually die and
you coul d be getting defect free care. So |
urge the devel opers to change the nane. |It's
really guideline conpliant care and it's
really 2014 gui deline conpliant care because
in a year or two there will be new data and
sonething else will be added and you' re not
even attacking everything. But it is not
defect free care. It is just a conposite of
these 11 nmeasures.

And so | think consuners wll
totally msinterpret it.

DR KOTTKE: Tonf

DR JAMES. Let ne just start off
by just conplinenting your organi zation.
CGeorge told ne about with conposite neasures
i n diabetes that the all or none phenonena
wth HealthPartners in Mnnesota was that very
few physicians, internists, were able to
achieve all elenents of their conposite
nmeasure until the insurance conpanies started

saying this is what it is. The ACP got behind
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it. Oher state organi zations got behind the
gqual ity nmeasures and guess what? M nnesota
proved to the rest of us that conposite
measures really do serve as a |ever to inprove
care. After all, the point of all of this is
people. |It's caring for people. It's not
just an academ c exerci se.

| have sonme strong feelings here.

(Laughter.)

DR, KOTTKE: How do you really
feel, Tonf

Any ot her conments or can we vote
on feasibility of the conposite? Let's vote
on feasibility of the conposite.

M5. LUONG Tinmer starts now. One
is for high. Two is for noderate. Three is
for low And four is for insufficient.

Seven voted for high. Twelve for
noderate. And two for |ow

DR KOITKE: Usability and use.
Liz?

M5. DeLONG Well, it is obviously
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being used in Get Wth The Guidelines. As a

follow up to Sana's comment, |'m not sure what
percent of patients are actually being

eval uat ed under those circunstances.
Apparently, there has been an inprovenent in
not only the measure, but an acconpanying

I nprovenent in nortality. So it apparently
wor ks despite the conplexity.

DR, CURTIS: Just to clarify. |
don't think we have evidence that inproving on
this nmeasure inproves your nortality. Wat we
have is an associ ation between a hospital's
performance on this conposite neasure and
their in-hospital nortality. So it's an
association. |It's not causality, but yes,
there is sone evidence to suggest that if you
do well, your patients do better.

Yes, Christine.

M5. STEARNS: There's been a | ot
of comments previously about the benefit to
consuners who are | ooking for information, the

quality of care at a particular hospital.
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Coul d you just comment about how this m ght be
used for public reporting. |It's nentioned
that that's sonething that's planned. Could
you just comment a little bit about that?

DR, CURTIS: So I think the
Anmerican Coll ege of Cardiol ogy and again, if
| go off track sonebody correct ne, but they
have a true conmtnent to increasing their
I nvestnment in public reporting as a |lever to
get hospitals to focus even nore efforts on
I nproving quality of care.

So they are in the process of
creating a nmechanism a pathway by which
public reporting can be achieved and there has
been a pilot and specifically PCl 30-day
readm ssion rates was publicly reported in a
voluntary session anong hospitals that were
participating in the CathPCl Registry and they
had the option of opting in or out of
vol untary public reporting that was on both
hospital conpare as well as internal Anmerican

Col | ege of Cardiol ogy website. So | wouldn't
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say the pathway is well demarcated at this
point, but there is a pathway and | would
i magine that this would follow a sim |l ar path.
MR CH U The only thing I would
add to your coment, Curtis, is that work
group is kind of deciding the neasures of the
public reporting initiative, actually
partnered, ACC has partnered with HRS and STI
as well, so we have kind of partnerships, it
isn't just ACC kind of going at it alone. So
you'll see obviously PCl, that's our nore
robust registry and has been here for over ten
years as yesterday we alluded to the 133, the
nortality neasures that gone through three or
four cycles. So hopefully, the actionable
ones, hopefully, this gets endorsed. This
wll be kind of a simlar thing. But action,
this nmeasures specifically is planned to be
potentially in the future, sooner rather than
| ater, we hope in that portfolio. But | can't
speak for that commttee and junp the gun on

that, but they wanted to see it gets endorsed
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at NQF first and then get that in the program

in the public reporting initiatives.

DR. KOTTKE: Further comments on
usability and use? Seeing no novenent, let's
vot e.

M5. LUONG Tinmer starts now. One
is for high. Two is for noderate. Three is
for low And four is for insufficient
I nformati on.

Can everyone just point to ne and
vote one nore tine? Thank you. Keep pushing
it.

Si x voted for high, 14 for
noderate; and 1 for insufficient information.

DR. KOTTKE: kay, now we'll vote
on overall.

M5. LUONG Tinmer starts now. One
is for yes. Two is for no.

Ni net een voted for endorsenent.
Three voted no.

DR. KOTTKE: Congratul ati ons.

Thank you for your tine.
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Reva, break until 10:00? Ckay,

we'll break until 10:00. Thank you everybody
for your thoughtful coments.

(Wher eupon the above-entitled
matter went off the record at 9:44 a.m and
resuned at 10:00 a.m)

DR KOITKE: This is for people to
draw ternms. |'Ill -- Lindsey will tell us how
this is going to work since | don't know.

M5. TIGHE: As you all may recal
when you initially signed up for this, there
was an option of a two-year or a three-year
termfor the Standing Commttee. So we're
going to split it 50-50 just so everybody
isn't recycling at the sane point in tine.

But | wll caveat that if you are interested
and you draw either a two-year or a three-year
term our policy does allow for you to serve
two consecutive terns. So even if you draw a
two-year term at the end of the two years you
coul d reapply and nom nate yourself again to

participate. So you could be on this for a
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very long time if you wanted to be. But Winm
Is going to cone around and | et you draw
either a two- or three-year term And VW wll
record the results of that.

DR GEORGE: WMary Ceorge, three-
year term

M5, TIGHE: And | will junp in,
Jeff, Ted, and George, I'll be draw ng for you
as your proxy just like |I've been voting for
you.

DR. KOTTKE: Tom Kottke, three
years.

M. TIGHE: Jeff Burton, two-year
term George Philippides, tw-year term And
Ted G vens, three-year term

M5. STEARNS: Christine Stearns,

t wo-year term

DR HOLLANDER:  Judd Hol | ander,
two years.

MS. STEARNS:. Two-year term

DR HOLLANDER:  Judd is two.

DR. CLEVELAND: Joe C evel and,
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t hree-year sentence.

(Laughter.)

DR JAMES.: Tom Janes, two-year
term

M5. HI LLEGASS: Joe, |'m serving
with you for three years.

(Laughter.)

DR. VIDOVICH: M aden Vi dovi ch,
three-year term

M5. DeLONG Liz, three-year term

DR RUGE ERO N ck Ruggi ero, two-
year term

M5. BRI GGS: Linda Briggs, three-
year term

DR. CROUCH: M chael Crouch,
three-year term

MR MARRS:. Joel Marrs, two-year
term

DR SPANGLER: Jason Spangl er,
three-year term

M5. M TCHELL: Kristi Mtchell,

three-year term
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DR CHO Leslie Cho, three-year

term

DR AL-KHATIB: Sana Al -Khati b,
two-year term

DR TING Henry Ting, two-year
term

DR KOITKE: Thank you, everybody.

M. | SIQJOLA: Wait, Carol Allred,
two-year term

DR. SPANGLER  Sorry, quick
question. The terns started January 1 or
before that? I[I'mtrying to renenber.
Novenber ?

DR WNKLER: Essentially, the
begi nni ng of the year.

(Pause.)

DR GEORGE: W will go ahead wth
Measure 0642, cardiac rehab. Do we have our
nmeasur e devel oper representatives for these
measures? (Go ahead, yes.

MR LICHTMAN.  Good norning. | am

a rookie. Good norning. |It's ny pleasure to
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be here and | thank you for inviting nme and ny
col | eagues up above on the tel ephone. |I'm
Steve Lichtman. | work at Hel en Hayes
Hospital in New York and |'ve been doing
cardi ac rehab. as the director of the program
there for 22 years and |'m al so the ex-

presi dent of the American Associ ation of

Cardi ovascul ar and Pul nonary Rehab., one of

t he organi zati ons devel oping this neasure.

We al so have on ny teamor on the
team Randy Thonmas, a cardi ol ogist from Mayo
Adinic; Marge King, a cardiologist fromny
hospital, Helen Hayes Hospital; and Karen
Louie, fromGRQ who is a legislative expert
on cardi ac rehab and all three of them are
al so ex-presidents of AACVPR

So I thank you for | ooking over
this neasure that we're presenting. The
primary goal of our neasure is very sinply
put. It's to get as many individuals into
cardiac rehab with the appropriate di agnoses

as possible. And the basis of the neasure
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| ooking at referral is that referral is the
first step in the process that drives
enrollment. And without referral, there's no
enrollment. So the conmttee deci ded nany,
many years ago to concentrate on referral as
that is the primary driving force to

enroll ment or the only driving force to
enrol | ment and cardi ac rehab.

Just as a quick overview of
cardiac rehab, it's a nmulti-disciplinary
approach to the healthcare of a patient with
cardi ac disease. It's a very |low cost, very
hi ghly effective nethod of treating patients
W th cardi ovascul ar disease. It inpacts
significantly on the nortality, the norbidity
and the quality of life of the patient. There
I's tremendous anount of literature on the
benefits of cardiac rehab. It's rated as a 1A
recomrendati on for nost patient popul ations,
so there's an extreme benefit and need for
pati ents post-cardi ovascul ar event to get into

cardi ac rehabilitation
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However, there's a trenendous gap
inreferral and enrollnment. Despite the
numer ous and docunented benefits of cardiac
rehab, back when we started this in 2007, and
| junped in on the conmttee around 2010, the
enrol Il ment rate in cardiac rehab was
nati onal |y sonewhere, depending on the
articles that you read, sonewhere between 18
and 35 percent. CC adaptation of this
nmeasure by NQF wth its endorsenent previously
that has increased, but it's still short of
anything that we would want in the cardi ac
rehab field. W would |ook for enrollnment and
referral rates upwards of 80 and 90 percent is
what we woul d want, probably never reaching
100 percent because not every patient is
eligible. There are nedical conditions that
are exceptions, insurance exceptions, et
cet era.

These gaps in referral have been
docunmented in nunmerous articles, so there's a

clear need for a driving force nationally to
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get patients referred to cardi ac
rehabilitation.

We see a clear increase in
enrol Il ment in cardiac rehab fromincreases in
referral. There have been studies by Sheri
Grace up in Canada and also Phil Ades here in
the United States where when they put in
automat ed systens to increase referral, they
get a trenendous and dose response and an
I ncrease in enroll nent.

These neasures are what | consider
poi nt of contact neasures. This neasure is a
point of contact in the in-patient setting
that every patient with an eligible diagnosis
shoul d be | eaving in-patient settings with the
appropriate cardi ac diagnosis with a referral
to cardi ac rehab, and the neasure points out
it'"s not just referral. Referral alone is not
sufficient. And that's clear in sone of the
Grace articles where referral systens al one
don't work. You also need communi cation

syst ens.
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And the neasure states that an
appropriate referral includes the referral,
but it also includes the conmunication from
the in-patient setting to the cardiac rehab
setting such that the cardiac rehab setting
receives the referral, but it also receives
the referral and patient information so that
they can take the ball at that point and
enroll the patient.

Physi cians have |little control
over enrollnment. They have control over
referral. And that's really what this neasure
IS concentrating on. CGetting the physicians
to refer patients to a | owcost, highly-
effective nethod of treating cardiac patients
interns of nortality, norbidity, and quality
of life.

DR GEORGE: Thank you for that
I ntroducti on.

Leslie.

DR CHO  So thank you so nuch and

I think that no one disputes the benefit of
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cardi ac rehab, the great inprovenent in
pati ent care when patients are enrolled into
a cardiac rehab. Now this is a process
measure and | think that one of the key things
about this nmeasure that | struggle with is
that | know doubt the great benefit of cardiac
rehab, but the enrollnment referral does not
equal in nonment and | read through the -- and
t hank you for providing all the back
docunentation. | read through the G ace
articles and I read through sone of the other
conponents that are included in the background
for this. And that is one of ny biggest
problemw th this nmeasure.

And | think when we vote for
evi dence, the evidence that we're voting for
Is actually the evidence -- what we really
want to get at is enrollnent. But what we're
voting for is referral because you can't get
to enroll nment until you get -- until you have
referral. And | think that if we follow the

NQF algorithmfor the strength of evidence,
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it's noderate because referral is not one-to-
one with enrollnent, even though it's the
first process in the enroll nment.

MR. LICHTMAN. | can appreciate
t hat point of view because they are two
separate and di stinct processes and the
commttee took a purposeful stance way back
when on concentrating on referral because
that's really what the physician can control
at the point of contact. |It's very difficult
to control enrollnment once it's in the
patient's hands. So by concentrating on
referral, we felt that we would really have
t he physician responsible for what they're in
control for and they are clearly in control
for referral.

DR CHO | totally understand.
We understand, but based on the al gorithm
based on the NQF al gorithm because referral
IS not one-to-one with enrollnment, it is a
noder at e based on the evidence --

MR. LICHTMAN. | agree, it's

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 108

clearly not one-for-one, but also | think if
you | ook at the articles which you did, there
IS a dose response that there's a relationship
bet ween i ncrease -- understood.

DR GEORGE: Ellen.

M5. HI LLEGASS: |, too, ama
strong proponent of cardiac rehab. And | have
to tell you that | don't think there's a
person in this roomthat doubts the evidence
or doubts the indications for cardiac rehab or
doubts the outconmes from cardi ac rehab. That
said, we have to | ook at the question. And
the question is does the evidence show a
relati onship and the problemis the evidence
Is related to the outcone of cardiac rehab
And so when we're voting, | think we need to
keep that in mnd, as Leslie said, because
we're not voting on referral. The evidence is
on outcone, |I'msorry, long norning. The
evi dence i s on outcome, but it's not on
referral. So the weakness is the referral.

And we had this discussion
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yesterday when it cane to adherence with

medi cations. You can hand the prescription
over. You can actually send it in to the
Rite-Aid or whatever, and the person can pick
it up. But then you don't know if they
actually take it. So we did have this simlar
di scussi on yesterday of adherence to
medi cat i on.

But keep in mnd that the evidence
iIs really strong for the outcone. So part of
my question is that is the evidence strong
enough at the | evel of noderate show ng that
there's not strong evidence for referral, but
there is very strong evidence for outcone.

DR THOMAS:. This is Randy Thonas.
I"'mon the line. Do you mnd if | just say
sonething really quickly?

DR KOITKE: Go ahead, Randy.

DR THOMAS: Can you hear ne okay?
| apologize. |'mseeing patients and |I'mjust
kind of on for a couple of mnutes. | just

wanted to nmake a qui ck statenent.
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| can understand the discussion
poi nts and concerns about direct evidence on
enrol | ment and conpletion of rehabilitation
and there's -- | guess what | would say is if
you |l ook at the strength of the evidence from
t he perspective of okay, if you take a patient
in the hospital and soneone is referred to a
rehabilitation program and soneone i s not,
where is the strength of evidence show ng that
the person referred to the rehab programis
going to have a better outcone than the
patient who is not referred?

And the evidence, | would say, is
above noderate that the person who is referred
to a programis going to have a nuch better
outcone than the patient who doesn't get
referred. And so although if you |ook for
specific studies | ooking at the correl ation
between referral and enrol |l nent and
conpletion, and just |ike you're saying
medi cation is the sane thing. You're not

going to find a conplete correlation. But if
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the question is taking a step back at the
| evel of the hospital, if you conpare a
pati ent who doesn't get referred the outcone
I's much, nmuch worse than those who don't get
referred. And that's really the key point to
this neasure. |It's the first step. It's the
key step. It's probably 70, 80 percent of the
battle to get themreferred to the program
Now t hey may not go for various reasons.
Soneti nes because of the patient or for other
reasons, but the referral is the key thing
that the provider has control over and that's
the reason why the focus of this neasure was
on referral.

DR KOITKE: If | could just junp
in and rem nd people even if it is only
noder ate evi dence that we would still go ahead
and can endor se.

DR, CGEORGE: O her discussion?

DR CHO | say we vote.

DR, CGEORGE: W'l vote on the

evi dence.
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MS. LUONG Tiner starts now. One

is for high. Two is for noderate. Three is
for low Four is for insufficient evidence
W th exception. And five is insufficient

evi dence.

For the evidence criteria, 19
vot ed noderate and 3 voted | ow.

DR CHO  Next is the opportunity
aspect and the performance gap in the neasure
and clearly cardiac rehab is only being
utilized in |l ess than 15 percent of our PCl
pati ents and 30 percent of our CABG patients
and clearly there's an incredi ble need for
performance gap narrowng. There is a
di sparity anong mnorities and anong wonen and
| think that in regards to opportunities for
I nprovenent it's quite high. | nean we have
huge room for inprovenent.

DR GEORGE: Liz?

M5. DeLONG  How does that rel ate
to insurance status? Are we talking about

I nprovi ng i nsurance as wel | ?
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DR CHO No, no, no. You are

absolutely right. There's data out there from
the rehab literature saying that patients
obviously, insurance is a big factor. \Were
they live is a big factor. How close they are
to a rehab center is a big factor. There's a
| ot of issues. But | think the problemis is
that traditionally if you | ook at all the
rehab studies, wonen and mnorities always
have | ess enroll nment even if they have simlar
I nsurance. Wnen, because they are nmaybe
taking care of their famly or there is sone
transportation i ssue, wonen tend to be ol der
when they have their M. There's sone other

I ssues and | think regardless of that, | think
the performance gap for cardiac rehab is
significant.

M5. DeLONG  Just concerned about
once again public reporting and if a hospital
sees primarily patients who don't have
adequate insurance, is that a probl enf

DR CHO So at the d evel and
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AAinic, | can speak for the Cinic. W give
a referral to our cardiac rehab patients
regardl ess of their insurance status. And so
they conme to the Ceveland dinic and if they
have no insurance, we will provide free
cardi ac rehab.

MR LICHTMAN:  Just to follow up
on that and I wsh | could have summari zed
that as well as you did, the diagnoses
i ncluded in the neasure are al nost universally
accepted by insurance conpanies. Medicare
covers all of them The private insurances
are rare that won't cover all of the
di agnoses. It's nore if the hospital
participates in the insurance as opposed to
the insurance coverage. So as long as the
hospital makes contracts with the private
insurers, they tend to cover all of these
di agnoses.

It's really people with no
I nsurance where the issue would lie and

hopefully with healthcare reformthat wl|
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becone | ess and | ess of an issue as we nove
al ong and many prograns do provide
schol arships, as we call themin the business,
for patients who are uninsured or under
insured. So insurance, while it is one of the
docunented barriers to cardiac rehab, is
really in this instance not a najor barrier to
cardiac rehab. It's a surnountable barrier in
the cases that we see.

DR, CGEORGE: Ellen, | didn't know
i f you had anything to add?

M5. H LLEGASS: | would just say
that | agree with what Steve said and that
I nsurance is definitely not a problem |
woul d say one of the problens is probably
di stance and | ocation of the cardiac rehab.
And so that is a limtation, but that's not in
this problemright now

DR GEORGE: Any other coments on
the gap and disparities? Al right, we'll
vot e.

M5. LUONG The voting starts now.
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One is high. Two is noderate. Three is |ow.
And four is insufficient. For performance
gap, 17 voted high and 5 voted for noderate.

DR CHO  Next is priority. To
sunmari ze George who was here yesterday, it's
CAD, bypass, PCl, acute M, cardiac vas.
surgery, cardiac transplant, so a very high
priority in terns of preval ence and the type
of patients that we want to serve using these
quality netrics.

DR GEORGE: Any discussion on the
priority?

DR KOITKE: | would only add that
al so change in outcones is |arge.

M5. TIGHE: Ceorge, thank you for
guoting ne. He feels honored.

(Laughter.)

DR GEORGE: If not, we'll vote on
the priority.

M5. LUONG Voting starts now.
One is high. Two is noderate. Three is |ow.

And four is insufficient. For priority, 20
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voted high and 2 for noderate.

DR CHO It's not a conposite
measure. Yay.

(Laughter.)

So the next comes scientific
acceptability. So the neasure is -- the
numer ator of the neasure is people who have
had M, unstable angina, we'll talk about sone
of these conponents which are a little bit
probl ematic. People who have had bypass, PCl
val ve surgery, cardiac transplant, who is
referred to cardiac rehab. And the
denom nator is the -- all of these people.

My three big issues with this
besi des going through the exclusion criteria,
my big three issues is that nunber one,
predom nantly this was based on the ACC PCl
dat abase as well as Get Wth The Qui delines
dat abase and not with the STS and not with the
surgi cal database. So there is a conponent of
the patient population that is mssing. And

the smal|l anpbunt of patients with 234 patients
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in the ACC AHA, APCWR dat abase -- sonet hing

i ke that -- probably included the val ve

surgery and the transplant and what not, but
the majority of this data cones to us froma
PCl database. That's ny nunber one probl em

Nunber two problem is that
chronic stable angina is very difficult to get
at regardl ess of which database you use.
That's ny other sort of big problem And I
think that in terns of the -- how the PCl and
t he bypass patients or patients with M, |
think the scientific acceptability is quite
hi gh because those are easy patients to get.
It's the other patients that are a little bit
probl emati c.

MR LICHTMAN. W actual |y broke
down the data a little bit and | ooked at that
and we saw that we did have significant
anmopunts of PCl in M patients, but we al so had
a representative sanple of coronary artery
bypass graft patients. | think this is

sonewhat reflecting the national trend where
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we're seeing | ess bypass patients and nore PC
patients overall.

| agree, very difficult to get the
stabl e angi na patients. That's a very snal
nunber of our database. But | think we do
have a fairly good representative sanpl e of
the CABG patients. Heart transplants are very
| ow because they're very low nationally, so |
don't think we could get any nore of those.

| really think we have a good,
overall view of this wth the exception
per haps of the stable angina patients.

DR CHO And they're outpatients?

MR LICHTMAN: They're also | ess
represented, | think, overall in the inpatient
setting. You don't see themas often in the
I npatient setting.

DR KOITKE: Wy would you admt
sonebody wth stable angina unless they're
having like a hip transplant?

DR. CHO  \Wat about val ves?

MR LICHTMAN. W have far | ess
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val ve surgery patients, but still sone, far
less in this database. | think just because

of the nature of the reporting of that. But

overal |, when you look at the reliability
overall, I think it's very good and rates very
hi ghl y.

DR CHO It's areliability based
on the majority of your data is based on the
ACC/ PCI dat abase and Get Wth The Gui del i nes.
That's where the majority of your data cones
from So actually there are a huge nunber of
patients actually that do not fall into the
ACC/ PCI dat abase, nor the Get Wth The
Gui del i nes dat abase that go for val ve surgery
and whatnot, you don't get those patients.

MR LICHTMAN. | think valve is
probably the one that's lacking. | don't want
to junp ahead to another neasure, but stable
angina would fall nore into another neasure
than this neasure. W really don't see those
coming fromthe inpatient setting. | agree we

need nore val ve.
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DR CHO In the ideal world, the

way this data would be captured is through

el ectronic nedical record, maybe CMS or

what ever, but the way this is currently stated
in the nmeasure is basically to get it at it
fromthe ACC/ PCl database and Get Wth The

Qui del i nes database. Thus, elimnating other
set of patient popul ation that woul d benefit
fromcardiac rehab as well, but that don't get
captured into those two dat abases.

MR. LI CHTMAN:  Yes, on the other
hand, if you extrapolate fromwhat we have, |
don't see a rationale for comng up with a
theory that would say valve patients, the
reliability for those patients in terns of the
nmeasure woul d be any different from anybody
el se.

DR CHO It's not the
reliability. That's what |'masking. | think
reliability is clear for your PClI and your
bypass patients. That's clear. | guess ny

concern is is that who said the unknown
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unknown yesterday? Who was it that said it?
Anyway -- was it CGeorge again? |It's the
unknown unknown that you don't know how nmany
val ve patients that you' re m ssing because the

dat abase that you're extrapolating your --

that is being reported to the neasure -- to
NQF, is using only the two -- two of those
dat abases.

MR, LICHTMAN:  All | can conment

onis that we're not without themand |I really
don't see a rationale. | understand the data
is on all the patients that you woul d want,
but |looking at the reliability of the neasure
within specific patient popul ations should be
simlar.
DR, CGEORGE: Ellen and then Liz.
M5. H LLEGASS: The point | wanted
to bring is on the phone we discussed this and
we al so tal ked about the fact that just
because they're given the referral and even
t hough you quote here referral is defined as

an official communicati on between the
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heal t hcare provider and the patient to
recommend and carry out a referral order to an
early outpatient cardiac rehab program mnany
of the patients may have their procedures for
their admssions in a tertiary center and go
home to their private physician and then that
physician may not refer them They may have
gotten their referral at the other place, but
their primary physician may not refer them
So we're not picking up -- your data hasn't
pi cked up | osses in that data.

And | think that's a problem and
maybe Kristi can address this as a patient.
Patients are nore likely to follow a referral
fromtheir private physician versus the
tertiary center, but the tertiary center may
actually give the referral, so you could check
that off, they've been referred. And so --
but actually, they aren't by their primry
physi cian, so they don't actually go to
cardi ac rehab.

And so howreliable is referra
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when you' re tal king about one physician may
refer them but the private physician may not,
so the patient wouldn't go. Does that nake
sense or did | get you all confused?

DR, KOTTKE: | believe that is
covered wth the next neasure 0643 which is
referral froman outpatient center.

MR CHU If | can step in real
quickly. | think it's a great point you bring
up. There are m ssed opportunities in
I npatient settings. So the thought is again
not to junp to 0643, but you kind of have to
di scuss the others in sone kind of paired way
to the discussion.

| think we discussed yesterday and
the pair would be -- | think our thought was
the first opportunity, heart attack or CABG
procedure you go in as an inpatient 0642. You
woul d hope the doctor would send a referral.

If they don't, then we would assune they would
go to their private doctor or sonething in the

subur bs or sonething el se.
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And 0643 then woul d actually

capture that patient. |If they're already
referred, then that's captured. They don't
have to do it again. They don't have to refer
It again, but if they've not been referred
there's an opportunity again to then refer.

If I can circle back to Dr. Cho's

poi nt real quick about STS. | think that's a
really good point. | think that is a
limtation because we're kind of -- we're kind

of centric to ACC, Get Wth The Cuidelines.
| think that's a great point you're bringing
up. If I"'mcorrect, | can't speak for STS.
| do think STS has this inpatient neasure in
the registry, so | can't speak to their
nunbers, but we could as an action itemfoll ow
up with STS then to see for the val ve surgery.
Now t he ot her pieces we woul d have
and they m ght have that other piece then to
get at their liability, |I think that's the
point that you're trying to bring up. That

woul d be that point.
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M5. M TCHELL: Jensen, you stole

nmy thunder. That's exactly what | was goi ng
to recommend.

MR CH U I'msorry about that.

M5. M TCHELL: | nean |'m al nost
positive that STS has that information in the
dat abase. And we know that the TAVR registry
has it.

MR CH U Right, right.

M5. MTCHELL: | would presune
that it would be in there. So could you, as
an action item taking the cal culation
al gorithmand applying it to a broader set of
dat a.

MR CH U W can take a | ook at
that, yes.

DR CHO  And Jensen, | just want
to ask so | understand the piece of paper that
the patient gets for referral, but how do you
validate when if the hospital center referral
to the cardiac rehab facility, howis that

coded in the NCDR? W participate in the
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NCDR. And |I'm not sure how that circles back.

MR CH U | think, unfortunately,
| think the reliability is alittle bit
weaker. It's just a challenge in trying to
connect the dots per se. There's a challenge
I think kind of circling back. | think our
old kind of 0642 is sinply you're referred and
there's |like no questions asked. That's not
really valid. The doctor says well, is the
referring site ready to get the paperwork and
all that?

Now getting to that next part,
we've actually built that into all their data
di ctionaries about junping to 0643, the
Pl NNACLE out patient and action and the path
PCl. In terns of auditing that, | do admt
that is a weaker elenment. This is the
communi cation piece. | nmean we realize going
into this that we constantly get dinged in
that. We would rather have not had our
original neasure. You just sinply refer then

it's higher rates, but that's kind of
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nmeani ngl ess, because --

DR CHO  Now that, you know, |ike
Get Wth The Cuidelines has shown us that
initially when we started it was 56 percent
referral and now you are at 75. Has the
enrol Il ment al so increased? |s there data for
t hat ?

MR CH U | don't believe we have
data for that unfortunately. |It's hard to --
| guess the point is we prefer to have
enrol | ment.

DR CHO  Yes, yes. And you know,
one of the things | was actually |ast night I
was trying to |l ook through the Internet, M.
Googl e, on whether the Get Wth The CGui del i nes
increase in referral has translated into
increase in enroll nment and actual ly all
could find is pretty steady rehab enroll nent
rate across the country. And | think that
woul d be anot her sort of interesting thing.
ACC has this great anount of information and

it would be great, | think to have that in the
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measure to sort of validate.

MR LICHTMAN. | conpletely agree.
The ultimate goal is enrollnment. But | don't
think it belongs in this neasure. | think
that may be a separate neasure in the future.
If you have referral and enrollnent in the
sane neasure, there's going to be a |ot of
confusion on the point of contact, we believe.
| agree 100 percent. That's the ultimate
measure and we need to nove on to that
eventual | y.

MR CH U Like a paired neasure.
| think what you were trying to bring up is
you have one neasure and you don't know if
they're enrolled they would they even get a
referral, so you're dinging the doctor because
t hey never even got referred.

MR. LI CHTMAN:  Ri ght.

MR CH U That's to Dr. Cho's
point, if we have a paired neasure, then the
doct or knows | ocus control, referral,

enrol | ment for the payers and purchasers at
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the site.

DR, AL-KHATIB: | amactually
struggling with the construct of this
performance neasure for several reasons. The
first concern | have is | see this as being
sonmewhat far renmoved fromthe outcone that
we're hoping to achieve and this is just a
check box that sonebody says yes, we referred
and to nme, perhaps coupling that at |east, at
a mnimum| would like to see that being
coupl ed by maybe counseling the patient about
the value of rehab. | nean you could refer
and you could check a box a say yes, we
comuni cated to the patient the val ue of
rehab, but | don't know that that really gets
to core of what you're trying to achieve here
because part of the thing and | was | ooki ng at
t he exclusions that you list here and

| conpletely agree with if the
patient died, you can't refer them But |
al so think that you really need to probably

exclude patients who refuse to go to rehab
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because how nany tines do we talk to the

pati ent and sone patients are not notivated to
go. And this is not sonething that | shoul d
be penalized if the patient decides after you
give themall the information that they need
about the value of rehab and everything el se,

I f they decide they don't want to go, it is a
commtnent, and the patient has to be sold.

MR, CH U  Refusal exclusion to
that point. Wen this neasure was first
submtted in the care coordination project,
actually that steering conmttee actually
t hought patient refusal should not be a way to
gane the system So we originally actually
had t he neasure where patient refusal was an
exclusion, that we actually just changed
because that steering commttee felt really
strongly that patient refusal should actually
not be "an excuse" of that --

We hear your point, so we actually
swtched our -- we can swtch it again back to

this -- a few votes on that. But the vote was

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 132

that patient refusal was -- it was out of the
| ocus of control. That's, you know, we first
argued, then we switched it back. So we
figured -- still that's kind of a binding
thing and we can switch it back. Care
coordination at the tinme felt strongly that
patient refusal, if you have patient refusal
you should at very least still refer them
It's up to themif they want to enroll,
basi cal | y.

DR KOITKE: | think that's the
point that this is about referral and you can
still refer the patient even though the
patient says |'m not going.

MR LICHTMAN. And al so when you
di g down and you | ook at why we're doing this,
this is really behavior nodification. This is
to get increased referrals from physicians and
I f they see nationally eventually when if this
nmeasure i s accepted, they're on the | ow end,
hopefully that will drive themto do exactly

what you're saying. To not only just say
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okay, | referred ny patient. M job as a

physician is done. And we don't want that.
We do want people to understand why they're
going into cardi ac rehab.

"' mnot a physician. | an EdD,
but | do the intakes for our cardiac rehab
pati ents and when they do cone in, | spend -
-they're there already. They've already
commtted to one visit. | spend at |east 15
or 20 m nutes going over the benefits of
cardiac rehab. | don't think a physician
woul d have the tinme to do that, but certainly
alittle bit of education goes a |ong way with
this patient popul ation.

DR AL-KHATIB: | conpletely agree
with you. |t doesn't have to be done by the
physi ci an, but there are many nenbers on the
team that could potentially play that and
wonder if this is sonething that we coul d
request in terns of nodifying the perfornmance
measure to say referral and counseling.

DR GEORGE: |I'mgoing to take
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themin the order | sawthem | think Ellen
and then Liz and Judd.

M5. H LLEGASS: The one thing |
did want the group to talk to, we al so spoke
about the exclusion criteria and particularly
where it says the healthcare system factor the
programis wthin 60 m nutes. Personally,
havi ng run cardi ac rehab, 60 mnutes is a |ong
time to drive two to three tinmes a week. So
| have trouble wth that in the denom nat or
I'"d like to know your data on that and your --

DR CHO So | read through their
data and it cones to us via Canada, | think
Canada has the best data for that. And there
Is a sharp decline after the 60 m nute cutoff
to their credit. And | agree with you,
practically, because truly the nunber of
patients that were enrolled who |ive 60
m nutes away was like in single digits. But
just the way nurky statistics worked out, 60
m nutes was the cutoff. But | think

traditionally, 30 mnutes has been used in the
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past. And | think that for all intents and

purposes | think 30 mnutes for patients,
especially elderly patients and what not, |
think that's a reasonabl e thing.

| think that just to tal k about
patient refusal, it's |ike snoking cessation.

We gi ve snoking cessation counseling and they

refuse, but we still have to doit. So it's
l'i ke that.

M5. DeLONG | amnow totally
confused. | would have expected absolutely no

di scussion on this neasure because it is
exactly one of the neasures that was

i ncorporated in what was cal |l ed defect free
care and that generated no discussion.

DR. CHO Well, the defect free
care, if you look at it, it just says referral
to a cardiac rehab and it's only for AM.

It's only for patients with M. Not if you
had an elected PCl, not if you had an el ected
bypass surgery. You know what | nean? Not if

you had el ected valve surgery. So that is a
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smal | --

M5. DeLONG That's a snall
popul ation that is a subset of this.

DR CHO  Correct.

M5. DeLONG The issues that are
comng up are related to referral versus
actually enrolling.

DR, HOLLANDER: | amw th Sana and
ot hers on the counseling conponent, not | ust
the referral conponent because we're in the
worl d of electronic nedical records. So
what's the first thing that's going to happen?
Everybody goes hone with a di agnosis of AM.
It's just going to be an automatic pop up that
says cardiac rehab. W already have themin
the ER |If the nurses check snoking box, it
says stop snoking. It neets the criteria. It
does nothing. There is really good evidence
no one reads their discharge instructions or
has any idea what's in them

So | think the neasure where in

the EMR world it is so easy to gane this as a
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single thing. |It's really inportant that

there be docunentation within the record of
counseling or I think we're not acconplishing
the really inportant goals.

MR LICHTMAN. | agree with that
100 percent. As a small part of that, just to
address a small part of that, as opposed to
just yes, giving the prescription and checki ng
off that they've been referred, | think it's
key for the conmttee to renenber there's also
comruni cation involved. And when
conmuni cation goes to a cardiac rehab center
and for those of us who's run them | think
you know this, every patient is a jewel and
when you get docunented records froman acute
care facility that that patient not only has
the prescription, but you have their
information, the contact then is going to cone
fromthe cardiac rehab center. That happens
automatically, | can tell you. W call our
patients automatically once we have the

referral. In our world, that's a given
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DR, KOTTKE: 1'd like to ask Judd

a phil osophi cal question whether it's tougher
to check two boxes than one box. Referred and
counseled. | nean is it any tougher to check
the counsel ed box than the referred box?

DR HOLLANDER | guess it's a
rhetorical question, but the answer is what
docunent ati on needs to be there? So if it
just says | have counsel ed the patient, no.

If it actually tal ks about the discussion,
then it has sone elenents that need to be

I ncl uded, then maybe yes. But |I'mactually
happy with his answer that there's

communi cation going forward in this sem na
reach out. | think that's a great cl osed

| oop.

M5. M TCHELL: | have a question
about this neasure and the care coordi nation
measurenment set. Is this nmeasure in it? Ws
it in there? Is it out?

DR WNKLER: It's in the NQF

portfolio, so it really depends on the
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opportunities of various NQF projects, how
things cane through. | think care

coordi nati on was the opportunity at the tine
they were ready to submt it. But as things
get sorted through it was nore appropriate to
say the cardi ovascul ar.

DR GEORGE: Are we ready to
consider reliability? W'Il|l go ahead and vote
onreliability.

M5. LUONG The tiner starts now.
One for high, two for noderate, three for |ow,
and four for insufficient.

For reliability, 16 voted for
noderate; four for low, and two for
I nsufficient.

DR CHO Next is the validity and
I think we've touched upon the validity,
feasibility, and the usability. But the
validity, |I think because it does not have STS
and because it only uses the two dat abases
that are primarily focused on coronary

revascul ari zation, | think the validity is
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noder at e.

DR GEORGE: Any further comments
on validity? Al right, we'll go ahead and
vote on validity -- oh, Linda.

M5. BRIGGS: | guess | have a
concern about the communication piece between
the provider and the rehab and exactly how we
have sone concrete neasure of that. Yes, you
coul d make a new check box or whatever, but
how are we capturing that necessarily? How
reliable is that? How valid is that?

DR CHO  Jensen, | think, spoke
to that point earlier when he said that the
PI NNACLE registry will include that as a
f eedback | oop and they don't have the data
currently because it's sonething that they're
going to start.

And | think that that is critical
clearly. Because | think that's what -- it
will be wonderful to see how this neasure
| ooks and what the performance inprovenent is,

or what not in a year or two from now.

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 141

You know, Reva, can | ask just a
hypot heti cal question? Do you guys routinely,
like for neasures like this, where there is
continuing sort of noving gap and not
sonething sinple like aspirin in the ER do
you guys have or does the commttee know what
the performance is each year?

DR WNKLER: That is the purpose
of asking the question under 1B, opportunity
for inprovenent is we are really | ooking for
data for use of the nmeasure al so,
al ternatively, under whatever section for
meani ngful differences. So the information we
get is fromthe devel oper

DR CHO Wat about -- so let's
say we approve a neasure, |like this neasure
for instance. And it cones up for reviewin
three years or whenever. But between that
time, between when we approve to three years,
do we have any --

DR WNKLER: Not at this point

because we're essentially evaluating it for
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endorsenent. Cearly, one of the nost

I nportant pieces of information devel opers can
provide to us is how the neasure is being
used, howit's working, what's the inpact, you
know. 1Is it doing what you expect it to do?
But we do conpletely rely on the devel oper for
providing that information to us. |It's not
sonet hi ng NQF tracks independently.

MR, LICHTMAN:. We would clearly
keep track of that. That's what we do as a
commttee. | nmean we're constantly updating
our dat abases, |ooking where it's included and
new dat abases, so that's sonething that's an
on- goi ng conti nuous process of our commttee.

DR GEORGE: W'Il go to a vote on
validity.

M5. LUONG Tiner starts now. One
for high; two for noderate; three for |low, and
four for insufficient.

For validity, 16 voted noderate
and six voted for |ow

DR CHO Next is feasibility. |
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think it's very feasible also for -- we need
to add the STS database conponent to it. |It's
a hospital -based system it's a hospital-based
metric, not at the clinician or at the
delivery systemlevel, but | think it's very

f easi bl e.

DR GECRGE: Any comments on
feasibility? Al right. W'Ill go to a vote
on feasibility.

M5. LUONG Voting starts now.
One for high; two for noderate; three for |ow
and four for insufficient.

Can everyone just point at ne
agai n? Seven voted for high; 14 for noderate;
and one for | ow

DR CHO Usability, the
accountability, and the inprovenent and al so
public reporting, | think it's very usable
data. | think that again, the action item
notw thstanding, it's a very usabl e data.

DR GECRGE: Any comments on

usability?
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Henry?

DR, TING WMary, | just have one
comment wth regard to what Judd and Linda, |
think, have said. |It's actually beyond
counseling. |If you think about all these
t hi ngs about referral, or witing a
prescription, it actually goes beyond
counseling. It's really noving into the world
of shared decision making. None of these
interventions that we're tal king about w |
make a patient live forever. And if they
don't doit, they'll die. It's not a 1-0
phenonena. |It's all sort of relative benefit,
relative risk.

At the end of the day, all we can
do is discuss with the patients the benefits
and ri sks and have them make a choice. So
actually I think what Sana had said, the
patient refusal or decline to do this because
they don't see the benefit worth whatever it
I's, the hassle, the risk, and everything el se,

it's actually within the real mof the patient
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choice to say | want to do this because it is
sonething I want to do and it's a choice |

want to nmake or it's sonething | don't want to
do. But we don't have a neasure that |'ve
seen yet that involves neasuring shared

deci sion making or that it occurred beyond

I nformed consent.

| don't think patient refusal or
patient choice is a gamng thing. So just as
to usability.

DR VIDOVICH | would agree, it's
simlar to contraindication for statin or
contraindication for ACE. That doesn't count,
that does count. So | think refusal should be
ent er ed.

DR HOLLANDER |'d add to that
we're taking all of this as dichotonous and
there's no reason it can't be got it, refused
it, didn't get it and be reported. And if an
institution reports an 80 percent refusal
rate, well, then there's either a problemwth

conmmuni cation or they're lying. And so naybe
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the third thing is to peel out refusals
because if you're going sonepl ace and no one
Is listening to the recommendation, | would
t hi nk consuners want to know that. Either
they don't trust the doctors or the doctors
are |ying.

DR GEORGE: | was going to say
you know another alternative is to record the
counseling and we tal ked about that earlier.
W see this all the time in stroke educati on.
G ve the education but -- and we've tal ked
about it in snoking as well. But we give it.

MR, LI CHTMAN: The reason | am
smling is this is the discussion we had for
years as a conmmttee and as Jensen said we
have oursel ves gone back and forth. So |
don't think there's a clear-cut answer here.
Ei ther way, we still need to increase
referrals. That's how we | ooked at it as a
comm ttee.

DR GEORGE: Al right, we'll vote

on usability.
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MS. LUONG Tiner starts now. One

for high; two for noderate; three for |low, and
four for insufficient information.

The responses are three for high,
15 for noderate, and three for |ow

DR GEORGE: So any | ast comments
before we nove on to an up or down vote? A
good di scussion already. Al right, we'll
vot e.

M5. LUONG The tiner starts now.
One for yes and two for no for endorsenent.

Twenty voted yes for endorsenent,
two for no.

DR GEORGE: So at this point,
we'll be noving on to the sister neasure.

DR. KOTTKE: So 0643 is the
out patient neasure and it reads percentage of
patients evaluated in outpatient setting who
in the previous 12 nont hs have experienced an
acute nyocardial infarction or chronic stable
angi na or who have undergone cardi ac surgery,

PTCA, val ve surgery, transplantati on and who
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have not already participated in an early
out patient cardiac rehab programfor the
gqualifying event. And who are referred to an
out patient cardiac rehab intervention program

And so it's exactly the sane as
the prior neasure, except for it's fromthe
out patient setting for people who have not --
who have had an event but have not
participated. | don't know that we want to
revisit exactly the sanme discussion. | see a
no shake over there.

DR WNKLER: | think there m ght
be sonme of these criteria that are sonmewhat
di fferent because of the outpatient you nay
want to talk about. So let's just go through
them But there's sone that are identical

MR LI CHTMAN:  Just one quick
general statenent. The way we | ooked at these
Is twofold on why we wanted an out pati ent
separate neasure, but a conplenentary neasure.
One is as was stated around the table, people

are going to fall through the cracks in the
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I npatient setting and we want to nake sure
everybody gets a referral.

But also, it's a slightly
different patient mx as | pointed out
earlier. W're going to pick up the chronic
stabl e angi na patients who you're not going to
pick up froman inpatient setting.

Also, in the future, | would
anticipate that nmy conmttee, our commttee,
IS going to include heart failure patients
because on February 28th, CMS approved heart
failure for reinbursenent. So | feel the
third-party payers are going to fall into
step. And they put in an interesting proviso
on that, that the patient could not have been
hospitalized for the |ast six weeks, which is
not what we wanted in their approval, but you
know, that's what they said. So there are
going to be heart failure patients who are not
hospitalized who are going to be picked up in
the outpatient setting. That's all.

DR KOITKE: The way this reads is
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t hat sonebody with chronic stable angi na woul d
need to be referred once a year for cardiac
rehab. Is that's what it's intended to read?

MR LICHTMAN. This says once a
year ?

DR KOITKE: No, it says
percentage of patients evaluated in an
out patient setting who in the previous 12
nmont hs have experienced chronic stable angi na
or -- not and -- or who have had a procedure.

MR LI CHTMAN: Correct.

DR KOITKE: So basically, that
says to nme that what you're saying is they
have chronic stable angina. They haven't
participated in cardiac rehab in the prior 12
nmont hs and need to be referred.

MR, LI CHTMAN:  Chronic stable
angina traditionally are referred if it
worsens. So | don't think that was our intent
to have themcone in every year. That woul d
be sonmething that we would not encourage in

the cardiac rehab worl d, even though they
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woul d benefit fromit. W know that, but
I Nsurance coverage-w se and event coverage-
W se, generally physicians are referring when
t hey worsen.

DR THOMAS: This is Randy Thonas.
If | could just state quickly, | agree with
what Steve said. For an episode of stable
angi na, | guess you could say, that's what
woul d be considered an indication for
referral. |If they've had an episode of stable
angina or a worsening of previously nore
stabl e angina, then they'd be eligible for an
amount of rehabilitation. But that was the
intent, |ike Steve said.

DR KOITKE: So | think the
evidence is the sane, basically the sane as --

DR TING | would ask you a
guestion about that because a lot of patients
have chronic stable angina and are on nedi cal
therapy. So to require referral to cardiac
rehabilitation every 12 nonths for those

groups of patients, which is what the
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denom nator states right now So it's just a
numer ator statenent as you may, Tom | think
t hat evidence doesn't exist at 12 nonths
versus 11 or 13 nonths nakes any difference at
all for referral to cardiac rehabilitation and
t he denom nat or.

You woul d refer sonmeone at 13
nont hs, but you don't need to refer themat 11
months. | don't think there's evidence.

DR KOITKE: | guess ny objection
Is to the use of the word chronic stable
angina. |Is it progressive angina or | don't
thi nk you want to say unstabl e because that
inplies you're going to hospitalize them but
wth that little diddle wth the term nol ogy
there, I would -- | think the evidence is
noder at e.

DR GEORGE: Any other concerns or
di scussion on that? Al right, we'll vote on
t he evi dence.

M5. LUONG The tinmer starts now

for evidence. One is high; two is noderate;
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three is low, four is insufficient evidence
Wi th exception; and five is insufficient
evi dence.

Can everyone just point to ne one
nore tinme? Thank you. For evidence, one
voted for high; 15 for noderate; four for |ow
and two for insufficient evidence.

DR. KOTTKE: Performance gap, |
won't go through the nunbers. It's the sane.
It's a huge performance gap.

DR, CGEORGE: Any discussion on the
gap? Al right, we'll vote on the perfornmance
gap.

M5. LUONG The timer starts now.
One is high; three is noderate; three is | ow,
four is insufficient. For performance gap, 19
voted for high; one for noderate; one for |ow,
and one for insufficient.

DR KOITKE: Priority, this is on
par wwth -- the inpact of cardiac
rehabilitation is on par with ot her procedures

and things we do for our patients with heart
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disease. So | would say it's high priority.

DR GEORGE: Any discussion? Al
right, we'll vote on priority.

M5. LUONG The tinmer starts now.
One for high; two for noderate; three for |ow
and four for insufficient. For high priority,
16 voted high; four for noderate; one for |ow
and one for insufficient.

DR, KOTTKE: For scientific
acceptability specifications and reliability,
it's exactly like Leslie said. There are sone
gaps in what they assessed, but wth the
exception of ny objection about the
i nplication that you need to refer chronic
stabl e angi na once a year, | think the
reliability is noderate.

M5. TIGHE: And just to confirm
that is a change that you're wlling to nmake
to the neasure to clarify his points about the
chronic stable angina that's the change you'd
make to the measure.

MR, LICHTMAN:  Not only did Dr.
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Kottke point that out, but it's sonething
we've m ssed in seven years in the wording.

| think it's just the wording issue and it's
not our intent and we will change that. W
will clarify that. Thank you for the
opportunity.

DR KOITKE: So | would say that
reliability is noderate.

M5. MTCHELL: So in |ooking at
the scientific acceptability that was actually
submtted, it tal ks about using or the netric
cal cul ati on was using the PINNACLE registry
and it's not clear to ne how many sites this
represents. And so | think this is different.
We're tal king about a totally different set of
data used to derive neasures. | kind of just
want to take a nonent and just talk a bit nore
concretely about use of PINNACLE. Just nore
I nformation about it.

MR CH U | see what you're
saying, great. Wen this was submtted, it

was roughly about 150 practices. | think
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about 1500 of providers for the PINNACLE side

of this neasure was being reviewed. W would
assune, of course, a description, Dr. Kottke
was saying. W' re hoping that people revi ewed
It so you're not com ng once every year
That's an issue that we'll have to figure out.

We assunme -- our intent was to
have everybody cone in once a year to be doing
the chronic stable angina, but that m ght be
kind of a shortfall there, but we have about
150 practices and | think currently about
definitely 2000 to 2500 providers in the
PI NNACLE registry, so it's still grow ng.
That was originally four or five years ago.
You're aware, Kristi, very nmuch so. And
t hi nk we have over 800 | ocati ons.

DR CHO  So that was one of ny
bi ggest concerns about this neasure, that it's
different fromthe previous neasure is that
the PINNACLE Registry is a very small subset
of the American cardiology practices out

there. And many of these patients nay go back
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to their primary care doctor and not to their
cardi ol ogi st and what not.

O all those sort of issues,
that's ny biggest, overwhelmng issue wth

t hi s nmeasure.

MR CH U | agree. That is
definitely a shortfall, | nean actions have
much bi gger market penetration. | think this
nmeasure, |like the inpatient one, corollary,
hypot hetically can be used in other -- if

there other registries that go live, we can't
say that because ACC al ready has one and we're
not going to create another one. But if AHA
or others create one, this type of neasure we
woul d think would be pretty easy for themto

I npl enent and we can't speak for other groups,
but this neasure is created such that unlike
the risk nodels with the proprietary

cal cul ations, sinply you see the nunerator and
denom nator, they can then apply it el sewhere
and we'd be perfectly -- actually, others use

this, unlike the risk nodels.
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DR. CHO The other thing, this

came up in our group discussion is that ny
fear was and | know Tom di sagrees, but if you
get dinged twice, so let's say | have a
patient, | did a drug-eluting stent. | refer
themto cardiac rehab and they whatever, went
to cardiac rehab, didn't go to cardiac rehab.
They conme back and see ne in clinic and |
didn't put in there that | refer themto
cardi ac rehab because | had already referred
themto inpatient, do | get dinged?

So | refer themto cardiac rehab
when they were inpatient. They cone back and
see nme a nonth later as an outpatient.

MR CH U  You wouldn't get
di nged.

DR. CHO | would not get dinged.

MR CH U  You would not because
you're already in an inpatient setting, it's
the sane patient.

DR CHO |It's the sanme patient.

MR CHU If it's an outpatient
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you woul dn't get di nged.

DR. CHO  kay.

MR CH U So this would nmake nore
sense probably as a pair of inpatient
outpatient, but we didn't do that because the
registries were different so we couldn't
capture themlongitudinally as the sane
patient, but yeah, that's a good point.

DR. KOTTKE: That's not what the

nmeasure says. It says who have not already
participated in an early -- so, in fact, you
woul d get dinged, but the -- the reason --

iIt's not too tough to refer again and it's

i ke with snoking, asking repeatedly, they nay
have changed their mnd in a nonth and said
yeah, | thought about it and I m ght as well,

| guess | wll go.

It's not |ike doing a second echo
or -- and you kind of set up two scenarios
there. One is you're the inpatient physician.
You refer the patient. They go to cardiac

rehab. You wll not be dinged if you don't
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ask themor refer themagain. But when you
read the neasure, it really requires the
physician to ask the sinple question when you
first see the patient, it requires the

physi cian to say have you attended cardi ac
rehab? Because it's who have not already
partici pated, not referred, but have not
participated in an early outpatient cardiac
rehab setting.

So it's really a neasure designed
toreally not just increase referral, but
enrol | ment because you're not asking themif
they' ve been referred. You're asking themif
they' ve participated which is really a key
question. And then if they say no, that
should lead to further discussion, just |like
the inpatient neasure with the communi cati on
This is conmmuni cation that we're trying to
encour age, behavi or nodification, we're trying
to encourage fromthe outpatient physician and
the patient.

So one scenari o, you won't get
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dinged. In the other if you refer themto
cardi ac rehab and they don't participate and
then you don't ask themthat sinple question,
you coul d get dinged for that one.

M5. HI LLEGASS. | just wanted you
to speak to al so the AACVPR/ ACCF/ AHA/ CR3 dat a.
It appears there's only six sites, siX
out patient centers that provided data?

MR CH U | can speak to that
briefly. So we did that project
AACVPR/ ACCF/ AHA col | aborative. There are
actually 13 sites. That is correct. So we
did actually pretty intense retrospective
trans-extraction project, 13 sites both in and
outpatient settings. | nenorized all the
names, but there's a lot of rural settings and
| arge settings as well. W can send that
docunent over, the findings of all that. But
that was separate fromthe testing that we did
fromthe registry itself.

So, as a ACCVPR/ ACC/ AHA

col | aborative, those groups weren't
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necessarily, you know, were involved in ACC s
work or ACPR's work. It was neant to test the
reliability of the neasure. Is this a
reliable nmeasure? Is it a feasible nmeasure?

So, we polled 13 sites. It was
pretty intensive, because we basically did the
test-retest nethod, inter-rater reliability
and intra-rater reliability wwth the site
Itself.

So, that was, | think, easily a
ni ne- nont h endeavor. And we actually used
that testing to nove at the care
coordination, this was a tinme-limted endorsed
nmeasure. W used that to basically becone
fully endorsed | ast year.

MR. LI CHTMAN: Yeah, and there were
Si X outpatient, seven inpatient. And we
required the facility to do an enornous anount
of work or asked themto do an enornous anount
of worKk.

They had to pull 35 charts, there

had to be a site supervisor, there had to be
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two reviewers to look at intra and inter-rater
reliability.

| thought it was a little | onger
than nine nonths, actually. | thought it
| asted a year

And this data is actually being
publ i shed or been published. Excuse ne. |
keep forgetting it's been published. So, we
conducted that |ike a research study.

And that's why the N on that was
so smal|l as opposed to the big, big
registries, but that was really an intensive
| ook at different types of reliability and
validity that we well, we would have I|iked
to have nore, but it was such intensive work
that we could only ask a limted nunber of
dedi cated sites who really, really wanted to
hel p.

But the data was t he out cones
were excellent. They were really high Kappa
and percent agreenent coefficients on that.

DR TING So, just two questions,
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Jensen.

So, if we take chronic stable
angi na out, what are you going to replace it
Wt h?

And the second question is on
reliability, howreliable is the Pl NNACLE
registry able to detect patients who have had
what ever you replace the words "chronic stable
angi na" wth?

Li ke, soneone who has worseni ng
angi na, do you have any reliability data about
your ability to detect if soneone has had
wor seni ng angina in the PINNACLE registry?

MR LICHTMAN: Well, first of all,
| don't want this commttee to think we're
t aki ng angi na out, which we're not. W're
just going to clarify and redefine it.

In ternms of frequency of
enrollnment, it's not the purpose of any
cardi ac rehab programto continually enrol
any patient. W want to pronote patients to

t he hi ghest | evel of independence and a
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healthy lifestyle, et cetera, et cetera, so
that they don't have a reoccurrence.

Qur goal with stable angi na
patients is to raise the anginal threshold,
get them nore functional, halt disease
progr ess.

And if that's what we acconplish
In our patients wth angi na, we're not going
to see themagain and we don't want to see
t hem agai n.

So, we sinply have to clarify what
are the criteria for referral back into a
cardi ac rehab program but everybody with
stabl e chronic angi na should cone at | east
once because with the lifestyle nodifications,
t he behavi or nodifications, the exercise
nodi fications, there are trenendous benefits.

DR, TING | understand that, but
the current neasure that's being presented and
that we're discussing voting says, patients
with chronic stable angina should be referred

every 12 nont hs.
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And then the coment was nmade by
you and Randy Thomas that only patients with
Wor seni ng angi na or change in angi nal status
will require referral in the last 12 nonths.

So, I"'masking for clarification
as to what are you going to replace the words
"“chronic stable angina" with, because that's
everybody with coronary artery di sease on
nmedi cal therapy and what's the reliability
testing you have in the PINNACLE registry to
detect that soneone has a change from chronic
st abl e angi na?

DR, GECRGE: | think the
clarification was that had had an i n-epi sode
and that the wording around the 12 nonths was
to be cl eared.

MR. LICHTMAN: | agree. The
clarification is not around the di agnosis.
The insurance conpani es actually delineate a
very, very specific diagnosis. |It's not just
the patient com ng in who conpl ains of chest

pai n.
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You have to have docunentation as
to a positive stress test supported either by
a stress echo or a cath or a nucl ear stress
test to go along wth synptonol ogy.

So, | don't think we're going to
change the definition of "chronic stable
angina." | just think we need to clarify the
frequency of attendance or referral r at her
referral to a cardiac rehab program

And | right off the top of ny
head, |'m not sure.

DR, TING Well, wthout clarifying
that, I'"'mnot sure that | personally can
approve a neasure that I'mnot sure what |'m
voting on, right, wth chronic stable angi na
in there and requirenent for referral every 12
nont hs, which is what this neasure says.

DR KOITKE: My interpretation,
ei ther new angi na or progressive angina, |
mean, | think that would be acceptable to ne.

DR. TING Can't vote on | need

clarification about the neasure.
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DR GEORGE: | think we have an

option where we could ask the devel opers to go
back and clarify this and then delay our vote
on it.

Wul d that be accept abl e?

DR AL-KHATIB: Could | ask a
guestion about feasibility? Because | would
hate for themto put too nuch work into this
if we're going to decide not to advance this
nmeasur e.

Because | am concerned about the
fact that this actually uses just PINNACLE and
we and that's a nmmajor point that was raised
her e.

And |I'm not sure, |like, how are
you going to overcone that big challenge,
because very few practices participate in
PI NNACLE and, you know, beyond PI NNACLE
don't know how this is feasible.

DR KOTTKE: Well, | don't
feasibility is about the neasure, not about

coverage of the population, right?
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DR AL-KHATIB: Wll, no, in terns

of feasibility of how practices are going to
be able to report on this neasure.
DR KOITKE: But if sone practices

can do it, | would assune that all practices

DR, AL-KHATIB: But if they only
well, no, it's only the practices that
participate in PINNACLE, is what they told us.
['"'m not sure what

DR KOTTKE: How are they
systematically different from other practices?

DR. AL- KHATI B: Wl |, because
there's a way of an el ectronic way of
capturing what they're doing in other i ke,
unl ess we have EMR, which again we're very far
fromEMR at this point, that's the only other
way you can capture that electronically.

DR KOITKE: Right, but you can
capture it manually. So, if the Anerican
Acadeny of Fam |y Physicians decided to do

this, they could say you have to riffle your
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charts, but this isn't about can we assess
this in all patients in the United States with
chroni ¢ stabl e angi na.

It's about if an organization
wants to use this as a neasure, can they
coll ect the data?

MR CH U The CR3 initiative
actually is your point. So, we agree
conpletely with PINNACLE. That is the
shortcomng is that this a lot of data is
comng fromPINNACLE, but the CR3 Initiative
we can send a docunent around, a published
docunent .

None of those sites use PINNACLE
at all and they basically would say we woul d
say, here is the neasure, you tell us if we
can conme back, and then we show the scores
that, you know, all the statistic inter-rater
and intra-rater and show that we can get the
nmeasure both not just referral, but the
communi cation piece and everything.

And those sites use both sonme of
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them used EHR, but sone of them did use paper
And not just big centers, but also rural
centers as well, geographically across

Aneri ca.

So, we only picked 14, because it
was very intensive. W wanted to pick nore,
| really wanted to pick nore, but we basically
gave, you know, a small kind of token of
appreci ation of 200, $300 for all the work
they did for, | guess, over a year.

But your point, yeah, | nean, the
testing we're show ng right here a lot right
now for this fold is PINNACLE, but this
nmeasure hypothetically could be used in other
settings and we can send it around, the CR3
docunment as wel | .

DR, WNKLER: If others fee
strongly that you really want to see the
rewording clarification before you proceed, |
think we've got a post-neeting conference call
schedul ed.

| forget the date exactly, but we
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could bring it back and you all could | ook at
the clarification and proceed wth your
eval uati on.

DR, KOTTKE: If | can just junp in
once nore to nake sure that the proposers
understand ny issue, and | think it's Henry's
I ssue, too, is that the way it reads right
now, it suggests than an individual wth
chronic stable angina has to be referred to
cardi ac rehab once a year

And | woul d accept a new epi sode
of angina or new angi ha or progressive angina,
sone of those words, but | it's about those
three words, "chronic stable angina."

MR LICHTMAN. | agree a hundred
percent. It reads incorrectly.

DR HOLLANDER Can | make the
proposal that we take a provisional vote based
on the change that clarifies this issue? And
t hat way, you know, we know what we're
t hi nki ng about it now.

It's easier to ne to run through
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the process while it's clear in ny head than
start over in a couple weeks and try and
remenber the conversation

And t hen, you know, by email they
can just send us the new wording and we can
say, that sounds good. And I just find that
easi er, personally, for ne.

DR. TING Judd, I'msorry. |
agree with that, but the issue here is going
to be what is a change in angina and how are
you going to reliably detect that in a
registry or any EMR?

Is it a change fromCass | to
Class Il angina? Is it a change from
frequency? Duration?

There's a | ot of nuances to this,
and I"mnot sure | can just sort of know
what's going to be changed so we can vote yes
or no. That's personally.

DR. KOTTKE: El Il en.

M5. HI LLEGASS:. | just want to say

one thing in relation to what Sana tal ked
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about getting the data.

I f you ook at the CR3 data that
you col |l ected and you just said you paid them
200 to $300 to even do this, how are we
realistically going to get the data from
peopl e who are not on EMR?

You only collected it from six
sites. And so, realistically how are we going
to get that information if we're not paying
people 200 to 300 to collect it and it is very
cunber sone when you don't have an EMR?

DR KOTITKE: Wl |, PINNACLE and
others, they actually pay to participate. |
mean, it's feasibility is about can you do
it, not what you have to incent themto do or
anyt hi ng el se.

In many of these registries, the
groups actually pay to participate and not get
pai d t hensel ves.

MR. LI CHTMAN: Yeah. And the only
reason there was a gift, | nean, if you worked

it out, it was probably two cents an hour.
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The only reason we felt we had to
do that was because these were sites who were
dedicating a | ot of resources not just to
doi ng the neasure, but rather to doing
intra-rater reliability, inter-rater
reliability, retesting, percent agreenent.

They to do this neasure on any
one individual patient takes nonents. \What
they did took weeks and weeks and weeks of
effort.

And that was just our idea of just
gi ving them sonet hing back. That's all. That
had nothing to do wth the neasure.

M5. HI LLEGASS: But it's still six
out of 45. Only six net the criteria of the
45 that you saw.

According to your data here, only
six facilities net the criteria to collect the
reliability.

MR LI CHTMAN. No, no, no, they
didn't neet the criteria. These were the only

six facilities willing to put a year's worth
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of effort into sonething which at the tine was
not even envisioned as a publication, but
rather just as a justification to this
nmeasure.

We contacted many, nmany
facilities. W had other facilities that were
eligible. W even had facilities overseas
contact us.

But when we outlined exactly what
we wanted to do, only six centers could put in
the tinme, the effort and the personnel to
testing this, not for the neasure, but to test
the neasure. It was really trenendously
| abor-intensive for a center.

Had | not been on the Commttee
and been excluded because of that, ny center
couldn't have done it. W could not have put
the personnel to do this testing over a year's
time.

DR KOITKE: Henry, |let ne ask you
I f rather than chronic stable angina if it

sai d "changi ng angi nal synptons,"” woul d that
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be accept abl e?

DR. TING | just think that there
are a lot of things that are acceptabl e, but
what can be detected in a registry, an
outpatient registry that a patient has had a
nodi fi abl e, neasurabl e, significant change in
durati on/frequency of angina that woul d
justify a referral to cardiac rehabilitation

every 12 nonths in an outpatient setting.

| nmean, | think that's
DR. KOTTKE: Well, 1 think the word
“change," | nean, if the word "change" is in

the record, that's what |'d accept.

DR W NKLER: Guys, | just caution
you it's not our job to do this. |It's theirs.

DR TING Okay.

DR WNKLER: And so, that's the
guestion is

DR TING |I'"'mnot trying to
what's in front of nme | can't vote on

DR W NKLER: Ckay.

DR GEORGE: Do we have any sort of
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consensus?

Li nda.

M5. BRIGGS: | would agree with
Henry that we have to vote on what's in front
of us. And we can recommend that it conme back
to us and we can | ook at the new definition of
what ever we're going to put for stable angina,
but | also want to nmake a comment about
feasibility.

And feasibility is nore thanis it
possi ble, period, to do this? Feasibility has
to do wth is this reasonable for people to do
across all the facilities that we're tal king
about ?

You have to yes, you can coll ect
any anount of data anywhere, anytine. |It's
possible to do that, but is it sonething that
nost facilities can acconplish?

That is an inportant piece of
feasibility and usability. So, | just want to
caution to say you have to go beyond is it

possi ble. You have to | ook at the anount of
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time, effort, noney spent, personnel involved.

And havi ng done data coll ection
for studies, | can tell you that each one of
these el enents, yes, it's in the paper chart,
maybe it's in an electronic health record, but
Isit in aretrievable format so that you can
actually get at it easily?

So, every tinme you add an el enent,
you add an ampunt of tinme that sonebody is
| ooki ng for another piece of data.

If Iit's actually in a registry
i ke the CathPCl Registry, that nmakes it nuch
easier. If it's actually in PINNACLE, that's
easi er, but you only have a certain nunber of
sites in PINNACLE.

And, you know, to say that this is
going to be sonething that potentially could
be used beyond PINNACLE neans that if we
deci de on that word change, how do you search
for that in a paper chart?

DR, CGEORGE: |s there a code that

woul d i ndi cate
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MS. BRI GGS: No.

DR GEORGE: a change or
not hi ng.

DR KOITKE: 200 years ago they
didn't have sinks in operating roons. | nean,

you know, these t he inpact of cardiac rehab
Is on par wwth other things we do that

M5. BRIGGS: | don't disagree with
that. | used to work in a cardiac rehab
center. |'mvery pro cardiac rehab.

"' mjust tal ki ng about when you
| ook at the practicality of the neasurenent
and what you're asking people to do and record
and be rated upon, pay-for-perfornance, et
cetera, these things we're tal king about have
I npact .

When you | ook at is there
uni nt enti onal consequences, they do have
uni nt enti onal consequences for certain people.

And I'm like | said, I'ma
proponent of cardiac rehab. That's not the

i ssue.
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M5. TIGHE: |'mgoing to junp in,

actually. It sounds |like you're raising sone
feasibility concerns that relate to the change
that the devel opers are potentially

consi dering nmaking in the neasure.

So, it sounds as though we're
going to be unable to vote through the neasure
at this point.

Just in the interest of tine, we
do have one nore neasure we'd like to get to
before lunch. |If we could wap this
conversation up, | would ask you to vote on
the nmeasure in front of us know ng that the
devel opers can use the tine during the conment
period to address these issues and potentially
bri ng back new information for you to
consi der.

DR HOLLANDER: Can | destroy your
pl ea and say one thing first, because | think
| have an easy fix.

An acceleration in synptons from

chroni c stable angina is unstable angina. And
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then if you |look at everything else on this
list, everything else on this |ist gets done
in a hospital, okay.

You don't get any of this stuff
done as an outpatient. And, in fact, if you
have unstabl e angi na, you get hospitalized.

So, I"'mwondering if the wording,
and this is a recommendation to you guys,
can't be changed, who have been previously
hospitalized in the prior 12 nonths for one of
these things, and change the chronic stable
angina to unstable angina, and then you're
cover ed.

| know it can't be changed on the
vote now no, no, no, |'mjust saying as a
recommendati on for when they cone back, it
m ght clarify

M5. TIGHE: Yeah, and | think at
this point they've heard many recommendati ons.
They have a |l ot to consider.

So, I'mgoing to, again, insist

that we cut this off and vote on the
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reliability as the neasure is specified now
knowi ng that we can bring it back |ater.

M5. LUONG So, voting starts now.
One is high, two is noderate, three is | ow and
four is insufficient.

Si x voted noderate, 10 voted | ow
and five voted insufficient.

DR. KOTTKE: Ckay. Thank you very
much. We'll nove on to 2473, Hospital 30-day
Ri sk- St andar di zed Acute Myocardi al Infarction
Mortality.

CM5 is the steward. Discussant is
Kristi.

DR W NKLER: Do we have sonebody
fromCMS on the |ine?

M5. KHAN: Yes, this is Rabia Khan.

DR W NKLER: Ckay. Hi, Rabi a.
Hold on. | guess we do have people in the
room Hello there. Hey, how are you?

DR McNAMARA: Hi. Can you hear
me? Yeah, |'m Bob McNamara from Yale. And

Susannah Bernheimal so from Yale. And Johan

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 184
fromCMS i s here.

So, the overall aimof this
measure is to start to realize the potenti al
of EHR data to build in these neasures, the
rich clinical data that's very difficult to
obtain on the current setting and be able to
put it into an outcone neasure.

So, we're not going to go through
the whole thing. There was already a publicly
reported NQF-endorsed AM nortality neasure.
So, | just want to highlight a few points that
are novel to the EHR aspect of this.

First, is we devel oped this nodel
de novo rather than just starting fromthe
prior nodel and trying to retool that, the
second we | ooked at this nodel in terns of the
current clinical capabilities and the current
EHR environnent rather than putting undue
burden on clinicians to add onto the neasure
or to be dependent upon EHR devel opnent.

Another thing that | definitely

want to enphasize that canme up on the call, we

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 185
used the action Get Wth the Quidelines

clinical registry, the ARG that you've heard
about nultiple tines, which is a clinical
registry. It's not an EHR, but this is
I ntended to be used for EHR

So, we | ooked at this, the data
el ements within the ARG Registry for
feasibility. W devel oped three specific
criteria for the feasibility for each of the
data el enments to ensure that the elenents wll
be able to be retained reliably across sites.

W wanted to stick with the 30-day
outcone. So, we |inked the data with the CMs.
And we ended out with a very parsi noni ous
nodel of five risk factors for risk adjustnent
that are very objective. Age; two vital
signs, systolic blood pressure and heart rate;
and two | aboratory val ues, creatinine and
troponin ratio, which is the troponin value on
the first troponin obtained divided by the
hospital upper Iimt of normal and cane up

wth a very a nodel that perfornmed very

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 186

wel | .

Had a C statistic of 0.78, which
iIs well inline wth previous nortality
nmeasur es.

The neasure perfornmance using this
nodel showed a variability across hospitals.
At | east the 280 hospitals within the ARG data
set. And we would anticipate the variability
even hi gher once you took that to a | arger
data set.

We eSpecified it which essentially
Is just translating froma human readable form
to a machi ne readable form And we had
various levels of feasibility, reliability and
validity testing, both traditional for the
nodel, as well as in an EHR environnent.

So, with that, we can open it up
to any questions.

DR KOTITKE: Kristi.

M5. M TCHELL: So, as we tal ked
about this yesterday, this is our first

eMeasure, if I'mnot m staken.
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DR. WNKLER: It's the first

out cone eMeasur e.

M5. M TCHELL: The neasure
devel opers sufficiently stated the rationale
supporting the relationship between AM
nortality and at | east one heal thcare action.

Specifically, devel opers showcased
the link between AM nortality and conpl ex
critical aspects of care such as communication
bet ween providers, patient safety and
coordinated transitions to the outpatient
envi ronnment .

| al so thought that they provided
cont enpor ary whi ch was very hel pful for us,
contenporary references to further denobnstrate
the rel ati onshi p between hospital
organi zati onal factors and perfornmance on the
M nortality neasure.

And as such using the Al gorithm1,
| would submt that this outconme neasure
passes the evidence criteria.

Any di scussi on?
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DR. KOTTKE: Elizabeth?

M5. DeLONG Not hi ng.

DR. KOTTKE: Any ot her discussion
on Li nda, on we're ready for the vote.

M5. LUONG Voting starts now. One
for yes. Two for no.

(Voting.)

(Pause in the proceedings.)

M5. LUONG Can everyone just point
to me again? Thank you.

(Pause in the proceedings.)

M5. LUONG 19 voted yes. One
vot ed no.

M5. M TCHELL: Ckay. Moving on to
performance gap. The neasure devel oper
provi ded data refl ecting perfornmance
measur ement scores cal culated froma cohort M
di scharges for patients age 65 and ol der from
January 1 through Decenber 31st, 20009.

They nerged that data set with
data from Medicare Part A clains data and it

resulted in 20,000 adm ssions from 280
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participating hospitals.

The risk-standardi zed nortality
rate derived fromthis registry data ranged
from9.6 percent to 13.1 percent with a nean
of 10.8 percent.

The devel oper provi ded ot her
rati onal e i ncluding doing a clains-based M
nortality using publicly reported CMS data for
the sane tine period.

And then they also identified
addi tional studies in the literature that
further denonstrate the ability of hospitals
to inplenent strategies to achieve | ow
ri sk-standardi zed 30 day nortality rates. And
so with that, | think that it's high
per f or mance gap

As it relates to disparities, the
devel oper investigates wel |, actually did do
an anal ysis | ooking at race and SES and
denonstrates that there was little influence
of these factors on the risk-standardi zed

nortality.
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DR. KOTTKE: Further discussion?

No further discussion. Let's
vot e.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Voting.)

(Pause in the proceedings.)

M5. LUONG For performance gap, 16
voted high, three voted noderate, one for |ow
and one for insufficient.

DR. KOTTKE: Priority.

M5. M TCHELL: For the reasons
di scussed at |length yesterday and | guess we
can al so call upon George t hank you very
much AM nortality is high priority in terns
of preval ence, severity and cost.

The neasure devel oper provided an
extensive list of citations in case you were
concerned that there wasn't such priority, to
denonstrate that this neasure addresses a

hi gh-priority need within healthcare.
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DR. KOITKE: Liz, nada?

Any ot her discussion? Seeing no
action, we're ready to vote.

M5. LUONG Timng starts now. One
for high, two for noderate, three for |ow and
four for insufficient.

(Voting.)

(Pause in the proceedings.)

M5. LUONG For high priority, 19
voted high. Two voted for noderate.

DR KOITKE: Acceptability science
and reliability.

M5. M TCHELL: G eat. So, Bob
provi ded a wonderful overview of the neasure
interns of its scientific acceptability.

| would like to ask Reva just to
kind of step in for a second around the
eMeasure technical review, because | am
actually not famliar wth that process.

DR, WNKLER: And it's a wonderful
thing to see ny colleague. Chris is here as

our sort of our in-house expert on HT and
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the eMeasure. So, I'mgoing to let Chris
MIlet answer that one for you, Kristi.

MR. M LLET: Sure. | can provide
us a little overview for the kinds of things
we | ook for when we do this eMeasure technical
revi ew.

As the gentleman from Yal e
nmenti oned, what's kind of unique about
eMeasures for the EHR environnent is that
they're actually specified to be human
readabl e and machi ne readabl e.

So, we wanted to be to consi der
el ectroni c data sources, but we al so want
el ectronic systens to be able to do to
Interpret the neasure so that we can cal cul ate
it and get to where it's an automated way of
reporting the neasure.

So, there are specific things we
|l ook for to aid wwth that. Sone of them are
techni cal standards that are used within the
format wth the neasure specification itself.

So, we | ook at that which was for
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this nmeasure it uses acceptabl e standards that
are out there fromHL7.

We | ook for the codes used in the
measure. So, we want to nmake sure that they
are vetted to sone degree.

And the National Library of
Medi ci ne provides pretty robust vetting of
codes used in nmeasures. And all nmeasures need
their codes to be vetted to sone degree, but
In eMeasures it's even nore inportant.

So, you know, we talked to the
nmeasur e devel opers and they have worked with
the National Library of Medicine to utilize
sone of the resources they have to eval uate
the codes that they use and that it follows
current best practices and how a code shoul d
be used in eMeasure specifications.

Feasibility is really inportant.
| nmean, there was a pretty good di scussion on
feasibility just in the | ast neasure.

So, a lot of these issues inpact

feasibility. So, we wanted to nake sure we
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take a really conscious |look at feasibility
especially for eMeasures.

And, you know, this nmeasure was
the feasibility assessnent for this neasure
cane before some of the work NOQF has done on
you know, kind of relooking at feasibility and
how t hat applies to eMeasures.

But a |ot of what the measure
devel oper did in this neasure's feasibility
assessnent, which | guess we'll get into nore
| ater when we tal k about feasibility, but a
ot of that follows a |ot of the findings and
the things you reconmend in our own
feasibility assessnent.

So, that's kind of an overview for
what we | ook for and what we found.

M5. M TCHELL: The TEP provided a
favorabl e review of this eMeasure as currently
drafted?

MR, MLLET: I"msorry, can you

M5. M TCHELL: The eMeasure

Techni cal Revi ew Panel
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MR. M LLET: So, there's not an

eMeasure review panel. W kind of do like a
staff technical review, which |I have done we
wor ked with the neasure devel oper on any
guestions that cone up during that review

And we were able to talk through any issues
there. And we didn't find any issues.

M5. M TCHELL: Ckay. 1'mgoing to
nmove on if you don't have any nore questions
about eMeasures, but | have sonme nore about
t he specs thensel ves.

So, what we heard was that this is
agai n an outcones neasure, 30-day all-cause
nortality.

Mortality was defined as death
fromany cause from 30 days of the index
adm ssi on.

The devel oper noted that
ascertaining nortality would occur by |inking
to an external data source such as Medicare
enrol | ment dat abase, the National Death | ndex.

The denom nat or statenent i ncluded
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I npatient adm ssions from patients 65 and

ol der who were discharged fromshort-term
acute hospital with a principal diagnhosis of
AM . They went through the excl usion
criteria.

As it relates to actua
speci fications, the codes were provided to
identify AM discharge, date of birth and so
on and so forth.

What | felt was inportant was that
they also took note that 1CD-10 i s com ng
around the corner. And so, they took the
necessary neans to provide the crosswal k
bet ween t hese neasure specifications.

Since this neasure is
ri sk-adjusted, the neasure devel oper took the
time to describe how the RSMR woul d be
calculated. And this is really, | think, the
part that's going to require sone di scussion.

| know that we tal ked about in
terms of the spirit of parsinony we get down

to five different el ements, but various ot her
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nodel s that |'ve seen use, you know, upwards
13 elenents to adequately risk adjust for this

pati ent popul ati on.

And so, | think that there is room

for sort of the discussion in and around how
13 el enents or eight or whatever were culled
down to five and was it really sort of a

reaction to what you can collect in the EMR

And |'I|l pause and see if anyone
el se wants to add sonet hi ng.

DR KOITKE: Liz.

M5. DeLONG That was going to be
my main point as well. | would like to know
how if you were to apply this nodel to the
sanme data that different nodels have been
applied to, how would they agree?

| think the harnonization with
ot her nore el aborate nodels shoul d be shown.

DR BERNHEIM H . This is
Susannah. So, a couple of things to that
poi nt .

First, just conceptually why be
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parsi nonious? | think it's obvious, but I
want to be really clear

We didn't know what we would find
doing this work, but our first pass was that
to get eMeasures out the door, you have to
have pretty strict criteria for anything you
put in them

W wanted to be sure that any
variable that was in this nodel, we had a | ot
of confidence would be defined the same across
hospitals, would be in structured fields,
woul d be extractable and that any EHR shoul d
feasibly do that.

| mean, when you | ook at the
variables that are in the risk nodels just by
face validity of this group, you can say, you
know, |'m pretty confident that systolic bl ood
pressure and heart rate and troponin and
creatinine and age are going to be reliably
consistently found and we did a bunch of other
testing to be sure that they're feasibly

extracted fromthe EHRs.
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We t hen we originally judged the

vari abl es and considered a wi der set. Things
i ke history of heart failure.

And unfortunately right now when
you talk to experts in the field and you | ook
in the EHRs, you can't reliably pull history
of heart failure out of an EHR and have
confidence in it across all spaces.

So, we had to say if we stick with
our original goal, which is to find sonething
that could go out the door, can we do it? Can
we build a good nodel with what is |ess than
ot her peopl e have?

And here's what sort of nmde us
feel confident in what we found. The first is
that the discrimnative ability is quite good.
It's better than sone clinical nodels that
have nore variables. So, that made us t hat
took a first step towards naking us confi dent
this was going to be useful.

The next thing we did was we have

a cl ai nms- based nodel that's been NQF endorsed,
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that's been in use for along tine that's

show ng i nprovenent, continues to show
variation, has scientific acceptability and we
said, does this tell us sonething really

di fferent about hospital s?

This isn't classic validity
testing, but it was very reassuring to us that
t he performance of hospitals when you natch
t he sane when you | ook at the sane group of
pati ents and the sanme outcone and you use our
new EHR- based nodel and the famliar
cl ai ns- based nodel, we find very simlar
results for hospitals. So, that was
reassuring to us.

And then finally, the one
advant age of using a data source that was
br oader than what you could find in the EHR
was that we could test the inportance of sone
vari abl es that people thought were critical.

And so, the final thing we did was
we said, let's choose sonething that the

clinicians feel like is really going to nake
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a big difference that we don't think we can
yet get out of an EHR, and ask whether or not
It adds so nuch to this nodel that the current
nodel isn't viable.

And so, we | ooked at EKG fi ndi ngs,
which | hope we're not too far from being able
to pull that out fromEHR, but we can't do
right now. And we put those in and | ooked at
how much it inproved the nodel, and the answer
was not very nuch

So, the sum of those three things
made us confident in this parsinoni ous nodel.
Confident enough to bring it forward to all of
you, but that was the approach we took to
answer those questi ons.

DR KOITKE: Judd.

DR HOLLANDER So, | want to sort
of hit the problens with troponin, which from
a 10,000 foot view seemreally obvious. |It's
just a nunber and there is an upper limt of
normal for your reference | ab.

But the I FCC task force says you
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shoul d use the 99th percentile and half the
| abs in the country are using the 95th
percentile, which neans in sone |abs their
upper limt of normal is falsely el evated.

By the end of the year, there wll
be nore high-sensitivity troponins on the
mar ket, whi ch neans 50 percent of people by
definition wll have a neasurabl e troponin.

And using the let's just say the
upper limt of nmy assay right nowis 0.04,
which it is at Penn, but the 99th percentile
of that assay is 0.026. That dramatically
changes the ratio.

As we get to high-sensitivity
troponins and that drills down to 0.006 as the
upper limt of normal, that 0.04 is
astronom cal ly el evat ed.

And in this nodel as best | can
tell, you don't adjust for the assays or
standardi ze what the 99th percentile value for
that assay should be. You leave it to a | ocal

determ nati on
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So, | think, you know, sonething
that seens incredi bly standardi zed which
probably accounts for a | arge proportion of
your nodel, isn't. And it's going to get nore
di sparate and |l ess reliable over the next
year.

And since the ratio of, you know,
troponin value to your upper limt probably
drives the nodel, it's one of the things nost
related to outconmes and acute M, | see that
as being a real problemgetting worse over the
next year.

So, | agree you can get it easily,
but | think you need to know what it is you're
getting besides the two nunbers.

DR McNAMARA: Sure. | think
that's a great point. And that's one of the
reasons that there are as you al luded to,
there are many different assays for troponin.

And that's why the troponin ratio
Is used. Because if you just use a regul ar

troponin val ue, sone troponin |, sone troponin
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T, high sensitivity, low sensitivity. So, it
shoul d be normalized to what your upper limt
of normal is.

And as wth any, you know,
performance neasure of deciding, a hospital,
yes, can say, oh, our upper limt of normal is
sonet hing different and can change it, but
there should be an upper Iimt of normal for
that assay that they use and that should be
st andar di zed.

Whet her a hospital uses that
standard or not | guess is sonething that can
be assessed in inplenentation.

But, and as you said, as things
change, right, | nean, troponin | evel changes
over or the troponin assays have changed
over the last five or ten years and they're
probably going to change over the next five or
ten years that this ability to nornmalize it or
index it, | think, is very inportant.

And as far as its value, yes, I'm

a cardiologist. The troponin is incredibly
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valuable, but it actually was not as val uabl e

as sone of the other ones. It was only five.
So, it is inportant. Each one of

the elenents are inportant. So, it's of

val ue, but nmaybe saying that it's driving the

nodel is overenphasis.

DR. KOTTKE: Sana, and then Tom and
then Li z.

DR AL-KHATIB: So, | appreciate
the chal |l enges that you face when you're
trying to create an el ectronically-based
performance neasure. Because as was pointed
out, we have different EHR systens and a | ot
of the data el enents have not been
standardi zed, if you wll, across those
syst ens.

But it seens |ike you use that
probably sonmewhat to your detrinent, because
you ended up, you know, focusing this nodel
that you're proposing here to things that you
felt would be pretty reliable in terns of how

standard they are across the different
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systens, but excluded several of the other
clinical factors that have been proven tine
and again to be associated wth nortality in
this patient popul ation.

You know, one very well-vetted and
val i dated nodel is the one that came, for
exanple, fromthe GUSTO trial that Kerry Lee
actually was the first author on hard to push
agai nst that inportance of those clinical
dat a.

| al so would, you know, would echo
what Judd said with regard to sone of the
accuracy of these factors that you're
including in the nodel. And | would actually
even nmake it sinpler than the troponin, heart
rate and bl ood pressure.

| mean, who is neasuring those?
Are they accurate? Wat nunbers are you
| ooking at? The patient may present in atrial
fibrillation and you may have a nurse who's
checking the heart rate, you know, using the

radi al pulse and that's invariably not an
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accurate neasure unless you go like
precordially over one minute in people with
atrial fibrillation, which is a comon rhythm
In these patients.

So, | really would question even
the accuracy of the data that you are getting
when you are | ooking at sinple things |ike
vital signs.

DR BERNHEIM So, these are great
and i nportant questions and I'mgoing to |et
Bob weigh in as well, but, you know, we face
this every tine we build an outcone neasure.

No data source is perfect, right?
| nmean, there's no questions that things
aren't in. And when we | ook deeply at the
registry data which we've worked with, we find
I naccuraci es there, too.

So, there's no question this is
not a perfect neasure. W do think the
vari abl es here are about as good as you'll get
In a neasure in terns of being accurate.

One clarification | think iIs
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I nportant is that throughout these neasures
iIt's very inportant that we're assessing the
patient status on arrival, that we don't want
to | ook three days | ater because the patient
who is in atrial fibrillation, it's a very
different status and a very different
guestion. So, we do specify that it's the
first recorded val ue.

And that was one of the things we
did feasibility testing on was to ensure that
hospitals were able to not only identify those
first variable, but identify the first on
present ati on.

And as to sort of there being
ot her good nodels out there, it's true.
nmean, there are also other published nodels
that are quite close to this in terns of being
par si noni ous and have been found to be
successful .

So, there will be inportant
vari ables on a patient |evel and inportant

model s that exist, but our test was to see how
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good a nodel we could. And we found one that
works as well as those nodels not to
di sregard, you know, inportant literature and
trials that have shown ot her vari abl es.

| mean, one thing I will say that
we find consistently as we devel op out cones
measures i1s that there is a difference between
what it takes to have a good nodel predicting
an individual patient's outcone, in which case
we sonetinmes need nore information, than to
assess in aggregate the risk of the patients
that are entering a hospital.

So, one of the key things about
these neasures is that we are trying to
under stand how Hospital A versus Hospital B
differ in terns of the aggregate risk of their
pati ents when they present wth AM. And that
makes these nodels a little bit nore forgiving
than an i1 ndividual patient predicting nodel
and have found that they can, like this one,
performvery strongly even when they don't

have as many vari ables as in other nodels.
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So, again, that's given us confidence in it.

DR. KOTTKE: Tom and then Leslie.

DR JAMES. I'mglad to see the
novenent towards eMeasures. They do have
strengths and they do have weaknesses.

One of the issues that | would
like to understand a |little better in the
field of reliability has to do with the inpact
on the denom nator exclusions particularly
t hat about unknown death, Nunber 5.

It depends on how many deat hs, the
percent age of unknown deat hs versus those that
are picked up as to how much that's going to
I npact the scoring.

What ' s your experience?

DR. BERNHEIM So, for this we're
using the CMsS data, which is pretty
conprehensive. |I'mjust flipping to the page
where | have the actual nunber so | can
yeah, we have it in here and | will find it
for you if you give ne one second.

It's in the testing section. So,
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["mlooking in our testing section here where
we tal k about excl usi ons.

So, unknown death was zero in this
case. W put it in as a because we put it
in all of our neasures in case there is
mssing. But as it turns out, we had no
unknown deaths in this one.

DR KOITKE: Leslie.

DR. CHO So, we have a neasure
simlar to this. |It's the 30-day
ri sk-adjusted nortality that the Yale group
has devel oped.

Have you tested your nodel wth
this one and what's the

DR BERNHEI M Yeah, sorry. So,
we're the sane team sane group. And, yeah
So, what we did was we | ooked both at the
performance of the nodels and this perforns
better than the cl ai ns-based nodels, but then
also at how differently it profiles hospitals.

And that's also in here in It's

under the Validity section. W have a scatter
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pl ot that shows how hospitals performin the
final nodel for the eMeasure versus the
current adm ni strative clains nodel.

DR, KOTTKE: Ckay. Any further
comrents on reliability? Liz has her hand up

M5. DeLONG | have a question and
a coment. The question being, are you saying
that the upper |limt of normal wll be
standardi zed, or a site can actually change
their upper Iimt of normal?

We tal ked about this on the phone
call, actually, that if a site changes their
upper limt of normal at will, they can
dramatically change their assessnent.

The comment is, all of this
conpari son is again against admnistrative
data. You haven't, as Sana pointed out, your
conpari son does not include any nodel that was
devel oped on clinical characteristics other
t han what you've captured in the
adm ni strative data.

DR McNAMARA: Right. Well,
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regarding the troponin, yes, the troponins
w Il be on the troponin upper limt on
normal wll be determ ned based upon the assay
that a hospital uses.

Can a hospital report whatever
upper limt of troponin they want to? They
can, but | suppose anybody could do that on
any neasure. They could change the bl ood
pressures and everything they want to in a
medi cal record.

But each assay, as you know,
shoul d have an upper limt of normal and to be
able to apply that to be able to use troponin
across the different sites that it should be
l'i ke that.

As far as the value, as Susannah
nmenti oned, there's been nany other nodel s out
there certainly on the individual |evel. And
there was one actually on the ARG data set
that we used many of the sane risk factors
i nvol ved. And our C statistic is generally

very good and is in line wth all the other
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ones.

We didn't use all the elenents
that they had due to this criteria, you know,
hi story of peripheral vascul ar di sease, for
I nst ance.

On certain levels, it should be an
easy thing. You would think the patient
either has it or doesn't. But as you probably
all know how well that's recorded, how well a
physi ci an assesses whet her sonebody has
peri pheral vascul ar di sease or not can be done
alot nore reliably in a clinical registry
where, you know, they have specific criteria,
but how nuch of that works in a day-to-day
clinical practice can be very different.

So, the short answer is that it
operates reasonably well conpared to other
ri sk nodels. And as Susannah says, the nmain
I ssue on the hospital |level we feel that it
we're confident that it's functioning well
enough.

DR. KOTTKE: O her di scussi on.
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Tom are you still Tom Janes, are you
okay. Are we ready to vote on reliability?
Looks like we're ready to vote on reliability.

M5. LUONG The tiner starts now
for reliability voting. One is high, two is
noderate, three is low and four is
I nsufficient.

(Voting.)

M5. LUONG All right. Two voted
for high for reliability, 13 for noderate,
four for low and two for insufficient.

DR KOITKE: Validity.

M5. M TCHELL: So, in ternms of
validity testing, the devel oper indicated both
critical data elenents and perfornance neasure
scores were tested during this process.

We talked a | ot about validity
al ready, to be honest with you. It was
denmonstrated in ternms of applying the
cl ai ns- based nodel versus the
eMeasur e-specific nodel correl ation

coefficient of 0.86. W saw the pictures on
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Page 28, | believe.

And then in ternms of the C
statistic relative to the five risk factors it
was 0.78. And, again, that was consi dered
acceptable. So, any other conmments about
validity?

DR. KOTTKE: O her comrents?
Seeing none, let's vote on validity.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Voting.)

M5. LUONG Four voted high, 14
noderate, three Iow, and one insufficient.

DR. KOTTKE: Feasibility.

M5. M TCHELL: So, we've al so been
tal king about this as well. By and l|large, all
the data that's been di scussed today can be
routinely collected and delivered through care
except for this troponin issue.

Interestingly, the EHR survey that

you guys did which we have not tal ked about
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suggested that the data could be captured

manual ly. Just how feasible that is across

the board is a whol e other question, | think,
but it's possible. It's a possibility issue.
And so, | think overall the

feasibility of capturing the elenents that you
descri bed needed for this nodel seemquite
reasonabl e.

DR, KOTTKE: O her discussion?
Seei ng no ot her oh, Reva.

DR, WNKLER: | just want to nake a
comment about the feasibility assessnent that
Is part of eMeasure evaluation. And that is
really | ooking up front during neasure
devel opnent on the feasibility of collecting
data el enents and having them be present in a
st andar di zed fashi on across.

And so, this is sort of one of the
earliest uses of it. And, in fact, they got
there before NQF did the work we did on
feasibility assessnent | ast year, but they

essentially ended up in the sane pl ace.
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And so, that feasibility

assessnent is sonething we expect to see as a
| arge part of eMeasure eval uations as we see
new eMeasures com ng down the road.

DR. KOTTKE: Any further
di scussion? Seeing no further discussion,
let's vote on feasibility.

M5. LUONG The tiner for
feasibility starts now One for high, tw for
noderate, three for |low and four for
I nsufficient.

(Voting.)

M5. LUONG For feasibility, ten
voted high and 12 voted for noderate.

DR KOITKE: Usability and use.

M5. M TCHELL: The neasure is
currently not being publicly reported, but ny
understanding is that CM5 may consi der
including it in future IQ prograns.

DR, KOTTKE: Any further oh,
Henry has a comment.

DR. TING A question. So, you
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know, a 30-day RSMR has been publicly reported

part of val ue-based purchasi ng devel oped by
your team

s this neasure potentially It's
the sane neasure al nost except using different
nodel s to adj ust clinically adjust for
nortality.

Is the intent of this neasure to
repl ace the other neasure, or are we going to
have two neasures | ooking at the exact sane
thing wwth different nodels, one from cl ai ns,

one froma clinical registry? It's just a

guesti on.

M5. HAN:. Your question is whether
CVS will inplenment two neasure sinultaneously,
or wll select one?

DR. TING Part of it is NQF. So,
we approve this neasure.

MS. HAN: Yes.

DR TING It's exactly the sane
measure as the other one, which is a

cl ai ns- based RSMR that's actually part of
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val ue- based purchasi ng.

So, we approve this neasure. This
I's the sane neasure except using a different
nodel clinical registry adjusted.

So, | nean, is the intent to have

how do we feel about having two exactly the
sane neasures | ooking at the sane outcone for
t he sane popul ation of patients, and how is,
you know, NQF and CMS t hi nki ng about this?

M5. HAN. Ckay. Well, CMS is
devel opi ng and conti nues devel opi ng these EHR
nmeasures. Especially outcones in and the
goal is that in the future we would like to
nmove from cl ai m based neasure to the EHR
measures. And that's our goal.

DR W NKLER: Yeah, | think we
realize that we're in a transitional phase.
And so, certainly we are seeing w thin our
portfolio neasures that are often pretty nuch
t he sanme nmeasure, one EHR-based and one that's
sone other data source and we'll live with

that duality for a while
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But at sone point | think we wll
want to either, you know, it wll be one or
the other and | think that we will always have
sone cl ai ns- based neasures, sone, you know,
eMeasur es.

But for right now as we're in
transition, you know, this is the very first
eMeasure that's an outcone neasure. And so,
we're noving into, you know, relatively
unchartered waters to understand, but we
certainly, | think, have the support of
everyone wanting to continue this devel opnent
and push forward.

DR, KOTTKE: Thank you. Any
further comment? Seeing no further comment,
let's vote on oh

DR, HOLLANDER: So, if we're trying
to standardi ze everything and naeke it
reproduci ble, then | don't understand why you
woul dn't just take what the FDA approved as
the manufacturer's 99th percentile for each

assay.
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There's only, you know, 10 or 15
of themon the market and just plug that in at
each institution and do the math rather than
| et each institution pick a sonewhat arbitrary
cut of f.

And | know that's not what's
proposed right now, but | would urge you to go
back and rel ook at that because | just think
it's a nore standard, reliable, reproducible
way to neasure the troponins.

And then as assays change, | nean,
right now the FDA testing for troponin is
unbel i evabl e to define what the 99th
percentile of normal is.

So, it's in the package insert.

It seens easy to take that and you know that's
t he nost accurate value you could get to
conpare across institutions, because it's the
sanme assay across institutions using that
assay.

DR McNAMARA: Right. No, | think

that's a great idea. | nean, | would | ook at
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this in terns of the neasure says to normalize
the troponin obtained to the upper Iimt of
normal at that hospital.

And if you want to define the
nmeasure obtained at the upper limt of norma
at that hospital, will be the hospital just
puts in which assay they use and there wll be
a standardi zed set of upper Ilimt of nornals
fromthe inplenentation, | think that's fine.

That, | think, is well within both
the spirit and the functionality of this
measure. So, | think that that could be a
very good i dea.

DR, KOTTKE: Further comment?
Seeing no further comment, let's vote on
usability and use.

M5. LUONG The tiner starts now
for voting. One for high, tw for noderate,
three for low and four for insufficient
I nformati on.

(Voting.)

(Pause in the proceedings.)
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MR, KOTTKE: Ceorge, you have 22

seconds.

(Laughter.)

M5. LUONG For usability and use,
ei ght voted high, 11 for noderate and two for
| ow.

DR. KOTTKE: Any further discussion
before we have final vote up or down? Seeing
no novenent, we'll vote for approval or
endor senent or not.

M5. LUONG The tiner starts now.
One for yes and two for no for endorsenent.

(Voting.)

M5. LUONG 21 voted yes, and one
voted no for endorsenent.

DR. W NKLER: Thank you very nuch

DR. KOTTKE: Thank you. Thank you.
Time for public comment.

M5. TIGHE: Qperator, if you can
check and see if anyone on the line has a
conment and anyone in the roonf

THE OPERATOR kay. To nake a
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public coment, please press star then the
nunber one.

There are no public comments from
t he phone I|i nes.

M5. TIGHE: And none in the room
And we are right at the lunch break, 12:15
exactly.

DR W NKLER: Just as you're going
to lunch, we know Henry is leaving relatively
early.

Anybody el se? Wen are you
| eavi ng, M chael ?

Ckay. Wen you say "after |lunch,"
are you saying 12: 30?7 Because we do have to
wor ry about our quorum

Okay. Al righty. Lunch is
ready.

(Wher eupon, the proceedi ngs went
off the record as 12:13 p.m for a lunch

recess and went back on the record at 12: 44

p.m)
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AFTERNOON SESSI ON

12: 44 p. m

DR. KOTTKE: So, we're discussing
Measure 2455, Heart Failure: Post-Di scharge
Appoi ntmrent for Heart Failure Patients.

Jason Spangl er and Tom Janes are
t he di scussants, but the we will ask the
Aneri can Col |l ege of Cardiol ogy representatives
to give us a brief description.

(Comment off mc.)

DR. KOITKE: 2458 has been
wi t hdrawn. No? They didn't withdraw it
because of you. So, you don't have to
apol ogi ze.

kay. Go ahead, pl ease.

DR. PINA: I'mlleana Pina. |I'ma
heart failure transplant cardi ol ogi st and
associ ate chief of cardiology at Al bert
Ei nstein, Mntefiore New York.

Hel | o, Sana. How are you?

And |'ve been asked by the

Anmeri can Col |l ege of Cardiology to tal k about
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t he Post-Di scharge Appoi ntnent for Heart

Failure Patients nmeasure. | was on the
original Performance Measures Committee for
PCPI .

I n 2002, Stephen Jencks, which
many of you know, published a paper in the New
Engl and Journal sort of alerting the country
that 20 percent of patients with heart failure
who had been admitted for a deconpensation of
heart failure were com ng back within 30 days
with trenendous variabilities in states and
tremendous variabilities even within a state.

But in that sane paper when he
linked it to the adm nistrative Medicare data,
he reported that al nost 50 percent of the
patients were never seen by a provider wthin
30 days. And yet, we continue to | ower our
| ength of stay.

I f you | ook at the Europeans, the
Eur opeans who have a nuch | onger |ength of
stay, have a better 30-day readm ssion. So,

whether it's om ssion or conmmssion, it's
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actually a fact.

Get Wth the Cuidelines has been
collecting data on this for quite a | ong tine.
And we actually had a paper that was chaired
by Hernandez from Duke that showed that the
hospital s there weren't that many of them
there was about 35 percent that actually had
a seven to 10-day clinic. But the patients
who did attend a seven to 10-day clinic had a
significantly Iower rate of readm ssion.

That 20 percent that Stephen
Jencks is actually we knew about this
earlier fromanother registry call ed ADHERE
that we had been collecting. So, that's sort
of the clinical reasons for it.

DR KOITKE: Thank you.

Jason.
DR SPANGLER: Thanks. | thought
that was a great description. | nean, this is

basically a readm ssion neasure | ooki ng at
readm ssion in a different way. It's a

process neasure at the facility level.
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My bi ggest issue, and we'll go
t hr ough obvi ously everything el se, but ny
bi ggest issue actually was about the evidence,
because of the evidence that's provided and
what we're | ooki ng at.

And | know and it may be
technicalities and this canme up, you know, in
our workgroup call, but having an act ual
appoi nt rent, schedul i ng an appoi nt nent and
what happens at the appointnent are very
di fferent things.

And what | don't see as evidence
t hat schedul i ng appoi nt nrents changes anyt hi ng,
because we don't necessarily know even if they
have t he appoi nt nent.

We know that there is, you know,
there is evidence and they provided the
Cochrane data around post-di scharge, you know,
a | ot of post-discharge managenent i ncl udi ng
schedul i ng, you know, can change things.

And even the evidence around from

t he gui delines was not very strong evidence
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and it was only based on, you know, basically
two studies, but it was kind of | would even

t hat say, you know, but that was actually
having a foll owup appointnment and it was, you
know, even the wording are reasonabl e things
to do.

So, ny biggest thing was that
was with the evidence. And | know during our
wor kgroup sone peopl e kind of disagreed with
that and thought, you know, it wasn't strong
evi dence, but there was evidence for this.

So, you know, | don't know if you
want to address that, but that was kind of ny
bi ggest concern.

DR PINA: No, |I'd be happy to
address that. | can tell you the data around
the country is that for every five patients
that actually get the appointnent, three show
up and two do not. And the nain reasons at
| east at our place, is transportation.

But without a nmeasure, what has

been going on is that the patients are told,
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call this nunber on Monday, nake your
appoi nt nent .

And if you think that, you know,
just putting it in the chart and not making
sure that they're there, if you don't even
wite it in the chart, it's certainly not
goi ng to happen.

And, first of all, finding out who
IS going to do that followup? Because that's
equally inportant. Who's going to do that
10- day, seven-day fol |l ow up?

So, | fully agree with you that
witing it in the chart is good, but not
sufficient. You would want to see the actual
schedul e and the patient actually attending,
but we haven't done nmuch of this at all.

So, this would be, to ne, a first
step to really get people to think about it
and do it before the patient goes hone.

DR KOITKE: Thanks. O her
di scussi ons? Sana.

DR. AL- KHATI B: The only thing that
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| would point out is to rem nd ourselves as a
comm ttee of the discussion that we had with
regard to referral, you know, for rehab, to a
rehab program

Because the sane we raise the
sane concerns, the sanme argunents, but then we
ended up, you know, agreeing that there is
still value in doing that. And | just want to
caution us against holding this neasure to a
hi gher standard than the referral for rehab.

DR SPANGLER: Because it's ny
measure, | want to hold it to a higher
st andar d.

(Laughter.)

DR SPANGLER: Just kidding. No, |
agree, | nean, and not just the rehab. |
t hought this conversation has cone up
several tines wth several neasures about, you
know.

And that's why | think having the
algorithmin the chart that | think NQF calls

for about how this leads to the, you know,
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sonetimes it's not as clear, but | agree with

you.
DR KOTTKE: Tom
DR. JAMES. As the second on this
one, | can say that the concept | believe is

a very valid one. And | think the evidence is
there for having the readm ssion or for the
foll ow up appoi nt nent.

This is very simlar to what's
goi ng the neasure that we have in nenta
health for followup efforts. Psychiatric
hospitalization that has clearly denonstrated
a reduction in readm ssion.

This is what goes on in the ACGCs.
That was part of the Brooki ngs ACO devel opnent
that denonstrated the sane kind of anomaly.

The problem here, and this is what
I'"d like to get your thoughts on this, is that
t he ACC recommendati ons indicates that people
with heart failure should be seen within seven
to 10 days, but there is no tine frane |isted

wthin this.
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This could be an appoi ntnent three
months fromnow, and that, | think, is the
problem This is not |ike a good care
coordi nati on neasure that NQF is al so pushing,
until we can input tine franes.

DR PINA: Right. So, again, | can
tell you what |1've seen in ny place is that in
the electronic health record you nust have the
date of the appointnent and it nust be given
to the patient before they wal k out the door.

As a matter of fact, if the
patient is going honme on a Friday, | charge ny
house staff for themto nmake the appoi nt nent
on Monday norning if they can't get into the
clinic schedule and call that patient Monday
nor ni ng.

So, | agree with you, but it has
to be docunented in the chart with a date so
that we can actually cal cul ate.

You're right. Three nonths from
now i sn't going to hel p anybody.

DR KOITKE: So, in the neasure, is
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there a | don't see any okay.

DR, CGEORGE: We've | ooked at this a
little bit in the stroke popul ati on and
several of our stroke hospitals did a smal
pilot |last year. Baseline data really | ow
rates of patients having appointnents after
they |l eave the hospital and they did track
appoi ntments kept both before and after.

And doing this process really can
make a difference in getting the patient to
foll ow up.

It's not easy, it takes a |l ot of
process change at the hospital level with
who's in charge of naking these appointnents,
but it does nake a difference and | think you
have to start sonmewhere.

DR. KOTTKE: Ellen, and then Judd.

M5. H LLEGASS. And | wanted to
reiterate what Tomsaid. |In the COPD
popul ati on, the sanme thing. It's actually
docunented that by seeing the patient within

seven days, that nade a difference in
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rehospitalization.

They actually have a pilot where
they are sending RTs paid by the hospital to
go out within 48 hours to see the COPD
patients.

So, there's sone pilots out there
for doing -- two. So, there is data in other
popul ati ons.

["'mnot famliar with heart
failure whether it's seven days, but it does
wor k the sane way.

DR. PINA: | have ny own internal
data which | have not published yet. In our
seven to 10-day clinic, the readm ssion rate
I's eight percent for the patients who actually
do show up and cone back. And there's
actually a physiol ogic reason for the
worsening within two weeks.

What happens in a hospitalization
wth heart failure is usually diuretics are
given. And if nothing else is done, |

guarantee you that patient will be back
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because t he neurohornonal cascade just takes
of f.

I n about two weeks they all becone
avi d absorbers and reabsorbers and now their
diuretics don't work anynore.

So, there's actually a physiol ogic
reason even for two weeks if they get worse,
they get worse within a week. It doesn't take
| ong.

DR. SPANGLER So, is there a
reason why that wasn't put in the neasure
itself like schedule within two weeks?

DR. PINA: Wll, when we did the
nmeasure, we weren't thinking necessarily about
t he physiologic basis, but nore of a process
of care of having that patient who was sick
enough, first of all, sick enough to be in the
hospital needs to be seen, you know.

We say seven to 10 days, because
we know physiologically that they start to get
Wor se.

DR. SPANGLER: But the neasure
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doesn't

DR. PINA: The neasure doesn't talk
about the physiol ogic

DR SPANGLER: No, |'mjust saying
It doesn't talk about a date. Because the
gui del i nes say seven to 14, and you're saying
physiologically 14, |I'mjust wondering, well,
that seens to nake sense.

DR PI'NA: And of course it's going
to vary frompatient to patient. Not every
patient is going to be the sane |ike any COPD
or any stroke patient. There's going to be a
| ot of variability.

DR. HOLLANDER: So, what | | ove
about this is you include observation. So,
iIt's not just hospital discharge. And so, |
think that's really inportant.

And | woul d say maybe you should
even think about including energency
departnent visits, because we're tal king about
care transitions for heart failure patients

and they only send 10 to 15 percent hone from
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t he energency departnent. And the main reason
Is that we can't do care coordi nation

So, if you look at it and refrane
It as when they have an acute deconpensation
whi ch includes the ED, you need to schedul e an
appointnment with their, you know, heart
failure specialist or primary care provider
that would fit.

| know that's not in the neasure
before us, but | just throw that out there to
t hi nk about it.

DR. PINA: As a matter of fact,
many of our clinical trials will use not just
a cal endar date change of an inpatient
hospitalization, but a tine in the ED where
the patient was, say, given an IV diuretic,
wat ched for a few hours and then sent out as
an event, as a heart failure event.

DR. KOTTKE: Further discussion?
So, are we ready oh, I"msorry, Linda.

M5. BRIGGS: | just have a question

about the definition of "inpatient facility,"
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because sonetines patients go to a subacute
facility.

And so, that patient would be seen
by soneone in the subacute facility nost
likely, but it still would be good to know if
that woul d be considered an inpatient facility
or not.

DR. PINA: | would favor
consi dering that, because that would be very
simlar to an ED visit that doesn't get
admtted. That gets treated and gets sent
out .

And | think we are going to be
seeing nore hospitals doing that, not actually
admtting the patients, just putting them
under the Medi care observation status and
sendi ng them hone.

M5. BRIGGS: Let ne clarify what |
meant, actually, because | saw this in
worked for a while as a hospitalist as part of
an internal nedicine team

And one of the things that would
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happen if soneone wasn't able t hey were
admtted for heart failure and we were
concerned that they couldn't go hone by

t hensel ves or what ever

We woul d then refer themfromthe
hospital then to subacute care. And they
m ght be there for however |long their benefits
| asted. Maybe two weeks, maybe four. And
then the next thing we would see is they'd be
back in the hospital again, that they never
actually ended up being seen by sonebody on
the other side of that.

So, if this is just inpatient
facility as in hospital adm ssion or
observation status at a hospital, it wouldn't
necessarily capture those patients who nove
then to another |evel of care and then out to
t he out patient area.

DR. KOTTKE: Further discussion on
evidence? Are we ready to vote on evi dence?

(Pause.)

DR KOITKE: | think we're ready to
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vote on evi dence.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low, four is for insufficient evidence
W th exception, and five is for insufficient
evi dence.

(Pause.)

M5. LUONG Can everyone just point
at nme again? GCkay. W |ost one.

(Pause.)

M5. LUONG So, three voted for
hi gh evi dence, 13 for noderate, one for |ow
and one for insufficient evidence with
exception.

DR KOTTKE: Qpportunity for
I nprovenent .

DR SPANGLER: So | think this is
the first tinme we're tal king about heart
failure, but simlar to our previous
di scussions, there is a perfornmance gap.

They tal k about -- there's a nean

of less than even as an inprovenent fromthe

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 243
data from 2011-2012 that's still |ess than 50

percent of CHF patients on the post-discharge
schedul ed foll owup appoi ntnents. So, there
Is a big gap there.

Additionally, there are
disparities that exist across races. And
interestingly, | found out that there were
di sparities between Medicare and Medicaid
patients as well. So, | think there's a high
per f ormance gap

DR. KOTTKE: Any further discussion
on perfornmance gap? Let's vote on perfornmance
gap.

M5. LUONG The tinmer starts now.
And it's one for high, two for noderate, three
for low and four for insufficient.

(Pause.)

M5. LUONG We have 17 for high and
one for noderate.

DR. KOTTKE: Priority.

DR SPANGLER: So again, simlar to

previ ous discussions, CHF | eadi ng cause of
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nmorbidity and nortality; reducing both of
those and readm ssions has been a nati onal
priority affected by this. And then for data
that they provide regarding costs, the costs
are pretty substantial. They noted $30
billion annually, so | would say it's a high
priority.

DR. KOTTKE: Further discussion?

Tom

DR JAMES. And just to follow up
w th what Jason said, yesterday it was
reported that heart failure readm ssions are
the nost costly readm ssion type for Medicaid.

This is also, as | think Jason is
saying, is part of the whole national quality
strategy on heart disease. This is a priority
nmeasur e.

DR KOITKE: Any further
di scussi on? Seeing no further discussion,
let's vote on priority.

M5. LUONG The tinmer starts now.

One for high, two for noderate, three for |ow
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and four for insufficient.

(Pause.)

M5. LUONG | think we're supposed
to have 19, so we're mssing two. Can
everyone just point over to ne, just to nake
sure?

Yes, we have 23. 19 for high.
That's a hundred percent.

DR KOITKE: Scientific
acceptability and reliability.

DR. SPANGLER So, the neasure
specifications are clearly defined. They have
a good cal culation algorithm | thought the
excl usions and exceptions were wel |l -detail ed.
So, | think it's going to be inplenented
consi stently.

Tal ki ng about testing here as
wel | ? You know, they did enpiric reliability
testing signal to noise and | thought the
results denonstrated high reliability.

DR KOITKE: Any further

di scussi on? Seeing none, let's vote on - oh,
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sorry, Tom

DR JAMES. Again, the issue with
reliability has to do with the absence of
having a hard tinme deadline as far as when an
appoi nt rent shoul d be made.

This nmeans in ny estimation, this
Is a |l owbar neasure.

DR. KOTTKE: Anybody el se care to
comment on the open-endedness of the tine
frame?

Seei ng nobody who wants to, let's
vote on reliability.

M5. LUONG The tiner for
reliability starts now. One for high, two for
noderate, three for |low and four for
I nsufficient.

(Pause.)

M5. LUONG Six voted for high, 11
for noderate and one for |ow

DR KOITKE: Validity.

DR SPANGLER: So, only face

validity was done with three separate
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commttees. The results showed a 69 percent
ei ther agree or strongly agree that you can
di sti ngui sh between good and poor quality.

So, the highest would be a
noderate validity and | think it probably is
about noderate, but it could be higher than
that. So, that's the recommendati on.

They nentioned - sorry. | just
want to note, there was a nention and maybe
I'"mgetting confused in terns of - there was
a nmention of content validity in the
application, but they didn't produce any
results. They didn't denonstrate what that
was, so | didn't know if there was additional
validity they had done but didn't give the
results, or they were just referring to what
t hey had al ready done.

MR, CH U That was just referring
to what we've done. Basically, we considered
that, you know, the group experts creating the
nmeasure and then reviewing it for the content

validity, but | think we already discussed
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that. W realize it's probably at best to be

noder at e.

DR W NKLER: One comment on
criteria for validity is the - whether the
specifications are consistent wth the
evidence. And this is perhaps where your tine
or lack thereof tine and the specifications
may enter into criteria.

DR, KOTTKE: Anybody el se need to
make a comment? Let's vote on validity.

M5. LUONG The tiner starts now
for validity. One for high, tw for noderate,
three for low and four for insufficient.

(Pause.)

M5. LUONG 15 voted for noderate
and four for |ow

DR. KOTTKE: Feasibility.

DR. SPANGLER So the data is
col l ected through a registry, which is the Get
Wth the Guidelines Heart Failure Patient
Managenent Tool. So they describe kind of how

much this Is used. It seens to - | don't
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have any experience with this, but it seens to
be sonething that is used pretty
substantially. And there's, you know, it's an
el ectronic formthat's readily avail abl e.

So, | didn't see any concerns. |
t hought there was a high feasibility.

DR KOTTKE: Yes.

DR PINA: It is the hospitals that
have Get Wth the Guidelines really use it a
| ot not only to bring up sort of the water
rising that everybody is aware that we are
collecting this information, but they're
giving it back to the staff so that they can
see what they're actually doing conparing to
ot her hospitals like us. And then you can
actually if you wn an award, you can actually
use that in advertising in your city as an
award for quality.

So, there's a |ot of a |l ot of
bonuses for using Get Wth the Cuidelines,
whi ch the hospitals use. And by the tine

they're in there, the nunbers do go up.
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DR KOITKE: Sana.

DR AL- KHATI B: Just a quick
guestion. I|I'mactually very famliar with the
Get Wth the Guidelines Heart Failure
dat abase, but what is the total nunber of
hospitals participating in this database now?

DR PINA: | think it's about 541
distributed all over the country. Snal
hospitals, big hospitals.

M5. M TCHELL: Was the intent for
this nmeasure to be applied only to a Get Wth
t he Gui delines hospital?

DR. PINA: No, | think this neasure
shoul d be applied all the way around. |It's
just that because we've been collecting the
data so consistently, it's our best proof of
what can be done in a hospital.

I f the hospital decides to do
quality, they may decide to do it sone other
way. And we do have literature on this from
the H2H program of the ACC, that hospitals

that have three or four different tactics to

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 251

| ower their readm ssion rates whether a visit
or whether working with clinicians, the rates
dr opped.

So that getting invol ved, just
t hat al one, works.

M5. M TCHELL: And H2H i s hospital
to home?

DR PINA: H2H was hospital to
home, which was the ACC initiative with the
I HI .

DR KOITKE: Anybody have - need
any other comment on feasibility? Seeing
none, let's vote on feasibility.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Pause.)

M5. LUONG N ne voted high and ten
for noderate.

DR KOITKE: Usability and use.

DR. SPANGLER So, the neasure is

currently used in two prograns. Both wth Get
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Wth the Guidelines, one the heart failure and
I think what you described in the heart
failure recognition program

It's not publicly reported, but
there are plans for public reporting
I ncorporation into CM5 PQRS program

My only concern is that no tine
frame was given for when that was going to be
done. |'d be pretty confident it probably is
going to occur within six years, which | think
Is what is called for, but it would be nice to
actually have a tine frane.

DR PINA: So, the Joint Conmm ssion
has a certification for heart failure for
hospitals. And in order to get that
certification, the hospital has to prove that
they have entered into a quality programlike
Get Wth the Guidelines and that they have an
award. So already, the bar is raised.

DR. KOTTKE: Further discussion?
Seeing no action -- you don't need to feel the

need to coment, do you, even though your nane
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I s called.

(Laughter.)

DR KOITKE: Let's vote on
usability and use.

M5. LUONG The tiner starts now.
One for high, two for noderate, three for |ow
and four for insufficient informtion.

(Pause.)

M5. LUONG Ten voted for high for
usability and use, and nine for noderate.

DR. KOTTKE: Any further discussion
before we take a final vote?

Tom

DR JAMES. Just to try to
reiterate it again that while this nmay be one
that we want to allowin now, this is such a
| ow- bar nmeasure and does need to be harnonized
with the care coordi nati on nmeasures and this

and normally ACCis out in front, but I

think we're lagging on this one. | just don't
want you to be enbarrassed.

(Laughter.)
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DR. KOTTKE: You want to enbarrass

themup front.

| would agree with Tomthat |I'ma
little surprised about the | ack of pace, but
| think you'll probably fix that.

DR. SPANGLER: Yes. | would just
al so kind of reiterate what Tomis saying
about the harnoni zati on.

| mean, there's a bunch of
conpeting neasures or possibly conpeting
neasures here and trying to make sure those
are all, you know, harnonized woul d be ideal.

DR. KOITKE: So, final vote. Yes
or no.

M5. LUONG The tiner starts now.
One for yes and two for no for NQF
endor senent .

(Pause.)

M5. LUONG Thank you. 18 voted
yes for endorsenent. One no.

DR. KOTTKE: Ckay. Thank you very

much. We do have - you nentioned conpeting
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measures. Do we really have any?

DR. WNKLER: Not -- | nean, there
are ot her neasures around heart failure, not
so nmuch around appoi nt nents.

And so, there are sone care
coordi nation neasures in terns of follow up
after hospitalization and -

DR. SPANGLER Not necessarily
conpeting, but definitely kind of
har noni zati on, nmaking sure there's not overlap
or anything |ike that.

DR PINA: Yes, nost of the CM5
nmeasures up to recently have included what's
done in hospital to the patient. |n other
wor ds, the EF neasure, the ACE inhibitor
given, et cetera.

Care coordination is a super
I nportant nmeasure, | think. The majority of
patients out there wwth heart failure are
unfortunately not seen by us, the heart
failure community. They're primarily seen in

primary care practices, where the whole team
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approach may just not be available to these
practitioners. So this is really a whole
change in nentality.

DR. SPANGLER |'m curious, and
maybe Jensen, you're the best person to answer
this, but has there been a consideration by
ACC of a conposite heart failure neasure
simlar to like - Dbecause it seens, that
actually to ne seens to be sonething that
woul d be easi er done.

(Laughter.)

DR PINA: It certainly nmakes sense
because now we have enough of the little
pi eces that we can probably put a conposite
t oget her.

When we were doi ng the performance
measures, we didn't think at that point that
we had enough information to really go out.
And you'll see it in the next one com ng out,
t 0o.

M5. DeLONG On this neasure, |

didn't really hear any killer comments. And
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yet, sonebody voted against it. It would be
hel pful to me if | had all the reasons out
there before | vote.

M5. HI LLEGASS. This is a little
bit off the topic, but in the sense of |
really liked this because it said prior to
di scharge and appointnment. And the cardiac
rehab one tal ks about referral, and | didn't
like referral. | wondered if there's any way

- | know we can't change them if we could
have, on the post-inpatient, an appoi ntnent.

| nst ead of checking a box for

referral and checking a box for counseling,
you will have had to talk to them about
cardiac rehab if you' ve made an appoi nt nent
with a cardiac rehab. And | that's what |
really like about this. | had no problens
with this whatsoever, but the referral to ne
just seens like just out there, but nmaybe
that's just ne.

DR. KOITKE: Thank you. 0521

DR W NKLER: Do we have soneone
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from CMS, a neasure devel oper for 05217

M5. DEITZ: Yes, this is Deborah
Deitz. |I'ma nurse researcher with Abt
Associates. H . And we've been the
contractor helping CM5S with this neasure.

M5. GALLAGHER: Deb, hi. This is
Caroline Gallagher. | amthe lead at CV5 for
the Honme Health Quality Reporting as well, but
I"'mgoing to et Deb take the lead on this
di scussi on.

MR H TTEL: And David Httel from
Uni versity of Colorado is also on the line, or
al so part of the team

DR WNKLER: Geat. Thanks very
much.

Deb, why don't you give us a brief
I ntroduction to the neasure?

M5. DEITZ: Okay. This is heart
failure synptons addressed. And it's a
process neasure designed to reduce the need
for urgent care and readm ssions for heart

failure patients who are in the hone health
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setting.

And the idea is that by early
identification of heart failure synptons and
coordi nation wth physicians and ot her
providers to intervene if the patient is
experiencing heart failure exacerbation, we
can reduce the readm ssions.

Thi s nmeasure has been endorsed by
NQF and reported on Medicare's hone health
conpare website since 2011. As it's currently
specified, it assesses whether the clinician
addressed the patient's synptons of heart
failure, if the patient is exhibiting synptons
of heart failure.

We have proposed to revise this
measure at this tinme so that agencies wll now
be hel d accountabl e for assessing heart
failure synptons in all patients with a
di agnosi s of heart failure, not just ones who
showed synptons of heart failure and that they
address those synptons when they're present.

In addition, there's one other

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 260

change. The neasure now applies to both
short-termand | ong-term honme heal t hcare
epi sodes. In the past, the | ong-term hone
heal t hcare epi sodes were excluded. And now,
they're no | onger excl uded.

| think Acunen, who has been doi ng
t he a lot of the statistical analysis
conducted sone testing to ensure that renoving
that | ong-term epi sode excl usi on doesn't
distort the results of the neasure. The nean
agency performance stays pretty nmuch the sane
as a result of the change. And al so, renoving
that | ong-term epi sode exclusion increased the
nunmber of agencies eligible for reporting the
nmeasure.

So, | think that pretty nmuch gives
you an overview of where we're at.

M5. CGEORGE: Thank you. Mark.

MR. VALENTINE: Yes. This is an
exi sting process that's been happening for
been going on for the last five years.

There's 888 or 8,800 hone health agencies
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that are currently using this.

There are no studies, though, that
show the use of this process specifically,
that the outcones are inpacted, but the
nmeasure ties directly to the consensus-based
gui delines. There is no evidence of QCC
I ncl uded. The hi ghest possible rating would
nost |ikely be a noderate.

The devel oper does site guidelines
fromthe Heart Failure Society specific to
patients and famly education for self-care
and the recognition of heart failure synptons
when they call the provider.

And t he devel oper does not i nclude
any guidelines for clinical assessnent or
failure synptons.

So, you know, the goal is really

to provide this assessnent using the QASI S

tool. But at the sanme tinme, nmaking sure that
the patients, they'll go into the acute
setting.

So, they're being assessed, then
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cared for from an outpatient perspective and
not into an acute care setting perspective and
it's over a long period of tine.

DR GECRGE: Any comment s?

Judd.

DR HOLLANDER Yeah, maybe |I'm
mssing this, but |I'mkind of unenthused about
this one.

(Laughter.)

DR, HOLLANDER: | nean, |
understand the inportance of the problem
Don't get ne wong, but it's a relatively
narrow di fference between the 75th and 25th
percentil e.

MR VALENTI NE: Ri ght.

DR. HOLLANDER: And it's about
assessi ng synptons and then doing appropriate
care.

MR. VALENTI NE: Doi ng sonet hi ng
about it.

DR HOLLANDER | don't know what

appropriate careis. To ne, if I'msending a
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provider into the hone, | want one thing. |

want themto keep that patient out of the

hospi tal .

MR VALENTI NE: Ri ght.

DR. HOLLANDER: And so, this is too
vague for ne. | want to know of the percent

of tinme they go into the honme, what percent do
they end up sending the patient to the
hospital, you know, or can they really keep
the patient out of the hospital.

Because if they just go there,
record a bunch of synptons, give sonebody a
dose of lasix and send themto the hospital,
they'll neet this neasure, but they haven't
done anything for the patient.

And so, |I'mnot sure | see how
this is helpful to neasure it. There has to
be an intervention that occurs as a result of
that hone visit that keeps sonebody from
getting worse. And | don't see that enbedded
i n here.

And | don't see any evidence such
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as docunenting you have signs and synptons and
giving you an extra dose of |asix or saying,
don't eat salt, which mght actually neet this
| Nproves out cones.

DR GEORGE: Liz.

MS. DeLONG (Speaking off mc.)

THE REPORTER M crophone, pl ease.

M5. DeLONG Sorry. It says that
the nunber of hone health visits in the
numer at or statenent that were assessed for
synptons of heart failure and appropriate
actions were taken when the patient exhibited
synptons or heart failure for heart failure.

| don't | don't understand the
denom nator, actually, but it clains when
appropri ate actions were taken. \Wether
that's specific, | don't know.

M5. COOK: Wuld you like us to
clarify the types of actions that are
docunented by the OASIS tool ?

DR, CGEORGE: Pl ease.

M5. COOK: Sure. This is Kezi ah
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Cook from Acunen. The itemon the OASIS t ool

that the nunerator of this neasure is captured
using is called Heart Failure Foll ow Up.

And there's a screening question
that identifies any patients wth synptons of
heart failure.

Patients identified as having
synptons, the hone health staff is also asked
to indicate what action was taken.

The actions they can choose are no
action taken, which would result in failing
this nmeasure, or they can indicate the
patient's physician or other primary care
practitioner was contacted the sane day, the
pati ent was advised to get energency
treatnment, the hone health agency i npl enented
t he physician-ordered patient-specific
paraneters for treatnent, they provided
pati ent education or other clinical
I nterventions, or they obtained a change in
care plan order.

So, for instance, increased
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nmonitoring, a change in the visit frequency,
orders for Telehealth or so forth.

So, those are the that's the
| evel of specificity that the OASI S t ool
docunents the type of action taken by the hone
heal t h agency.

For the purposes of this neasure,
taki ng any of those actions is considered to
meet the denom nator of the neasure, whereas
taking no action in response to the synptons
or failing to identify that a patient with
heart failure had synptons at all, failing to
assess the patient results in failing the
nmeasur e.

DR, GEORGE: So, assessnent is
required, as well as the action; is that
right?

M5. COOK: That's right.

DR, CGEORGE: Judd.

DR, HOLLANDER: So, it allows both
ends of the spectrumto be a positive result.

Calling the doctor and then doi ng not hi ng
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woul d count, or sending the patient to the
ener gency departnent, which is exactly what
we're trying to avoid, would count.

So, if all you have to do is |like
contact sonebody and do sonething at either
end of the spectrum we're not really solving
t he probl em t hough.

The problemis we want to inprove
home care, and we're not necessarily doing
t hat because we're sending patients back to
the hospital or |eaving them at hone doi ng
nothing different. And both of those neet the
criteria in this neasure.

So, you know, | guess ny
perspective i s not changed after hearing
what's included in the OASIS tool, because it
I ncl udes effectively everything besides
I gnoring the patient.

DR GEORGE: Sana.

DR, AL-KHATIB: | just have a quick
guestion. | actually share the concerns that

Judd just nentioned, but | also have a
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questi on because |I'mhaving difficulty
visualizing howthis wll be, you know, wll
work in terms of, | nean, is this a database
that we're tal king about that captures all the
home health encounters wthin a health system
or howis this going to work in terns of |ike
what are the who are the participants and
how many people are we capturing through the
system that you are proposing?

Sorry. | nean, having revi enwed
all these nmeasures, now sone of these neasures
are bl endi ng together especially when it cones
to the source of data.

M5. COOK: Sure. This is Keziah
from Acunen again. |'mhappy to clarify on
t hat point.

Thi s honme heal th nmeasure and IS
based on the QOASI S assessnent. QOASIS is
required for all hone health patients who are
recei ving care covered by Medicare or
Medicaid. So, it's part of the conditions of

participation in the Medicare program So,
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this is a mandatory assessnent.

It's conducted at the start of
care and again at patient discharge or
transfer.

And specifically for this nmeasure
the patient is eligible for the neasure in
terms of those patients with a diagnosis of
heart failure are identified based on the
initial assessnent, and then whether or not
the patient was assessed and interventions
appropriate actions taken is assessed based on
the end-of-care, the discharge or transfer
QOASI S assessnent.

So, this neasure is currently
bei ng coll ected. Has been coll ected since
2010 for all honme health patients whose care
I's covered by Medicare or Medicaid.

DR GEORGE: Liz.

MS. DeLONG So, | still don't
under stand who the population is in the
denom nat or, because the denom nator statenent

says the nunber of hone health epi sodes of
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care ending wth a discharge or transfer to
I npatient facility.

Does "di scharge" nean di scharged
fromhonme health care? | don't understand the
term nol ogy. Sorry.

M5. COOK: Right. Oay. And our
apologies. | knowthis is not as specific to
the setting.

So, a patient can exit hone health
in a couple of different ways. They can be
di scharged to the comunity, which usually
nmeans they're either no | onger hone or they no
| onger have a need for skilled care in their
home. So, they would remain in their hone,
but they are no | onger receiving hone health
services. So, that's considered a discharge
to the community.

They can al so be discharged to an
I npatient setting such as a skilled nursing
facility or a hospital

And then finally there is an OASI S

assessnent type for a transfer to an inpatient
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facility. And this assessnent type is
conduct ed when there's an expectation that the
patient will be returning honme and will resune
home health care once they return hone.

So, the patients in the
denom nator of this measure are all hone
health patients with a diagnosis of heart
failure or synptons of heart failure whose
honme heal th epi sode ends during a rolling
12-nmont h reporting period.

DR GEORGE: Tom

DR JAMES. Just to put this into
sonme other context, this is a neasure that |
believe is part of or would be part of the
nursi ng honme assessnent on the Medicare
webpage. Hone health, yes.

And, frankly, there are very few
nmeasures out there. And yet, patients when
they' re being discharged fromthe hospital
shoul d be given a choice of three separate
home heal th agencies from which to choose.

And having sone reliable neasures that are
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based in evidence could help them make better
choi ces than which one has the highest
al phabet letter.

So, there's a real reason for
this, but by the sane token | am concerned
about the level of evidence here. 1'd like to
see a tighter neasure.

DR GEORGE: Any ot her comments or
di scussi on on the evidence?

Li nda.

M5. BRIGGS: |I'mstill having
trouble as Liz was with the denom nator here,
because basically it's tal king about the
epi sode of honme health care ending in either
di scharge or transfer to an inpatient
facility.

So, it kind of, to nme, it's |ike,
okay, are these people that ended up in the
hospital and now we're | ooking back at then?
Is that what we're | ooking at?

M5. COOK: And you know what? [|'m

sorry. | think | think probably our
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sentence structure is a little confusing
t here.

They are episodes that either end
I n di scharge that can be discharged to the
community, or can be discharged to an
Inpatient facility, or they end in transfer.

So, it's actually all honme health
epi sodes that end via any neans ot her than the
patient's death at hone.

DR. VIDOVICH: |'mjust asking for
clarification. It says "endorsenent
mai nt enance." So, this had been previously
endorsed, this neasure?

M5. COOK: That's right. Yes.

DR. VIDOVI CH: So, then so, this
has been endorsed as is, right?

DR WNKLER: Well, not as is.
Actual ly, they've nmade significant revisions
to the neasure for this particular eval uation
to enlarge the denom nator for all patients
with heart failure.

Previously it was just the
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patients with heart failure with synptons.
So, they are revising as part of the

mai nt enance process. But this neasure, yes,
has been endorsed by NOQF for quite a few
years.

DR VIDOVICH Wth the sane
wor di ng synptons assessed and addressed,
right, which we have a little bit of a problem
writing.

DR WNKLER: |'m sorry?

M5. COOK: The previous title, |
beli eve, was Heart Failure Synptons Addressed
as our denom nator expansion was to al so
requi re an assessnent of synptons.

DR. VI DOVI CH Okay.

M5. COOK: Previously, if a hone
heal th agency failed to identify that a
pati ent had heart failure synptons, that
pati ent was not included in the neasure and we
felt that was a shortcom ng.

DR, CGEORGE: Leslie.

DR CHO So, does the neasure
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devel oper have any data that doing this
nmeasure has inproved patients' outcone sonehow
in the last four years?

M5. COOK: You know what? | think
what we can say is that as agenci es becane
nore confortable with the OASIS, the
I nstrunent, the overall performance on this
measure did increase sonewhat.

That was al so part of why it
seened i nportant to expand the denom nator to
I ncl ude both addressing synptons and al so
assessi ng synpt ons.

DR CHO | appreciate that the
yeah, it was surveyed, but | want to know it
I nproved patients' outcone. Like, were did
you have these patients' heart failure
synpt ons assessed nore and did that transl ate
into |l ess rehospitalization or whatever? You
know what | nean?

| would like to it's all good
and fine for us to assess these synptons, but

I want to know what they led to. And you have
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four years of data now.

M5. COOK: Sure. So, that's not
sonething that's really feasible directly wth
the OASI S data, you know.

What we have seen is that there
has been a fairly stable trend in terns of
hospitalization and ED use rates.

The ot her thing we've seen,

t hough, is that the actual rate of patients
wth heart failure at hone health agenci es has
declined over the tine period.

| believe there was and, Deb,
Deb Deitz, if you're able to junp in here, |
beli eve there were sone changes in the hone
heal t h paynent system that may have changed
when hone health agencies identified patients
as having heart failure.

So, the reason why we're not able
to conclusively say that over this tine period
conducting the assessnent and addressi ng of
synptons led to a change in outcones, is we

don't know that our population of patients has
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been stable at that tine.

There is sone evidence to suggest
that the patients identified as having heart
failure currently the heart failure Iikely
represents a nore significant conponent of
their care needs than patients who could have
been identified having heart failure back in
2010.

DR AL-KHATIB: So, | conpletely
agree with

M5. COOK: Yeah, we see a trend as
the nunber of patients with heart failure in
home health drops a bit. W see roughly
stability in the rate of energency room use or
in the rate of hospitalization, but it's just
hard to determne if we're really conparing
appl es to appl es there.

DR AL-KHATIB: Well, so |
conpletely agree with the comment that was
made by Leslie that, you know, we really need
to have sone data on the inpact of the

per f or mance neasures.
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And if you don't have that in

pl ace assum ng that this gets endorsed, |
don't know what the outcone of this neasure
wll be today, but if it gets endorsed, |
think you need to have a plan in place as to
how you intend to study the inpact of this
measure on patient outcones.

DR, CGEORGE: Any further
di scussion? All right. W'Il vote on the
evi dence.

M5. LUONG The tiner starts now
for voting. One is for high, two is for
noderate, three is for low, four is for
I nsufficient evidence with exception, and five
Is for insufficient evidence.

(Voting.)

(Pause in the proceedings.)

M5. LUANG So, for evidence, four
voted noderate, nine for |Iow, one for
I nsufficient evidence with exception, and six
for insufficient evidence.

M5. TIGHE: So, the neasure did not
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neet the inportance criteria of the
Subcriterion la for evidence. Thank you
everyone from CMS who joined us for that
nmeasure.

And then noving on, it's the |ast
neasure of the day, 2450, the ACC neasure.

DR. KOITKE: Ckay. Wile the ACC
conmes back, it's 2450, Heart Failure: Synptom
and Activity Assessnent.

Primary Di scussant is Joel Marrs
and secondary di scussant is M aden Vidovich.

M5. TIGHE: And we did receive an
emai | request. There seens to have been an
after-lunch slunp. So, if you can just |ean
inalittle bit nore and speak up into your
m crophones, people on the phone are having
troubl e heari ng.

DR. KOITKE: Ckay. Welcone again

DR. PI NA: Thank you again for
| etting us make this presentation.

So, this nmeasure combi nes synptom

and activity assessnment and it's sonething
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that we really pained over

You heard this when we had our
phone conference a coupl e weeks ago when we
wer e doi ng the performance neasures, because
activity is absolutely directly related to
prognosi s.

And it would be wonderful if we
coul d put everybody on the treadm || and do a
cardi opul nonary test and get their actual
prognosis right off of their VO2, but nobody
is going to do that.

So, we have to ratchet it down
some and we said, okay, well, what about a
guesti onnaire?

And we have some wonderfu
instrunments that | use all the tinme in ny
clinic, but the primary care practitioners
many tinmes don't even know that it exists.

So, we have to start somewhere to
get physicians to think about activity |evel
in the heart failure patients, which is

directly related to nortality.
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And of course the New York Heart

cl ass takes into consideration the synptons
and the activity level. The two sort of go
together. And it's a classification that
everybody is aware of.

They're not witing themdown in
the charts. | know that for a fact, because
| ook at charts all the tinme, but and it is
hi ghly subj ecti ve.

However, when you | ook at the
literature, there is a breakdown of patients
wth Cass 4 by description who have a 50
percent nortality in six nonths. Patients who
are Class 3 are below that, and one or two are
bel ow t hat .

So, it has value in that it's
getting the physician to think about the
synptons as it relates to activity |evel and
then putting that in the prognostic category
where it bel ongs.

And so, we canme up w thout getting

again, it's one of these got to start
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somewhere, because they're not really thinking
about it and they're not docunenting it.

M5. MARRS: All right. So, to
start off with the evidence assessnent, there
was no QQC submtted. And so, highest |evel
coul d be noderate.

And a |l ot of the evidence
background is driven by poor reconmendations
both in ACCF AHA gui delines, as well as HFSA
gui delines was kind of a primary driver for
evi dence

DR. VIDOVICH: My comment woul d be
this is dissimlar to the neasure we di scussed
yesterday for indications for PCl. | think
iIt's an inportant part of docunentation to
have in the chart.

DR KOITKE: Judd.

DR. HOLLANDER: So, | guess ny
question is how this changes anything. So, |
think froma patient-centered approach it's
nice to address the patient's synptons and try

and i nprove them but nmaybe the last thing |
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need i s anot her prognostic tool.

| mean, we have BNP, we have LV
function, we have troponin. And nowif the
sails for this is synptons helps with
prognosis, | don't know that | need it unless
you're going to tell nme that if | use Drug A
or Drug B or do cardiac rehab it's going to
change their outcone.

DR PINA: So, yeah. You're
absolutely correct. You don't need anot her
prognostic tool, but you don't have the
perfect prognostic tool, because pro BNP in
many i nstances has a | ot of prognosis.

But if you're in the clinic, you
may not have that pro BNP for prognosis where
an activity assessnent it's pretty easy to do
Wi thin your history.

The second thing is that if the
patient is truly Cass 3 or 4, you would go to
anot her level of drug. You may think about a
devi ce where you've now cat al oged that patient

as a different New York Heart class or refer
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that patient earlier to a specialist or to
advanced cardi ac therapies care.
So, it does much nore than just

say, oh, okay, here's ny other prognostic

tool. W haven't got the perfect prognostic
tool. But if |I could put themon the
treadm |1, 1'd give themthe prognostic tool

except you can't do that on everybody.

DR KOTTKE: Yes, Sana.

DR AL-KHATIB: Yeah, | conpletely
agree with that coment especially as an
el ectrophysi ol ogi st | ooking at patients with
heart failure trying to understand what their,
you know, |evel of heart failure synptons and
functional capacity is.

It's very critical for ne
sonetines to get sone nore objective data, if
you wll, to decide do they need a cardi ac
resynchroni zati on therapy, what, you know, if
t hey get cardi ac resynchroni zati on therapy,
are they actually responding? 1Is there

anything that we could do to optim ze their
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response? So, certainly there are a |ot of
applications there clinically.

The one question that | want to
ask you is in ternms of |like |looking at the
quantitative evaluation of sonmeone's, you
know, level of activity and their synptons, |
didn't see anywhere here, and pl ease correct
me if I"'mwong, as to what tests you woul d
count in ternms of, you know, what tools, what
tests would count or would any test or tool
that any clinician, you know, count.

DR. PINA: But as | said, the
clinicians normally aren't doing any type of
testing in their office.

Certainly if a six-mnute wal k
wer e docunented on the chart, 1'd be quite
happy with it because it's a sinple test done
in the office and it's very inexpensive.

| f sonmebody gave the patient a
questionnaire |ike the Mnnesota Living Wth
Heart Failure or the Kansas City, which is a

very |ow patient burden, it takes eight
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mnutes to fill out, that would nmake ne very
happy because | woul d have donmai ns of

Leslie, you know this of activity and of
synptons al together in one questionnaire.

But the physicians are not doing
that and we would |ove for themto do that.
So, tone, this is the first step and that's
how t he Perfornmance Measures Committee
di scussed it. W have to start sonewhere to
get people to note down and to think about the
activity of that patient.

DR KOITKE: Jason, did you have
sonet hi ng?

DR SPANGLER: | just had a
followup on that. Are you worried though
W thout listing any type of tool that there
are going to be poor tools used?

And there may be docunentati on,
but it may not be good docunentation.

DR PINA: So, by it's very nature,
New York Heart Class is highly subjective,

because it's based on the patient's assessnent
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of what they think they can do, which is not

often, as you know, correct, and our
assessnment of their assessnent.

However, as bad as it is, when you
start to look at clinical trials the nunbers
do kind of break down.

|'"'mnot afraid that they're going
to use other tools, because right now they're
doi ng not hi ng.

And in the eight mnutes that they
have to see the patients, this may be the best
we can expect right now, you know, as the tine
with the patient keeps shortening, you know.

And again in the care standards,
you know, coordi nated care neasures, this is
perfect for the sanme reason.

MR CH U If | can just add
sonething really quickly, you know, in our
nmeasure algorithmthis is used in Pinnacle
out pati ent Hughes and many others, but the New
York one is definitely the predom nant one if

there's anythi ng docunent ed.
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But sinply any tool currently

that's constructed can be so long as it's
enbedded, but there is another M nnesota one.
There's a few others that we've actually
l'isted.

It isn't in this description here,
but in the details |I believe it is |listed as

realizing the New York Heart Class is

probably the predom nant one if anybody
docunents it.

DR. KOTTKE: Joe, and then Ellen.

DR CLEVELAND: Yeah, | really just
want to make a comment to anplify what Sana
said, which | really think that while this may
not be perfect to start, as we start | ooking
towards trying to figure out who is going to
need advance therapies whether it be
transpl ant beds, other things |like that,
cardi ac resynchroni zation, we've got to start
sonewhere with sone activity | evel because it
does correlate, | think.

And | think the body of evidence
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here suggests that's robust enough. And so,
| think that there is precedent for trying to
establish at | east sone marker.

M5. H LLEGASS. And | wanted to say
that there's very strong evidence with the
six-mnute walk for nultiple disabilities from
COPD, to heart failure, to LVRS, to transpl ant
and there's criteria.

Now, it does take a while. So,
the other thing that we're using in therapy is
we're using gait speed. And gait speed is
hi ghly correlated wth function. And gait
speed takes a maxi mum of two m nutes.

And we're using gait speed across
the board. There's so nuch data on gait speed
out now besides six-mnute walk that | woul d
hi ghly reconmmend you | ook at these kind of
functional tests.

DR KOITKE: Yeah, there's a very
interesting BMJ paper. The title is sonething
i ke Qutwal king the Gim Reaper. It's very

close to that that if you can't walk a mle in
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hal f an hour, you're going to die.

But ny question is, | nean, we
say, well, a six-mnute wal k only, you know,
but a six-mnute wal k probably really takes
ten mnutes in an eight-mnute visit.

s this designed for cardiol ogy
groups or is it designed for primary care? M
primary care colleagues tell ne that on
average they have to deal wth seven and a
half topics in ten mnutes. And, you know,
you' re going two mnutes is allotted.

And what about what about
patient desire? | nean, |'mjust a general
cardi ol ogist, but | see a lot of old patients
who are pretty satisfied not being able to do
much.

And | think a big question is, are
you dissatisfied wth what you can do? |
don't want to ride a double century even if
sonebody thinks | ought to be able to.

DR. PINA: But that's the

di fference between quality of life and
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functional assessnent. So, they may be
functioning at a New York Heart C ass 3, but
be perfectly confortable with it.

So, that's where, great, if we
have the quality of life instrunent, we would
have that piece of information in there, but
we don't.

DR KOTTKE: Yeah, Ellen.

M5. HI LLEGASS. Just to go back to
the gait speed or the six-mnute wal k, the
gait speed could be done by another staff
per sonnel .

And Barry Make out of Denver
Jew sh gave a great presentation to docs at a
Chest neeting and said, |ook, |ook at your
patient. Can they stand up out of the chair?
If they can't get up, they're not going to be
active, A

And then he said; B, |ook at how
they wal k. How slow are they versus S0, you
may not have a specific gait speed, but you

m ght say to yourself and that's not goi ng
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to take you six mnutes or eight m nutes.

Just ask themto stand up, and
then ask themto just take a little bit of
wal k and that's what we're tal ki ng about
basically. That's what the physicians need to
be doi ng.

And if they eyeball that they are
not able to stand up, then they aren't going
to be active. And if they can stand up, but
they're just barely beating the grimreaper,
as you said, then that's another one. Then
you need to refer these people or realize that
these are the people that are going to be
rehospitalized.

And there's very good data com ng
out about this as far as rehospitalization and
gait speed.

DR, KOTTKE: Well, that's true, but
are they avoi dable rehospitalizations?

Tom and Li z.

DR JAMES. Two things real

quickly. One is to follow up on exactly what
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you said, and that is ask if thereis a
paral |l el patient-reported outcones neasure
that's in the works or is being considered.

Second thing just being a country
primary doctor, you know, who doesn't have
access to all that fancy equi pnent where you
can get your stuff done, | walk patients in
the hallway. You get a lot of information
whil e you're doi ng that.

| learned this fromthe
orthopedists. It's about tinme | learned it
fromthe cardiologists, too. There is a |ot
of information just fromlistening and that is
much nore of a primary care type of neasure
that we don't have that nuch of for heart
assessnents in primary care cardi ol ogi sts have
a ton of.

DR, PINA: | still walk themin the
hal | ways. WMatter of fact, | won't let them go
into the examroomso that | can watch them
wal k into the examroom and get on the table.

| find out a |lot about that sinple yeabh.

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 294
DR. KOTTKE: Li z.

M5. DeLONG So, for clarification,
Is this any patient with existing heart
failure? Because ny worry has al ways been
uni nt ended consequences.

The patient conmes in with an acute
problemthat is not a heart failure problem
And you're using your ten mnutes to have the
patient wal k instead of treating the problem

DR. PINA: Right. So, this is for
patients either in their initial evaluation
for heart failure and in every follow up
appoi ntnment for heart failure.

Is that not correct, Jensen?

DR KOTTKE: Sana.

DR AL- KHATIB: Just two questions.
The first question is for you, Jensen.

Did I hear you correctly that you
said that an assessnment of the New York Heart
Associ ation class would count, would ful fill
this measure?

MR CH U That is correct.
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DR AL- KHATI B: Because to ne that

makes it a bit | ess appealing because of the
very well-stated concerns about how subjective
the New York Heart Association C ass | woul d
want to shoot higher, you know, for sonething
that's nore objective that's going to tell ne
nore than the New York Heart Association

d ass.

DR PI NA: Sana, we spent about
three hours discussing this very thing at the
performance neasures neeting and we were not
very enthusiastic that if we put sonething
else in there they would do it, because even
now the New York Heart Class is mssing from
nost of the charts that | see. So, sonething
as basic as that is just not even being
recorded.

And the other benefit to this, by
the way, is if you're in a nulti-specialty
group or nultiple physicians of the sane
specialty who see the patient sequentially, if

| see a New York Heart Class 3 that a
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col | eague wote down, | know what that patient
| ooked like at the last visit.

So, it's inportant for
patient-centered foll ow up.

DR. AL- KHATI B: And then the second
guestion | have for you in terns of
I npl enent ati on, are you expecting the
heal t hcare provider to nmake this assessnent
every tinme they see the heart failure patient
even if the | i ke they just assessed the
pati ent two weeks ago, nothing has changed.

Coul d they then docunent that
not hi ng has changed, or do they need to go
t hrough the sane especially of like
guantitative assessnent ?

DR PINA: | expect the sane at
every single visit. Because nost of the tines
after you've talked to the patient and you do
the eyebal |l test, you know what it is.

M5. TIGHE: Sorry to interrupt.
Qperator, if you could see if the AVA PCPI

staff have an open line, they're coll eagues of
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t he devel oper, to nmake a comment.

OPERATOR  So, we have Jame's |ine
open.

M5, JOUZA: H . Thank you. Yes,
this is Jame Jouza. | was part of the
devel oper for the specifications for this
measure. And | just wanted to highlight that
the specifications actually list the four
tools that are included in this nmeasure.

There is not the six-mnute
wal ki ng test option to neet the nunerator for
thi s measure.

And | believe you would find
within the neasure, |anguage of the nunerator
statenent that actually includes this as well.

So, there are a couple different
pl aces wthin the neasure docunentation
specifications that it details what woul d
sufficiently neet an assessnent of the
synptons and activities of heart failure.

M5. DeLONG So, | just want to

clarify that, as witten, the denom nator says
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that it's any patient age 18 or older with a
di agnosis of heart failure. And it doesn't
excl ude those who aren't there for a heart
failure visit.

Sorry to be nitpicky, but that's
what the denom nator says.

DR PINA: No, | appreciate to be
nitpicky. | think that's why we're all here.
I think if the diagnosis appears anywhere in
that patient's history, soneone should nake
that assessnment even if it's the fourth or the
fifth.

If you're talking to the patient
and they conme in with a bellyache for
sonething totally different and the New York
Heart Class is two, that's fine. It's New
York Heart C ass 2.

| think it should be docunented
ei t her way.

DR. KOTTKE: Further discussion?
didn't see where those four what the four

acceptable tests were.
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Can sonebody |ist those?

M5. JOUZA: Yes. So, it's in the
numerator and it includes the New York Heart
Associ ation Class or conpletion of the Kansas
Gty Cardi onyopat hy Questionnaire, M nnesota
Living wwth Heart Failure Questionnaire or
Chronic Heart Failure Questionnaire.

DR. KOTTKE: My concern with this,
It doesn't strike ne as being very
patient-oriented. | nean, it doesn't ask how
satisfied are you wwth your current situation.

And, | nean, | ask ny patients,
you know, has anythi ng changed? Are you
stable? And if they say nothing has changed,
' m happy.

Even though they are shuffling
down the hall with a wal ker, which they are,
| don't | don't stir the pot too deep.

DR PINA | think inreality we
need anot her neasure sonewhere al ong the way
that di scusses health status, which is what

you're inplying including the quality of life.
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But a true health status
assessnent | fully agree, because they are a
little bit different.

DR KOITKE: Leslie.

DR. CHO | think, you know, this
is kind of Iike the Afib CHADS score, CHADS
Vasc score. You have to have sonething in the
chart to begin wth.

And they m ght be happy with a

CHADS score of four. | don't know, but you
still need the CHADS score, | think, in the
chart.

And | think for that purpose
because it's a beginning to the heart-- you
know, the way we think about and treat and do
quality metrics. | still think it's a good
nmeasur e.

DR KOTTKE: M aden.

DR. VIDOVI CH: Yeah, | woul d add,
mean, sinply to what Leslie nentioned is these
are these sinplified classes |ike an ASA

airway classification or, you know, chest pain
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speci fication, Canadi an.

They're not great, but the
extrenes work really well, you know, one and
four work well. Two and three there's always
sone contention. People may not agree. But
as you said, it does help you.

And, you know, as an
interventionialist, |I ask about angi na every
time and | docunent sone sort of form
epi sodes of angi na, whatever.

So, | think it has trenendous
value. It nmay be oversinplified, it may be
not perfect, but it's withstood the test of
time for sure.

DR KOITKE: So, are we ready to
vote on evidence? Sone people think so.
Ckay.

M5. LUONG So, the timer for
evi dence starts now. One for high, two for
noderate, three for low, four for insufficient
evi dence with exception and five for

i nsufficient evidence.
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(Voting.)

M5. LUONG For evidence we have
one for high, 14 for noderate, three for | ow
and one for insufficient evidence.

DR KOITKE: Ckay. Qpportunity for
I nprovenent .

MR, MARRS: All right. So, like
what was nentioned before, they used the
PI NNACLE registry to eval uate perfornmance
gaps.

And based on that, they |ooked at
2011- 2012 data, about 1200 providers in the
PI NNACLE registry. And just 36 percent one
year and 35 percent the second year were
actual ly neeting docunentation standards for
one of those four either New York Heart
Associ ation class, Kansas Cty, M nnesota or
the Heart Failure questionnaire form

And so, pretty big performance gap
standpoi nt from a docunentati on standpoi nt
just in that registry itself.

From a disparity standpoi nt they
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did look at different ethnicities and gender
and all those and there was no real disparity
that stuck out between any of the
subpopul ati ons.

DR. KOTTKE: O her comments? We
will vote.

M5. LUONG The voting starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Voting.)

M5. LUONG For performance gap, 16
voted high and three for noderate.

DR. KOTTKE: Priority.

MR. MARRS: | think based on the
conversation that we've had round this topic,
I think it shows that it is a high priority
that we do need a better way to assess or
better kind of accountability of docunenting
sone sort of assessnent of clinical activity
or clinical system function.

And so, based on that, evaluate it

as a high priority.
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DR. KOTTKE: Further discussion?

Let's vote.

M5. LUONG Voting starts now. One
for high, two for noderate, three for |ow and
four for insufficient.

(Voting.)

M5. LUONG So, for high priority,
16 voted high, two for noderate and two for
| ow.

DR. KOTTKE: Scientific
acceptability and specifications and
reliability.

MR MARRS: | think it was
clarified earlier that it is any visit not
necessarily just for heart failure itself.
Havi ng a di agnosis of heart failure was in the
denom nator and so | think that clarified
things a bit.

In regards to reliability, the
PI NNACLE registry that they utilized, it is
only 1200 providers, about a half mllion

patients in that.
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And so, a fairly decent sanple
size to evaluate and so felt net reliability
standards there, but there was no necessarily
enpiric testing of perfornmance scores.

DR. KOTTKE: Further discussion?

M5. MTCHELL: | just have a
guestion on

DR KOITKE: Yes, ma'am

M5. M TCHELL: Yes. So, in the
I nproved heart failure study it was nade up of
167 offices, right?

So, how many separate practices
wer e | ooked at using PINNACLE registry? |
think you nentioned 1200 physici ans, but |
don't have a sense of how many practices.

DR PINA: | know they optim zed
and i nproved data very well. | don't know how
many practices here.

MR. MARRS: | thought it was in the
150 range, naybe.

DR. PI NA: Maybe.

DR. WNKLER: | just wanted to
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poi nt out you nentioned no enpiric reliability
testing, but that's what this is, is a signal
to noise results wwth the reliability testing.

So, there is enpiric testing in
the measure score.

MR. MARRS:. Right. Yeah. Sorry, |
m squoted. So, yeah, it was 0.99. So, high
reliability score.

DR, KOTTKE: Ckay. Any further
di scussi on?

DR. PINA: W're trying to find
t hose nunbers for you

DR KOITKE: Seei ng nobody who is
asking for further discussion, let's vote on
reliability.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Voting.)

M5. LUONG For reliability, 11
vot ed high and nine for noderate.

DR KOTTKE: Validity.
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MR. MARRS:. The primary anal ysis

for validity was based on face validity of the
data fromthe PINNACLE registry.

DR WNKLER: | think just to be
fair, you had raised a cormment on the previous
measur e about what do we know about the
Inpact. And that's a validity question.

And so, you know, what information
we have on this, because certainly that was a
big point | think Sana raised on the previous
measure. So, in all fairness, we want to hold
all the nmeasures to the sane standard.

So, if there's any information
about that, that would be inportant.

DR, KOTTKE: Anybody have any
guestions? Liz.

M5. DeLONG WAs this neasure
endorsed so that it's been in, | mean, the
ot her one had been endorsed and shoul d have
reliability and validity.

DR, WNKLER: Okay. This one is a

new neasure.
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DR. KOTTKE: Any further comments

on validity? Ready to vote? Vote.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

(Voting.)

M5. LUONG For validity, one voted
hi gh, 16 for noderate, two for |ow and one for
I nsufficient.

DR. KOTTKE: Feasibility.

MR, MARRS: The main issue on
feasibility which came up on our conference
call as well was kind of just the standard
docunentation piece in the nedical record and
ki nd of standard extraction piece froma
consi stency standpoint with, you know, nany,
many different EHRs out there and trying to
have a standard process to abstract was the
mai n concern, | think, froma feasibility
st andpoi nt.

DR KOITKE: Dd feasibility of a

six-mnute walk in an eight-mnute visit cone
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up?

MR, MARRS: | don't renenber that
specifically being discussed.

DR, KOITKE: Yes, sir.

DR. HOLLANDER: Al ong sim | ar
l'ines, sone of these surveys are not quick not
easy and not for the uneducated. And they
can't be done with the physician sitting at
the bedside telling themhowto do it in that
time frane.

Handing it to themin the waiting
room |'mnot sure how well that works. And
so, | think New York Heart Association C ass,
you know, it mght be nice to have that
docunented, but | don't think that's changi ng
the world, you know, as far as outcones.

The ot her neasures that are, |
believe, a little nore patient-centered and
get to what they actually can do and nore
useful, but | think there are potenti al
feasibility issues and then can you apply it

broadly within your practice.
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DR KOITKE: So, | have a question.

How many people woul d send the patient to the
cath lab if you thought they were Cass 3, and
your col |l eague had witten dow O ass 2, and
you asked the patient if anything had changed
and they said no?

Any ot her discussion? Sana.

DR AL- KHATI B: Just a quick
guestion. |s there any outpatient-based heart
failure database or registry? | nean
PI NNACLE is not specific to heart failure and
you have wonderful databases capturing
I npatients, you know, heart failure patients
who are hospitalized.

Are there any databases in
exi stence or that are being plan designed for
outpatient heart failure patients?

DR. PINA: R ght. So, the
optim zed and the inproved HF dat abases were
mentioned. Sonme of those have been truncated.

The Get Wth the Quidelines now

collects a 30-day tool to see where that
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patient has been within 30 days.

| don't renmenber if we put in
there a six-mnute walk or a KCCQ, but it's
certainly sonething |I can take back and we may
think of nodifying it.

Certainly on an EHR it's very easy
to put in a place for if a six-mnute walk is
there, you check it. But it's not only check,
you have to have a nunber, you know. And the
same with an exercise test. You have to have
a nunber.

DR, CGEORGE: |l eana, do you know i f

or any if Joint Commssion is |ooking to
devel op an outpatient neasure accreditation?

DR. PINA: As far as | know, no. |
nmean, years ago CM5, who is here, had thought
about sone outpatient neasures, but it never

and the Q Os were handling theminternally,
but not hi ng happened.

DR. KOTTKE: Further discussion?
Seeing no novenent, let's vote on feasibility.

M5. LUONG The tiner starts now

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 312
for feasibility. One for high, two for

noderate, three for |low and four for
I nsufficient.

(Voting.)

M5. LUONG For feasibility, two
voted high, 12 for noderate and five for | ow

DR KOITKE: Usability and use.

MR, MARRS: The main issues around
usability | think came up wth the all ow ng
the four different neasures to assess activity
| evel and clinical synptons, | think, cane
across as flexible, but also kind of a
limtation, | think, in usability fromkind of
standardi zi ng of how you're going to assess
patients across nultiple providers.

DR KOTTKE: How about use, prior
use, sonebody using it outside of heart
failure clinics.

MR MARRS: \What was the question?

DR KOITKE: |Is anybody using it
outsi de of heart failure clinics?

MR. MARRS: Not that |'m aware.
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DR, KOTTKE: Is it being used?

That's a no.

Furt her discussions?

DR. SPANGLER: You know, public
reporting is also an issue. And this is a
little bit different because the assunption,
which | think is a good one, but just to keep
in mnd is that PINNACLE is going to be a
qualified clinical data registry, you know,
within PQRS. And we'll probably know that in
the next few nonths, but, | nean, it should
nost |ikely happen, but it's a possibility it
may not happen.

DR. KOITKE: Further comments.
Let's vote on feasibility or usability and
use.

M5. LUONG The tiner starts now.
One for high, two for noderate, three for | ow
and four for insufficient information.

(Voting.)

M5. LUONG For usability and use,

two voted high, 13 for noderate and five for
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a |l ow.

DR. KOTTKE: Any ot her comments
before we vote to approve or endorse?

DR HOLLANDER: So, | just want to
sort of restate ny comments fromearlier
havi ng, you know, tried to step back and
listen to the conversation.

So, | agree this is phenonenally
I nportant so that we can better understand how
to risk stratify patients.

" m not sure that nmakes it a
nmeasure. That nmakes it a research project
usi ng the PINNACLE dat abase.

And so, ny real issue wth this,
it's hugely inportant, but it's not tine as a
measur e because we don't know what to do with
the information to change care.

And so, I'm vyou know, in ny head
I'"mhaving a hard tine getting ny hands around
what's inportant information and what actually
shoul d be a neasure.

And so, | think | fall out on the
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scientific side. 1'd love to see the
publication. [I'mnot sure | want to report it
to get the data.

DR CHO Judd, Let ne ask you a
guestion. So, let's say you are seeing a
patient continuously for heart failure. So,
the patient is comng in again and again for
heart failure.

You don't get the sort of activity
nmeasures or whatnot and so you just kind of,
you know, |ike one day you | ook |ike your

fluid overl oaded, next day you don't,

what ever, and you're kind of |ike, well, maybe
we'll give you another diuretic, we'll | ower
this, we'll lower that w thout any objective

clinical assessnent.

| mean, | think that's a neasure
of poor quality of care, don't you?

DR HOLLANDER Well, | wouldn't
necessarily agree wth that, but remenber this
is alittle bit about docunentation.

And | think i f the neasure said

Neal R Gross and Co., Inc.
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when | do the assessnent, | sort of hate to
say it, | respond with sonething useful to
I nprove the care of the patient based on ny
activity | evel assessnent.

And if | don't get an activity
| evel assessnment, that counts as a zero. Then
that woul d be a neasure that ties to sonething
that's an outcone, but right nowit's just
getting an activity |evel.

And there's no data that
formalizing the activity level leads to a
better intervention at that visit than saying,
are you doing better or are you doi ng worse.

DR. CHO There's data out there
that if you have, you know, a poor activity,
your norbidity and nortality dramatically
changes.

And | agree that New York Heart
Associ ation may not be one-to-one |inked with
that, but currently under the current t he
way we practice nedicine, we don't have that

perfect tool.
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So, until we get there, things
i ke Kansas Gty and things |ike M nnesota
Heart and whatever, these are surrogate tools
for us to eventually get there.

DR. KOTTKE: Do we know that's
cause and effect?

DR HOLLANDER: Yeah, that's what
I'"'msaying. So, do we know so, one side of
the coin, and |I'mplaying devil's advocate,
['"'mnot saying this is what | believe, is at
sone point you're doing so crappy your
activity level is horrible. Your prognosis is
horri bl e.

Do I know that | can do sonething
to change your prognosis based on that
activity level, or is that, as Ileana said, a
prognostic tool that says, you know,
effectively you have Stage 4 cancer?

DR PINA: Actually, if you're
using it correctly and sonebody let's say was
Class 2 and nowthey're a Cass 3, you should

be thinking about what is the next thing that
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you need to do for that patient.

|f the patient is an
African- Anerican, then they qualify for a
vasodi | ator combi nation. |If they haven't had
a CRT and their QRS is widened and they're a
Class 3, they definitely are candi dates for
CRT.

If they are still synptomatic and
you haven't started them on an al dosterone
bl ockade, those are all for the Cass 3
patients that we know i nprove synptons,

i nprove outcones, including hospitalizations
and nortality.

So, there is sort of the next
thing to do, which | think what's you're
getting to, appropriately so.

DR HOLLANDER So, | guess ny
question sumrari zing that, | agree with al
that, but maybe this should be the next thing
that you need to docunent the care pathway is
ri ght based on synptons and rmaybe we don't

need a neasure that's just based on synptorms.

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 319

So, I"'mjust throwng it out there.

DR KOITKE: Joe, you're waggi ng
your head about sonet hi ng.

DR. CLEVELAND: Yeah, | think that
| support the idea of the neasure, but | have
to agree with Judd's conmments.

| think that maybe we're just not
there yet wwth what are evidence-based, i.e.,
Is this really sonething that can be of
performance, or do we need to collect a little
nmore information first?

DR AL-KHATIB: | think it would be
i deal to have data that show that if you
assess and you intervene, you inprove patient
outcones. W're not quite there.

But as clinicians, | think we all
know how often patients, you know, underpl ay,
iIf you wll, their synptons and they cone to
you |i ke, oh, yeah, |'m okay, |'m okay.

But if you have sone sort of
obj ective assessnent and that's the part that

really appeals to ne, it nmakes you think,
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well, what else could | be doing in terns of
optimzing their nedications, in terns of
consi dering procedures |like cardiac
resynchroni zati on t herapy.

And | can't tell you how many
times, you know, if | just go by what, you
know, the person who saw the patient first who
said, oh, the patient is okay, they're doing
fine, and | don't take the extra step of
saying, well, let ne see if | can get a nore
obj ective assessnent of how fine they are.

| woul d have just not done
anyt hi ng, but, you know, based on those
obj ective, you know, assessnents and
I nterventions, you have the potential to
I nprove the quality of that patient greatly.

Yes, we need evidence, but |
definitely see value in this as a first step
toward doi ng that.

DR WNKLER: I'mjust alittle bit
concerned. We've gotten through the whole

eval uation down to the |ast question and we're
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goi ng back and questioning the evidence.

So, | just would |like you to, you
know, kind of tell nme where you're at there.

DR CHO Wwell, | kind of think
it's kind of Iike the cardiac rehab referral
and enrol | nent.

You know how like optimstically |
hope that referral wll inprove enroll nent.
Like this, | hope that by endorsing this, we
will inprove patient -- quality of care for
heart failure patients.

It may be optimstic. | may just
need to go and, you know, go wal k around and,
you know, have sone realism you know,
what ever, but | just hope that, you know,
nmeasures like this are a step towards what |
hope to see later on, which is, you know,
asking the patient's quality assessnent and
t hen, you know, rewardi ng physicians for good
quality delivered.

DR VIDOVI CH See, and the way |

ook at it is |like we tal ked about the
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i ndication for PCIl and AUC criteria.

| could hope also if we do
docunent that the FFRwas 0.73, it will nore
likely end up with appropriate PCl.

O if you say it was, whatever,
daily angina, it's nore likely that the
pati ent should receive a stent then if it's
real | y unstabl e, unchanged angi na.

So, again, this indication is not
i deal either, but it seens that the PCl world
I's maybe closer to this at AUC then the heart
failure work. So, it's a good step in the
right direction, but it's not perfect.

DR, KOTTKE: | don't think it's
| i ke cardi ac rehab, because it's irrefutable
that failure to refer to cardiac rehab is a
barrier to cardiac rehab

And it's not irrefutable that
failure to wite down class is a barrier to
good heart failure care.

And there is potential for harm

you know, if you're taking six mnutes of the

Neal R Gross and Co., Inc.
(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 323

eight or ten-mnute visit or whatever it is to
docunent this every tinme and you expect
primary care docs to do this, that and
patients do object to forns and we can say,
why don't you get the nurse to do it, but |
don't, | nean, at Health Partners we've got to
pay our nurses.

| nmean, they're expensive, you
know. And they've got a lot of work to do.
And they, you know, cone and punch you in the
eye when you give themtoo nuch work, you
know. They're not free.

DR PINA: | disagree that the
patients mnd doing this. W hand it to them
in the waiting room W have the clerk at the
front desk hand it, because we don't want to
taint their assessnent.

And it takes them ei ght m nutes.
And |'ve been doing this for over ten years.
Haven't had anybody refuse, because we tell
themvery clearly this is all about how you

feel. I'minterested in how you feel, period.
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And they do it. And they fill it

out very well. So, | don't think that the
patients and the nurses don't do it. You
can't have the nurses do it, actually. It's
not the right

DR HOLLANDER: | echo, you know,
that sort of anecdotal experience and have no
doubt your patients could do it at Montefiore,
but across town at Jacoby they probably can't.

DR PINA: W actually see those
coll ected at Jacoby. Hate to tell you.

DR. KOTTKE: We have 80 different
| anguages spoken as our first |language in St.
Paul .

Ckay. Are we ready to vote oh,
no, no, no. Thomas. This is the |ast

DR. JAMES. Realizing that Dr.
Crouch is not here, | guess I'mthe only
primary care doctor |eft and standing.

| just keep wondering what OCsler
and Cushing woul d say about this neasure.

There is a lot to physiology that cones from
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this kind of a physical assessnent and | don't
have the tools that you all as cardi ol ogists
have, but | do have this.

So, it may be who's being
measured, that definition of "clinician," but
| think this is this is sonething that |
coul d adjust ny schedule to when |I' m seeing
patients.

DR. KOTTKE: Go ahead and vote.

M5. LUONG All right. The tiner
starts now. Vote one for yes, and two for no.

(Voting.)

M5. LUONG 16 voted for yes, and
three for no. And that concludes the voting
for today. Thank you, everyone.

DR KOITKE: Ckay. Thank you,
everybody. W' re done 35 mnutes early.

M5, TIGHE: We're not done.

(laughter.)

DR KOITKE: If Lindsey talks
qui ckly.

M5. TIGHE: We do need to pause for
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public and nenber comment. Operator, if you
could check if anyone on the phone has a
comment and

THE OPERATOR At this tine if you
would i ke to ask a question, please press
star and the nunber one.

THE OPERATOR There are no public
comrents fromthe phone.

M5. TIGHE: Al right. Thank you,
oper at or.

DR WNKLER: In ternms of foll ow up
activities, we will be putting these
reconmmendati ons together for a report to go
out for public comment.

We are tal king about a follow up
call May 5th to tidy up sone of the things
that got left over fromyour conversation the
| ast two days. And that would go t hat woul d
be prior to this draft report we'll wite.

The draft report is scheduled to
go out for comment the end of May. It's a

30-day comment period. W get comments from
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all sorts of folks and then we will neet with
you by conference call in July to respond to
those comments before they go to NQF' s nenbers
for voting and ultimately through CSAC and the
Board for final endorsenent.

Now, in ternms of the fact you're a
standing conmttee and we don't end things at
the end of that process, | can't we can't
give you tine frane, but we have every
expectation that we wll be reconveni ng you
probably early in 2015 nost |likely at an
I n-person neeting.

However, as a standing commttee,
there may be issues that cone up. Requests
for ad hoc reviews of existing neasures, you
know, those sorts of things that we nay cal
on you and need to schedule a call to ask for
your input and deci si on- maki ng.

And that's really one of the
from our perspectives, one of the nmjor
advant ages of having a standing conmttee. W

can always go to you guys. You're there and
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so, other things may cone up that we just
don't know about right now.

So, there wll be a series of
phone calls to finish this work up, as well as
we truly expect that we'll do a simlar set of
nmeasures early next year and at | east
annual | y.

But if you notice, we only got
t hrough 18 neasures. And, you know, if we did
that every three years, we still wouldn't get
through the entire portfolio of 80 neasures.

So, you know, we're working on the
best |l ogistics to get through and keep the
portfolio updated and mai ntai ned over our
three-year tine frane.

This one is one of the big
portfolios. It does have its challenges. So,
we really do appreciate all the effort you
have put in, the work and the tinme, and we
definitely will be in touch going forward.

Li ndsey, anything from you?

M5, TI GHE: No.
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DR W NKLER: No? Tom Mary.

DR KOITKE: Well, thank you,
everybody, for your hard work and your
diligent thoughts and paying attention and
getting done on tine and happy travels.

DR, CGEORGE: Right. And I just
want to thank you all also. | knowit's a big
] ob.

DR KOTTKE: Good job to our
chairs, to our co-chairs.

(Wher eupon, at 2:26 o'clock p. m

the neeting was concl uded.)
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