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Welcome, Recap of Day 2 . . . . . . . . . 6

Consi derati on of Candi date Measures
(conti nued)

2514: R sk-adjusted Coronary Artery Bypass
Gaft (CABG Readm ssion Rate (Society of
Thor aci ¢ Sur geons) 18

2515: Hospital 30-day All-cause Unpl anned

Ri sk-st andardi zed Readm ssi on Rate (RSRR)

Foll ow ng Coronary Artery Bypass G aft (CABG
Surgery (Yale) 57

2513: Hospital 30-day All-cause Risk-
st andar di zed Readm ssion Rate (RSRR) Fol | ow ng
Vascul ar Procedure (Yale) 99

2393: Pediatric Al'l-Condition Readm ssion
Measure (Center of Excellence for Pediatric
Qual ity Measurenent) 131

2414: Pediatric Lower Respiratory Infection
Readm ssi on Measure (Center of Excellence for
Pediatric Quality Measurenent) 191

NQF Menber and Public Conment 211

0695: Hospital 30-day Risk-standardized

Readm ssi on Rates Fol |l ow ng Percut aneous
Coronary Intervention (PCl) (American Col | ege

of Cardi ol ogy) 222

0505: Hospital 30-day All-cause Ri sk-

st andar di zed Readm ssion Rate (RSRR) Fol | ow ng
Acute Myocardial Infarction (AM)
Hospitalization (Yale) 265

2539: Facility 7-day Ri sk-standardi zed
Hospital Visit Rate after Qutpatient
Col onoscopy (Yal e) 288
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Review of Dry Run Results for NQF Measure
1789: Hospital -Wde, All-cause Unpl anned

Readm ssi ons 326
Next Steps / Comm ttee Tineline 344
NOQF Menber and Public Conment 349
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P-ROCEEDI-NGS

7:57 a.m

MR. AM N Good norning, everyone.
Wl cone back to day 2 of the Readm ssions In-
Person Steering Commttee neeting.

Thank you again for all of your
work yesterday. It was quite a day review ng
all the neasures that we got through but we
wer e successful .

| wanted to wel come Christine
Cassel, our CEO at NQF for a quick welconme to
the comm ttee.

DR. CASSEL: Thanks, Taroon. And
t hanks, Sherrie and to Bruce too for chairing
this inportant work.

| was able to sit in and eavesdrop
on sone of your conversation yesterday. And
so really especially appreciate the
t hought f ul ness and care and openness, the
spirit really of open debate and di scussion
that goes on here at NQF

And it was what nakes the
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del i berations but also the conclusions of this
work carry the weight that they do. Not only
I n governnent prograns but increasingly in
private sector prograns as well.

So, we just always need to stop
just for a nonent and recognize all of the
volunteers and the expertise around this table
that has made the commtnent to actually nake
this nulti-stakehol der nodel of healthcare
gqual ity nmeasurenent actually work for the
nation. So we really appreciate that.

| wanted to just -- | take every
opportunity I can to neet with our conmttees
and talk with you about your work but also to
| et you know what's in a nutshell happeni ng at
NQF.

We are as you probably have seen
recently right in the center of lots of really
I nportant discussions and debates about what
our board is calling neasurenent science,
really at the forefront of neasurenent

science. Just in the |ast few weeks all the

Neal R Gross and Co., Inc.
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attention to whether or not and if so how to
ri sk-adj ust neasurenent for soci odenographic
status | think has ignited a needed national
debat e.

Carol Raphael and | were talking
about this on the elevator, that these issues,
many of these issues just are never done.
We're just marching towards a better state, a
better neasurenent science and a better way of
I npl enenting quality neasurenent. And | think
that's a really good exanpl e.

We also are internally at NQF
nmoving to a way of recogni zing that endorsed
nmeasures -- there's nore to say about whet her
a measure shoul d be endorsed or not.

Sonetines it's not just, you know, an up or
down decision. But it's a kind of it depends.
And often it depends on what it's being used
for and whether it's for trial use.

We haven't really had the ability
to make those kind of distinctions because we

haven't really had the ability to do rapid
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cycl e feedback and fol |l ow up.

And we now are actually noving to
a place where we can do that with an open
pi peline for measure subm ssion, a nodel of
standing conmttees so that it doesn't take us
six nonths to assenble a commttee every tine
we have a group of new neasures.

We're not there yet, but with the
full support of CM5S we are piloting sone of
t hese approaches wth sone of the contracts we
have this year. And |'mvery hopeful and
optimstic that it's going to give us a way of
reduci ng the cost and the length of tine that
It takes to get this process through and to be
able to be nore adaptive then to what's
happening in the scientific world as well as
to what the clinical world really needs from
us.

Anot her thing that is happening is
that you know we have a process to eval uate
t he neasures and endorse themor not. And

then we have a process called MAP, the Measure

Neal R Gross and Co., Inc.
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Appl i cations Partnership, which selects which

measures should be used for which federal
progr ans.

And a | ot of the discussion that
goes on at the MAP is very simlar to this
di scussion that goes on here. And in many
ways we think it could be nmuch nore efficient
If the two were sort of streanmlined nore to be
able to identify what purpose -- nmaybe at this
st age what purpose neasures should be used for
and feed that into the MAP process so that it
makes that whol e process nore streantined.

And in order to do that within the
staff we're taking advantage of staff
expertise in Lean and Si x Signma reengi neering.

| don't know if you realize that
Taroon is a black belt anong us here. So, in
his spare tine he's actually helping us with
the staff process of finding ways to cut the
wast e out of our process and becone nore | ean
and nore efficient and effective in what we

do. So we're very fortunate to have that kind
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of expertise on our staff as well.

So you'll be hearing nore about
many of these things that are devel oping at
NQF. But in the neantine the policies are the
policies and it's really inportant that we
adhere to these publicly avail able and
carefully established policies which you're
hel ping us to inplenent here today.

So let nme just stop there,
Sherrie, and see if anybody has any quick
guestions. | know you have a lot of work to
do so | don't want to hold you up too | ong.

CO CHAI R KAPLAN: Questions or
comrents for Chris? Dr. Cassel.

DR CASSEL: Gkay, thank you.

CO CHAI R KAPLAN: Wl |, thank you.
That was very, very hel pful, especially the --
knowi ng that on the horizon there may be sone
of the synergy between the MAP process and
this process | think helps with sone of the
frustrations that many feel for the purpose of

measurenent and a little concern about how

Neal R Gross and Co., Inc.
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these things are going to be applied. So that

was very, very hel pful. Thanks, Chris.

So, I'"'mgoing to ask Taroon to
kick off in a second, but yesterday it was
noted that we |laid out a bunch of ground rules
and then assiduously ignored all of them

And so today we are going to
adhere to sone ground rul es hopefully nore
closely. W did a lot of hard work and you
were extrenely efficient but | think it will
help if we can nmake the questions and the
comrents very concise. And then hopefully
fromthe neasure devel opers al so the responses
concise. And so that will keep us on track to
make sure -- because we're going to start
| osi ng people as their plane flights and so on
get goi ng.

So if we can crisp up our comments
and questions, and then al so the responses
fromthe neasures devel opers, if those can be
alittle bit nore concise wll get us through

today's agenda in a tinely and hopefully full -

Neal R Gross and Co., Inc.
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t hroat ed di scussi on way.

So, Taroon?

MR AMN So, if we can -- as we
get started here I would wel cone the
devel opers fromSTS to join us at the table as
we get started.

But I'Il actually turn it over to
Adeela if you can just wal k through a quick
summary of day 1 here and then just quickly
wal k through the agenda for day 2.

M5. KHAN. Sure. So we actually
were able to get through the agenda for day 1
and evaluate all the neasures that were
supposed to be.

Just a quick recap of where each
measure is. 2502, the all-cause unpl anned
readm ssi on neasure for 30 days post discharge
frominpatient rehab facilities passed.

2512, all-cause unpl anned
readm ssi on neasure for 30 days post discharge
fromlong-termcare hospitals was a neasure

where we weren't able to reach consensus. And

Neal R Gross and Co., Inc.
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so we'll be followng up with those devel opers
but that neasure will still be going out for
public and nenber comment.

2375, PointRi ght OnPoint 30 SNF
rehospitalizations passed.

2510, skilled nursing facility 30-
day all -cause readm ssion neasure passed.

2496, standardi zed readm ssion
ratio for dialysis facilities was anot her
measur e where consensus was not reached.

2503, hospitalizations per 1,000
Medi care fee-for-service beneficiaries was
consensus not reached.

2504, 30-day rehospitalizations
per 1,000 Medicare fee-for-service
beneficiari es was consensus not reached.

2505, energency departnent use
wi t hout hospital readm ssion during the first
30 days of hone heal th passed.

2380, rehospitalization during the
first 30 days of hone health passed.

And 0327, risk-adjusted average

Neal R Gross and Co., Inc.
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l ength of inpatient hospital stay was anot her
measur e where consensus was not reached.

Quickly we're going to be going
over the follow ng hospital neasures today.

We have two CABG neasures, one risk-adjusted
vascul ar procedure, two pediatric neasures,
one all-cause, one | ower respiratory

i nfection. And we have a PCl, AM and

out pati ent col onoscopy.

MR, AM N Ckay, thanks. Thanks,
Adeela. | just wanted to point out two other
t hi ngs for today.

Again, a sincere try all for
yesterday. There was a |lot of work that was
done. Again, NQF would not be able to achieve
its goals without volunteers |ike you spending
time through the workgroup calls and tine that
we had yesterday and today.

| just wanted to also follow up
that we'll try to do an evaluation or just a
di scussion around the dry run results on the

1789 all -cause neasure today.

Neal R Gross and Co., Inc.
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And given the recommendation for
endorsenent on the two neasures yesterday that
were -- had the sane neasure focus and the
sane target population we will likely have a
followup call to have a discussion around
best-in-class/conpeting in addition to the
potential two neasures that are up for
di scussi on today.

But we'll first evaluate them
I ndependently and then have that discussion
| ater on.

So again, |I'lIl turn it over to the
chairs if there's any other reflections on
yesterday. O herw se, you guys can |ead us
directly into the conversation.

s there anything el se you want ed
to add, Helen? GCkay, thank you.

CO CHAI R KAPLAN:  And ny earlier
comrents were not neant to truncate anything.
| just want to nake sure everybody gets a
chance to say what they have to say about the

nmeasur es under consideration and do so and get

Neal R Gross and Co., Inc.
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their points nade and consi der ed.

Wth respect to the reviewers, if
you coul d each tine you make a comment state
your nane because the people recording this
can't see you. And they know which
m crophones we're sitting at so they can hear
who we are but they can't hear who you are.

So if you could each tinme say your
name. We're going to ask yourself to
I ntroduce yourself and your background quickly
and then give a two-m nute sunmary of the
nmeasur e.

But if you could, when you're
tal king, after your introductions repeat your
nanme again that wll be very helpful. So
coul d you introduce yourselves and then the
nmeasur e.

DR JACOBS: M nane is Jeff
Jacobs and |I'ma cardi ac surgeon from Johns
Hopkins and Al Children's Hospital in St.
Petersburg, Florida. And |I'mjoined today by

Sean O Bri en

Neal R Gross and Co., Inc.
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DR OBRIEN. Hi, ny nane's Sean

OBrien. |'ma statistician at Duke
Uni versity Medical Center. And we serve as an
anal ytic center, the STS database.

DR. JACOBS: W also have on the
phone with us two nenbers fromthe Society of
Thoraci ¢ Surgeons, Dave Shahian who's a
cardi ac surgeon from Harvard, and Jane Han who
Is staff at Society of Thoracic Surgeons.

CO CHAI R KAPLAN: Cathy, can we
just nmake sure that those people have open
lines?

OPERATOR:  Yes, man'am their lines
are open.

DR JACOBS: So, the neasures that
are before the group today, actually the next
two were developed in parallel. There's the
Ri sk-adj usted Coronary Artery Bypass G aft
Readm ssion Rate fromthe Society of Thoracic
Surgeons and there's the Hospital 30-day All -
cause Unpl anned R sk-standardi zed Readm ssi on

Foll owi ng Coronary Artery Bypass G aft Surgery

Neal R Gross and Co., Inc.
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from Yal e.

These two neasures were devel oped
in parallel and in coll aboration between the
two groups as part of a process in
col l aboration with CVS

And the two neasures are sonmewhat
different in that the Yale neasure is based on
adm ni strative data and the Society of
Thoraci ¢ Surgeons neasure is based on clinical
data froma clinical database, a clinica
dat abase that currently has a penetrance of
bet ween 90 and 95 percent of hospitals in the
United States, but not 100 percent.

And | think both groups, the Yale
group and STS, view these two neasures as
conplenentary with strengths and weaknesses
t hat conpl enent the other neasures.

And | think the way | kind of | ook
at this sinplistically is that the Yale
measure i s based on admnistrative data. An
advant age and a strength of the Yal e neasure

Is that 100 percent of hospitals in the United

Neal R Gross and Co., Inc.
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States that do coronary artery bypass surgery
participate in the adm nistrative data sets
whi ch the Yal e neasure is devel oped.

Meanwhil e, in the Society of
Thoraci ¢ Surgeons only 90-95 percent of the
hospitals participate. But we feel that the
actual risk adjustnent in the neasure is
sonewhat enhanced because of increased ability
to use clinical variables both for defining
t he nodel of patients, the cohort of patients,
I sol ated CABG patients, and for the variables
used to risk-adjust.

| think that's a brief summary of
how t hese two neasures fit together and what
we've done. And | think we'd be happy to
answer any questi ons.

CO CHAI R KAPLAN:  Thank you very
much. Bruce and Paul were the discussants on
this nmeasure. Wth respect to the evidence,
Bruce, do you want to go first?

CO CHAIR HALL: | think overal

this is an outstandi ng neasure and in terns of

Neal R Gross and Co., Inc.
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evi dence the evidence is strong.

DR HEIDENREI CH: | woul d agree.
Wiile | think it should be classified as an
intermediate clinical outcone | think there's
a strong rationale.

CO CHAI R KAPLAN: O her comments
and questions fromthe group? Are we ready to
vot e evi dence?

M5. SHAHAB: So, we're going to
vote on 1(a) evidence, 1 for yes, 2 for no.
And your tine begins now. | think we have all
22 votes. 1(a) evidence, 22 yes, zero no.

CO CHAI R KAPLAN:  Thank you very
much. Onto performance gap.

CO CHAIR HALL: I'Il junp in
front, Paul, and then you can follow.

Overall, about a 13.5 percent readm ssion rate
dependi ng on exactly which set and period and
so on that you | ook at.

In ternms of risk-standardized rate
It comes out to about 17 percent with a range

of 12.5to 34.2. The interquartile being

Neal R Gross and Co., Inc.
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about 15 to 18.

So, about a 3 percentage point
spread in the interquartile range. So, at
| east, you know, conparable if not as good or
better than many of the other neasures that
we're dealing wwth. In terns of the
per f ormance gap

DR HEIDENREI CH: | woul d agree.
| would say it's at |east a noderate |evel of
potential for inprovenent.

CO CHAI R KAPLAN: O her comments
fromthe conmttee? Hearing none are we ready
to vote?

M5. SHAHAB: Voting for 1(b)
performance gap, 1 high, 2 noderate, 3 low, 4
insufficient. Tine begins now Just one
nor e.

We have all 22 votes for 1(b)
performance gap: 6 high, 16 noderate, zero
| ow, zero insufficient.

CO CHAI R KAPLAN: G eat. For

scientific acceptability we're going to nove

Neal R Gross and Co., Inc.
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toreliability first. Sorry, priority.

Priority.

COCHAIR HALL: In terns of
priority the devel opers nmake the case that
it's between two and three hundred mllion
dol l ar target roughly as a subset of al
readm ssion costs that are a burden on
Medi car e.

So, again, | think it's -- that's
probably an understatenent of the nmagnitude of
the issue in terns of priority. So, ny

feeling on priority was at | east noderate if

not better.

CO CHAI R KAPLAN:  Paul ?

DR HEIDENREICH: | would agree on
noderate. |It's not as conmmon as readm ssion

-- as sone of the other nedical diagnoses, but
still substantial.

CO CHAI R KAPLAN: O her comrents?
Are we ready to vote on priority?

M5. SHAHAB: Voting for 1(c) high

priority, 1 high, 2 noderate, 3 low, 4

Neal R Gross and Co., Inc.
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I nsufficient and your tinme begins now.

We have all 22 votes, 1(c) high
priority. Five voted high, seventeen
noderate, zero low, zero insufficient.

CO CHAI R KAPLAN:  Thank you. Now
onto scientific acceptability and first
reliability.

COCHAIR HALL: So | think the
devel opers have provi ded out standi ng
information. | think in terns of reliability
actual inplenentation cutoffs for distinction
and whatnot are actually not described. Those
woul d be determned at a later date. So in
terms of the nost kind of classic rigorous
signal-to-noise it's not really possible to
comment on that until sone of those |ater
details woul d be specified.

In the background I think every
ot her aspect of data field reliability,
consi stency, reproducibility, and so on are
nmet by what has been submitted in the

mat eri al .

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 25
CO CHAI R KAPLAN:  Paul ?

DR HEIDENREICH: | did see, maybe
you can correct ne, but it |ooks |like you did
conpare, say, one year and three years worth
of data. |If | got that right. And that had
reasonabl e correlations. It looks like -- it
| ooked Ii ke you had a score-out of 0.78 if you
had 300 hospitals included. | don't know if
you have any further clarification.

DR OBRIEN. This is Sean O Brien
from Duke University.

One thing we did with respect to
reliability was to estimate the proportion of
vari ation that was explained by true signal
vari ati on as opposed to random stati sti cal
fluctuations.

And for that type of analysis we
basically used the sanple of all of the
hospitals, there's approximtely 1,000
hospitals in the devel opnent data set.

And when you included all the

hospitals that have at | east 30 cases which

Neal R Gross and Co., Inc.
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m ght be a very comon, inclusive threshold
for reporting results of a hospital, the
reliability, the percentage of explained
vari ation by signal was 47 percent.

And then we | ooked at threshol ds
of what if we only reported results for
subsets of hospitals that have at | east 50
cases, at |least 100, or at |east 200 and those
are respectively around 50 percent, 55 percent
and 65 percent.

So | think the results
denonstrated the potential for higher
reliability with -- even with a very inclusive
threshold as being kind of, you know, adequate
or noderate, and the potential to have very
high reliability in the subset with | arger
vol unes.

In ternms of the conparing one year
versus three year, that may be -- | think
basically we saw hi gh agreenent between
di fferent outcones done across different tine

periods. But actually |I don't have the
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details up in front of ne.

COCHAIR HALL: So I'd like to
support but back up and clarify sonething that
Sean sai d.

So i ndeed, Paul, as you point out
t here was good consi stency and reproducibility
of fields and dat a.

Wth respect to the reliability
that you tal k about, Sean, again, | respect
your nunbers. Wen an institution submts a
30-case estimate you had a nunber of 0.47.
For 200 cases it would be 0.641. The
devel opnment was on a 3-year data set, right?

So, again, if that's how the
nmeasure were going to be inplenmented then
t hose woul d be good refl ections of the
reliability.

But those -- the actual sort of
application of the neasure is not yet
determ ned. And so, again, those are good
nunbers. As Sean correctly phrased it that

represents great potential for high
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reliability. And so | support what he said.

But those nunbers reflect a 3-year
data set and an exanple of a devel opnent, an
exanpl e of the potential that could be
achi eved.

CO CHAI R KAPLAN: O her comments
fromthe group? Go ahead, Larry.

DR. GLANCE: So, | have a comrent
about specification. | have great respect for
the fact that there is a tremendous anount of
clinical expertise as well as statistical
expertise that went into the devel opnent of
t hi s outstandi ng neasure.

The coment that | have is that
this is a neasure for isolated CABG surgery.
And as part of the specification it also
I ncl udes patients who underwent a conbi ned
CABG and ventricul ar assist device placenent.

The rationale as | understand it
for including the VAD patients is that there
are occasi ons where because of a quality issue

a patient is unable to separate fromthe
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heart-1ung machine and requires a ventricul ar
assi st devi ce.

On the other hand at many heart
failure centers there is an intention going
into the surgical procedure that these are
very, very high-risk patients and that there
is a high likelihood that the patient will in
fact, although the planned procedure is a
CABG that the patient will in fact probably
need to undergo ventricul ar assist device.

The reason this is inportant is
because the readm ssion rate for CABG patients
Is very, very different fromthe readm ssion
rates for ventricular assist device patients.
So ny question for the devel opers is, know ng
this, why would you have included VAD patients
as part of the specification for this neasure.

DR JACOBS: Wll, thank you.

This is Jeff Jacobs. And first of all, that's
an excell ent question and sone excell ent
observati ons.

A couple of clinical facts that |
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t hi nk woul d hel p understand the rationale for
the way this was devel oped.

First of all, substantially |ess
than 1 percent of all coronary artery bypass
grafts perfornmed in the United States are
associ ated with the use of a ventricul ar
assi st device. N nety-nine percent of them
are not.

O those that are associated with
ventricul ar assi st device usage nost of them
are unplanned. And a patient is taken to the
operating theater, undergoes coronary artery
bypass grafting, cannot separate fromthe
bypass machine, a variety of interventions are
tried including a machine called an intra-
aortic balloon punp.

After all of those things failed
then really the only option is to put the
patient on a ventricul ar assist device. And
nost of the tine that's in an unpl anned
situation.

It is true that in sonme heart
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failure centers patients go to the operating
theater for planned ventricul ar assist device
insertion after coronary artery bypass
grafting but that's rare. It's extrenely
rare.

That being said, it is a fact that
pati ents who get a ventricul ar assi st device
ei ther planned or unplanned after a coronary
artery bypass grafting, should they survive
and go hone have a higher rate of readm ssion
than those without a ventricul ar assi st
devi ce, no doubt.

When the neasure was devel oped the
nmeasure was devel oped using a data set where
we just knew that the CABG was associated wth
ventricul ar assist device insertion.

Since that tinme the STS database
has been nodified so that ventricul ar assi st
devi ces are now tracked as to whether or not
the insertion is planned or unplanned. And
that's a change in the database since the

measure was devel oped.
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Therefore, noving forward we
certainly can inplenent this neasure with the
definition of isolated CABG that woul d include
pati ents who had an unpl anned ventri cul ar
assi st device but excluded those with a
pl anned ventricul ar assi st devi ce.

CO CHAI R KAPLAN:  Thank you. |
think this discussion shades into validity
because we're tal king then about the accuracy
of the application of the neasure rather than
the reproducibility of it. So, anynore
guestions on reproducibility? Go ahead, Paul.

DR HEIDENREICH: Well, | have a
guestion about that, but we can hold it.

CO CHAI R KAPLAN: Can we hold it?
Yes, for the validity question. Because right
now | 'd like to stick to reproducibility.

So, we've heard the
reproducibility is in the zone. And actually
for sonme of us who | ook at these kinds of
signal -to-noi se nunbers for those hospitals

that have a fairly |large nunber that's a good
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nunmber. It's a reasonabl e nunber to have
gi ven t he dat abase.

Any ot her comments on
reproducibility? Are we ready to vote?

M5. SHAHAB: Voting for 2(a)
reliability - 1 is high, 2 noderate, 3 low, 4
I nsufficient and your tinme begins now.

We have all the votes for 2(a)
reliability. Eight high, fourteen noderate,
zero low, zero insufficient.

CO CHAI R KAPLAN:  Thank you. Now
we're onto validity. So, Bruce, do you want
to?

CO CHAIR HALL: | have a coupl e of
points, but Paul, you were about to go ahead.

DR HEIDENREICH: Well, just a
followup to your coment that you can now
have a field for a planned ventricul ar assi st
device is how can you -- are you confident
that that won't be ganed? That seens very
hard to control

DR. JACOBS: Absolutely. |1
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antici pated that being the next question.
|'"ve got the word "gam ng" witten right here.

(Laught er)

DR, JACOBS: Onh, this is Jeff
Jacobs. |'m supposed to identify nyself.

Well, that's a great question.

And | think one potential tradeoff of

i ncl uding patients with unpl anned ventricul ar
assi st device and excluding patients with

pl anned ventricul ar assist devices is that the
systemthen is subject to gam ng.

| think the way that can be
addressed is through a conbi nati on of proper
definitions, proper docunentation and then
audit of that docunentation.

The Soci ety of Thoracic Surgeons
dat abase is one of the nost rigorously audited
clinical databases in the United States with
multiple sites undergoing site visits with
audit every single year.

And it would be a relatively

sinple process during that audit to audit this
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field and to make sure that the docunentation
Is in place to docunent that the patient truly
went to the operating theater wwth a pl anned
ventricul ar assist device insertion.

And that would sinply require a
note in the chart that says that the famly
was consented for a planned ventricul ar assi st
device and that the clinical teamfelt it was
likely that that m ght be needed because of
the patient's severe heart failure.

So | agree with you that gamng is
a potential problem The solutions to
addressing that are good definitions,
docunent ati on and good audit.

CO CHAI R KAPLAN:  Thank you. |
think that nay get to -- so Paul, you m ght
want to bring that up again, or at |east
rem nd people of it when it cones to the use.
Because uni nt ended consequences is one of the
use paraneters. Bruce?

COCHAIR HALL: So in terns of

reliability |I thought | would present ny 20-
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second summary for the group. This is a risk-
standardi zed readm ssion ratio. N nety-five

percent intervals are provided. Medicare fee-
for-service greater than 65 then obvi ously but
mat ched to the STS data. So matchi ng between
the prograns is one of the prom nent features.

This is isolated CABG W' ve
al ready heard sone comments about that. The
definition of isolated CABG is provided and
wel | specified with note to that issue that
we' ve al ready heard about.

Pati ents have to be di scharged
alive and then readmtted within 30 days from
di schar ge.

The excl usi ons include under 65,
patients that they were not able to nmatch
bet ween the data prograns, cases that are not
deened standal one by their definition which
we' ve touched on, patients who died in the
hospital or were discharged to AVA

Now, patients who died in the

hospital, there's sone small controversy about
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how to handle a death in the hospital with
respect to readm ssions because obviously that
was not a good outcone and yet that patient is
not eligible for readm ssions.

Suffice to say that because that
Is controversial and there's probably a | ack
of 100 percent consensus within healthcare
about how to do that at |east as many people
are excludi ng deaths as taking any ot her
approach. So this is consistent with that.

If patients were not fee-for-
servi ce, excluded index nore than 365, not
first adm ssion, all exclusions, all specified
wel | .

Race and soci odenogr aphi cs were
not i ncluded but the devel opers provi de good
I nformati on about those variables. Again,
this -- the information we're seeing is a 3-
year devel opnent set. |If it were a 3-year
nmeasure that m ght be questioned but it's not
clear that in practice it wuld be a 3-year

nmeasure.
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And the readm ssion is attributed
to the first institution in the case where
patients are transferred between acute
Institutions. And only one readm ssion woul d
be count ed.

So I think overall excellent
specifications and high validity on all the
aspects that | nentioned.

CO CHAI R KAPLAN: Do the
devel opers want to respond to that?

DR JACOBS: |Is there a particul ar
guesti on?

CO CHAI R KAPLAN:  Never m nd.
Paul ?

DR, HEIDENREICH: 1'd say the only
concern for validity I would have, it's not a
big concern, is the matching to CV5. | think
given right now you're not allowed to match on
Social Security nunber, is that correct? But
obviously CMS could do that in the future.

So, | assune there's not a 100 percent

mat ching to the readm ssion to CWVS.
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DR JACOBS: Right, so the issues

we've had with Social Security nunber relate
to our matching of the STS database to the
Social Security Death Master File.

And that matching process worked
quite well. W' ve published several papers
and all was well until the Social Security
Death Master File was nodified. And with
changes in the Social Security Death Master
File a substantial portion of the deaths in
the Social Security Death Master File are no
| onger re-disclosed. So that's not very
useful for outcones research.

As far as our matching with CM5, |
think that it's -- I'Il let Sean address the
overal | nunbers but ny understanding is that
the overwhel mng majority of patients over the
age of 65 in the STS database are matched
successfully to the CMS registry.

DR OBRIEN. This is Sean
O Brien. Yes, Jeff, that's correct. Using an

I ndirect record |inkage around 85 percent are
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l'inked. But then if you look within the

subset of sites that are actively
participating it depends which direction
you're |inking fromanong the subset in

Medi care what percent linked to the STS

dat abase within sites that are actively
participating in the database, high nineties,
97 percent, 98 percent. So it's fairly
conpl et e.

And then going the other direction
of course you don't pick up the Medicare
Advant age plans, the HM>s. O course those
woul dn't show up in the clai ns-based neasure
ei t her.

DR OBRIEN. Can | just -- this
Is Sean O Brien again. Just to respond to the
guestion about the tine frane.

Al aspects of the neasure were
really devel oped with consistency with other
CMS5 readm ssion neasures in mnd. So a |lot of
the other readm ssion neasures for AM and

pneunoni a, et cetera, they were originally
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devel oped with a 1l-year tinme frane and they
wer e subsequently in subsequent iterations
converted to a 3-year tine frane. So | think
t he neasure devel opers had a 3-year tine franme
in mnd just for consistency wth CMVS.

CO CHAI R KAPLAN:  Thanks for that
clarification. Any other comments on
validity? Go ahead.

M5. SHI PPY: | had a quick
guestion about the specification. So, you had
noted in your introduction that you had worked
in collaboration with CM5. Can you di scuss
the choice for 65 and ol der for the patient
denom nat or and CVM5 has 18 and ol der.

DR OBRIEN. OCM has 18 and
ol der ?

M5. SHI PPY: | understand that
this is probably harnonization but it felt
like it was an opportunity to have them
di scuss it.

DR JACOBS: M understanding is

that to be eligible for Medicare one has to be
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ei ther over the age of 65 or in renal failure.
So, to be in the Mdicare database and havi ng
undergone a CABG the two ways to get in there
I's either being younger and being in renal
failure, or being over the age of 65. So
that's why the age of 65 is part of this
nmeasur e.

"' mnot sure why a cl ai ns-based
measure woul d be devel oped for over the age of
18 that's based on the Medicare data because
| don't think a patient would be eligible for
that unless they're on dialysis.

CO CHAI R KAPLAN: Ckay, when you
put up your cards if you can turn them
sideways so | can see them They di sappear
when they're this way. Paul ?

DR HEIDENREICH: | know the Yale
group has occasionally used the California
data to test their nodel that was devel oped
for 65 and ol der in Medicare but then to have
it on a clainms base for 18 and above. So |

didn't deal wth that neasure but | know
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they' ve done that wth other neasures.

CO CHAI R KAPLAN:  Thank you.

O her comments? Gkay, we're ready to vote
validity.

CO CHAIR HALL: So | have a
guestion though. |I|Is -- are we asking that the
devel opers clarify that in the future the VADs
woul d be so specified as planned or unpl anned.
Do we have that ability to request that? |If
t hey agree?

DR JACOBS.: W're very
confortable wwth that. W have the skills to
do it and we're confortabl e doing that.

CO CHAI R KAPLAN:  So how are we
approvi ng the neasure though? As specified,
as is. W can recomrend that they nmake this
change but we are approving or not approving
the measure as it is currently presented.
Ready to vote? Ckay.

M5. SHAHAB: Voting for 2(b)
validity, 1 high, 2 noderate, 3 low, 4

i nsufficient and your time begins now Just
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one nore vote.

We have all the votes for 2(b)
validity. Four voted high, seventeen voted
noderate, one | ow and zero insufficient.

CO CHAI R KAPLAN:. Ckay, we're onto
feasibility.

CO CHAIR HALL: | thought the
feasibility was very reasonable. The nain
I ssues | guess that popped into m nd woul d
again be the penetration of the STS program
into all CABG procedures across the country
which | think is very, very high.

And then the issues around
mat chi ng that have al ready been rai sed which
m ght create sone limtation around perfect
mat chi ng. But again, the matching seens to be

done at a very high |evel.

So otherwse, | did not see any
maj or obstacles to feasibility. | defer to
Paul .

DR HEIDENREICH: | agree with
t hat .
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CO CHAI R KAPLAN:  Any ot her

comments? Go ahead.

M5. HALL: | had a question about
the proprietary nature and the potential fees
and coul d that cause barriers for use by other
organi zations or particularly those who m ght
be reporting to the public for public good or
consuner organi zati ons who m ght have an
interest. Could you comment on that, please?

DR JACOBS: So, the Society of
Thoraci c Surgeons is the | argest professional
organi zati on of cardiac surgeons in the world.
And al nost all cardiac surgeons in the United
States are nenbers.

STS is a strong advocate of public
reporting, a huge advocate. And currently our
outcone data is publicly reported on two
pl at f ornms, one through Consuners Report. And
we partner with Consuners Report because that
al l oned public reporting froma respected
organi zation at an arms length from STS.

So, Consuners Report publicly
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reports our outcones neasures with a web
pl at f orm desi gned by Consuners Report and
usi ng STS dat a.

STS al so reports our outcone data
on our own website, www sts.org. That
information is avail able to anyone through the
internet for free. So there's nethods to
access the results of our NQF-endorsed
nmeasures through our website for free and al so
t hrough Consuners Report at an arms length
fromus.

So I think the issue of public
reporting and the proprietary nature of the
dat abase becones essentially a non-issue
because there's two ways to get that
information fromthe website of STS or
Consuners Report. And we're certainly a big
advocate of transparency in public reporting.

CO CHAI R KAPLAN:  Thank you.

O her questions or comments? Ckay, we're
ready to vote.

M5. SHAHAB: Voting for nunber 3,
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feasibility. One is high, two noderate, three
| ow, four insufficient and your tinme begins
NOW.

We have all the votes for
feasibility. Eleven voted high, eleven
noderate, zero |ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you. Now
we're on the issue of usability and use.

COCHAIR HALL: | felt the
usability was high nyself. | did not see any
maj or obst acl es.

CO CHAI R KAPLAN:  Paul ?

DR HEI DENREI CH: There's al ways
the potential that with a procedure that's
el ective you could have surgeons not doing the
cases. Although, as you say, you' ve been
reporting data for a long tine so | don't
think this would have any significant
I ncrenental inpact on sel ecting cases based on
ri sk of readm ssion

And then it just has the

limtation | think that all the CVM5 3-year
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based neasures have in that it just takes --
you can't see a rapid change in your program
t hrough those dat a.

CO CHAI R KAPLAN:  So the issue of
gam ng was raised. And | want to nmake sure
we're all having a discussion about unintended
consequences. Karen?

DR JOYNT: Just two quick
comments. | think one, just to get back to
the ability of these nodels to sort of reduce
the information that you can get from | ow
vol une hospitals. And for two reasons, in
case you're |looking for a safety signal and
al so for consunmers as we tal ked about
under standi ng what the difference is between
an average hospital that's snmall and a
hospi tal about which we just don't know their
per f or mance.

Again, this all gets back to
usability as opposed to the validity and |'m
sorry to be a broken record on this.

And | forget what ny other conmment
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was.

CO CHAI R KAPLAN:  Thank you. Do
t he devel opers want to coment on that? |
mean, this is -- excuse nme for interrupting.

This is going to be -- | nean,
| ow vol une hospitals are going to have the
sane pl agui ng problem we've all tal ked about
and wi |l probably continue to debate for the
maj ority of our remaining careers.

So it is one of these perplexing
problens. Do you just not evaluate the | ow
vol une hospitals? Do you eval uate them and
give themthe nean? Do you do all the things
that we've tal ked about that they're going to
al ways have problens associated wwth the error
of estimation.

Devel oper ?

DR. JACOBS: This is Jeff Jacobs
again. And | think this recent dial ogue
rai sed three issues. One, risk aversion as an
uni nt ended consequence, two, gam ng, and

three, how to manage | ow vol une hospitals.
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And I'Il say a couple of sentences about each
one and then | can answer nore questions.
Certainly with any form of outcone
reporting risk aversion is a possibility. The
solution to that is a good risk adjustnent
nmet hodology. And | think this nmeasure as well
as all of our isolated CABG neasures
I npl enent ed by STS have a very vigorous risk
adj ust nent net hodol ogy that's designed to
prevent risk aversion.
| think it's extrenely unlikely
that this particular neasure would | ead to any
new ri sk aversion because isolated CABGis a
group of patients that are already subject to
mul ti pl e other NQF-endorsed neasures including
a nortality/nmorbidity/ multi-domain conposite.
So I think that although risk
aversion is possible wth any neasure it's
m i gated by proper risk adjustnent.
Regardi ng gam ng of the system
whi ch canme into context in this discussion

wi th the planned versus unpl anned VAD but
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certainly could al so becone an issue with
ot her conponents of any risk adjustnent
met hodol ogy | think the solution to gamng is
havi ng, again, good definitions for all the
fields, having proper docunentation of those
definitions, and the application of those
definitions and having a solid audit program
And as | said before, | think our
audit program of the STS database is as good
as any and better than nost clinical
registries in the country.
Finally, related to the issue of
| ow- vol une hospitals, this is a challenging
probl em for al nost any neasure, especially
nmeasures that deal wth relatively rare
procedures and rel atively rare operations.
And | think wthin STS we've done
a lot to nake sure that appropriate confidence
intervals are utilized so that the | ow vol une
hospital s and their unique situations are
respected and accounted for.

And | think I'Il turn this over to
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Sean to maybe nmake an additi onal comment about
what we do to deal with | ow volune hospitals.
It's a topic we discussed on frequent phone
conf erences.

DR OBRIEN. This is Sean
OBrien. | don't think there's a magic bull et
for dealing with the problemof small sanple
Si zes.

As Jeff nentioned we report
measures w th neasures of uncertainty so |
think that's about the best you can do is to
say what the evidence is and report that
there's a range of possible perfornmance that's
consistent with the observed dat a.

CO CHAI R KAPLAN:  Thank you.
Bruce?

COCHAIR HALL: So | would like to
add that with respect to this particular
measur enment access isolated CABG the
devel opers do shed light on this for us in
their reliability information.

For instance, portraying that the
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signal -to-noise version of the reliability
assessnent down to 30 cases gives a netric
about 0. 47.

So with 30 cases assessed that
| evel of reliability is as good or better than
probably anything you see in healthcare which
I don't knowif that's a reflection that
I sol ated CABGs end up being a pretty
honmogenous reproduci ble query into quality |
guess is one way to put it.

For what ever the explanations are
I think we can be at |east sonewhat conforted
by the notion that the reliability, the
si gnal -t o-noi se assessnent of this specified
nmeasure remai ns as good or better than
anything el se we see down to levels of 30
cases assessed and perhaps bel ow.

So, | personally take that as sone
confort and reassurance around the
speci fication of the neasure.

CO CHAI R KAPLAN:  Thank you.

DR JACOBS: This is Jeff Jacobs.
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| agree with everything you just said and j ust
to provide sone clinical context.

A hospital doing 30 cases a year
of coronary artery bypass grafting is areally
| ow- vol une hospital. | nmean that's --

CO CHAIR HALL: Jeff, this is 30
cases over three years.

DR JACOBS. Yes, I'mgetting to
that. So 30 cases a year since you' re doing
about 2 a nonth, a little over 2 a nonth.
Thirty cases over three years neans that it's
one of the nost | ow volune hospitals on the
planet. It's not where | would go for ny
coronary artery bypass graft.

CO CHAIR KAPLAN: | think we're
getting the drift. Larry, can you nake a
conci se comment ?

DR GLANCE: Al ways.

(Laught er)

DR G.ANCE: So, this is very
concise. | think the point that Karen nakes

iIs areally inportant one. And it is
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crosscutting.

And the point is, and it wll need
to be | ooked at at sone point because it's
applicable to all the neasures.

When you use shrinkage estimators
what you end up doing is classifying virtually
all of the I owvolunme providers as if they
wer e average and groupi ng themtogether with
ot her hi gher-volune centers that may in fact
be average. So that is a problemand | think
it wll need to be addressed at sone point.

CO CHAI R KAPLAN:  Absol utely.
There is absolutely no disagreenent that | ow
vol ume hospitals remain a perplexing and
probl ematic issues for all of these outcone
nmeasures. And we probably aren't going to
resol ve that here now.

On the other hand, for this
measure it | ooks |like the | owvolune issue is
probably as not problematic as we're going to
get .

So, having said that, any other
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comments or questions? kay, are we ready to
vote usability? Co.

M5. SHAHAB: Voting for usability
and use, 1 high, 2 noderate, 3 low, 4
insufficient information. And your tine
begi ns now. One nore vote, please.

We have all the votes for
usability and use. Thirteen high, nine
noderate, zero low, zero insufficient
i nformati on.

CO CHAI R KAPLAN:  Thank you. So
now we're onto endorsenent.

CO CHAIR HALL: | have no
addi ti onal concerns.

CO CHAI R KAPLAN: O her comments
or questions? Larry, did you have your gizno
up? GCkay. O her comrents? Are we ready to
go? Voti ng.

M5. SHAHAB: Voting for overall
suitability for endorsenment, 1 yes, 2 no.

Ti me begi ns now.

All votes are in for overal
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suitability for endorsenent. For neasure 2514
Ri sk-adj usted Coronary Artery Bypass G aft
Readm ssion Rate, 22 yes, zero no.

CO CHAIR HALL: W thank our
devel opers for their input. | guess we
negl ected to ask whether Dr. Shahian or Jane
Han had anything to add, but too late for
t hose of you on the phone. W thank you for
your i nput.

And we'd like to ask the next
devel opers, Yale, CMs to cone to the table.
Thank you. W have our devel opers for the
next measure 2515 to the table. Lein, Lisa
and Elizabeth are with us.

So if you wouldn't mnd briefly
I ntroduci ng yoursel ves and then your neasure.

DR SUTER My nane is Lisa Suter.
I'"'mfromthe Yale Center for Qutcones,
Research and Evaluation. And we're
I ntroduci ng the neasure 2514.

CO CHAI R KAPLAN: Lisa, can you

nove just a tad closer to the m ke? Thanks.
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DR SUTER  Sure. Can you hear ne

now? G eat.

So | think the overall --

CO CHAIR HALL: Lisa, |I'msorry.
Did you say 2514? 25157

DR SUTER  2515. My apol ogi es.

CO CHAIR HALL: Fifteen, thank
you.

DR, SUTER | think the discussion
wth the STS neasure very nicely sunmari zed
the col | aborative process which CMs al | owed us
to engage in with STS to devel op these two
nmeasur es.

They are as harnoni zed as two
measures | think could possibly be. And the
success Wi th which the cl ai ns-based neasure
was able to achieve cohort and risk adjustnent
validation is certainly due to the close
col |l aboration that we were able to participate
wth STS s surgeons and their workgroup.

And | think we've tal ked about how

i nportant CABG is as a readm ssion neasure so
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['"'mnot going to speak to that individually.

This neasure differs slightly from
the registry-based neasure in that it neasures
al | -cause unpl anned readm ssions after
I sol ated CABG procedures. And simlarly to
use as a vetted guideline concordant approach
to neasure devel opnent that's been supported
by the MAP.

As | nmentioned the neasure was
devel oped in close col |l aboration with STS and
every step of the neasure devel opnent was
performed in parallel with the STS neasure
devel opers and clinical experts.

| think as Dr. Jacobs nentioned
bot h neasure devel opers recogni zed that there
are pros and cons to each neasure, and that
t hey each have a place in the neasurenent
process.

The registry neasure noting, as he
said, a clinical-based risk adjustnent nodel
that | think has a greater face validity anpng

clinicians but a | ower penetrance in terns of
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t he nunber of hospitals that can be captured
and assessed w t hout burden upon the
hospi tal s.

And as noted before we have
reached over a 97 percent agreenent in the
cohort definition with the only discrepancies
ei ther being distinct neasure decisions such
as MAZE procedures which were made in concert
with the neasure devel opers, or with
i ncongruities that can be ascribed neither to
the clains nor to the registry data
specifically and could represent errors in
ei ther data source.

| think the other clarification
|'d just like to offer, and I'msure we'l|l
have ot her di scussions as we nove on, is that
while this neasure was devel oped in the over-
65 population I think it was noted that we
have assessed it in a California all-payer
dat a source.

This is to allow flexibility for

other users of this neasure to use it in an
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al | -payer data source. But it was in fact
devel oped in a full national Medicare over-65
popul ati on data set.

And finally, just to rem nd people
that for other readm ssion neasures that CMS
has i npl enented regardi ng the | ow vol une
hospital discussion there has been -- al ways
been an opportunity for hospitals to be noted
either that they are no different from
average, or that they are too small-volune to
be ascribed to a particular category. So that
that inability to categorize due to snal
sanple size is transparent to users. Thank
you very nuch

CO CHAIR HALL: Thank you, Lisa.
Lein, any comments or anything el se to add?

DR HAN. H . | amLein Han from
CM5. And | just want to say that we
appreciate very much the collaboration with
STS. The working relationship was very good
and | really appreciate that. So thank you

CO CHAIR HALL: Thank you. $So
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we're in the category of evidence. | would
like to turn to our primary di scussants Ross
and John and ask themto open the discussion.

DR. EDMUNDSON: Yes, this is
ground that we covered here. But the evidence
Is pretty conpelling that there is a
readm ssion problemin this popul ati on and
that there's opportunity for inprovenent in
that. So | think that's well established.

DR, BULGER: | don't have anything
to add. From an evidence standpoint it's very
simlar to the | ast neasure which we | ooked
at .

CO CHAIR HALL: I'm not seeing any
ot her cards so we'll vote evidence.

M5. SHAHAB: Voting for 1(a)
evidence, 1 yes, 2 no. Tinme begins now Just
one nore vote.

We have all the votes for 1(a)
evi dence. Twenty-two yes, zero no.

CO CHAIR HALL: Performance gap.

Any addi tional comrentary above and beyond
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what we've reviewed? John?

DR, EDMUNDSON: Just on the
I nformation provided that they have a nean of
16. 8 percent readmi ssion in the range of 12 to
22.1 percent. But again it's information
that's redundant as to what we di scussed
bef ore.

CO- CHAIR HALL: Wes?

DR FIELDS: Yes, a question you
can either answer now as devel opers or |ater
in the process if you think it's nore
appropri ate.

But I'mjust curious if analysis
of clains data reveals whether there is a
greater degree of variation or less than
opti mal outcones anong the sites that don't
participate in STS or not.

So |'mjust curious about whether
or not that's been part of your analysis and
whet her you think there may be greater
variation in those few renmaining sites that

aren't part of the STS registry.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 64
DR SUTER: This is Lisa Suter

fromYale. |It's an excellent question.
Because of the proprietary nature of the STS
data we do not have the ability -- we at Yale
do not have the ability to identify individual
hospitals that either matched or did not
mat ch.

| can't actually speak to whet her
or not STS has investigated that anong the
hospitals that they were unaware that did not
match to the Medicare data.

| know that many of the hospitals
that were not included in the validation
process because they did not link or match did
not have active participation in the STS
regi stry which represents about 10 percent of
hospitals in the nation.

DR FIELDS: But do you know any
bal | park on the nunber of total CABGs in
Medi care that did not appear to have an STS
case match?

DR SUTER  So, speaking to the
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i sol ated CABG cohort that we identified,

approxi mately 30,000 patients or one-fifth of
the national isolated CABG patients identified
in clainms approximately did not Iink or match.

DR FIELDS: To an STS case.

DR, SUTER To the STS. | don't
know t he outcone rate anong -- we did not
I nvestigate the outcone rate anong those
patients.

CO CHAI R HALL: Wes, does that
answer your question or is it as close as
we're going to get for now?

DR FIELDS: Well, we'll probably
talk nore about it. | just find it
fascinating. | nean if ultimately what we're
trying to do is to reduce the remaining
vari ation.

You know, | have a |ot of respect,
regard for the STS process and registry and
nmeasure, but it raises a question about which
nmeasure is nost likely to actually reduce

variation going forward.
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CO CHAIR HALL: Great. Any other

addi ti onal comments? |'m not seeing any cards
rai sed for perfornmance gap.

M5. SHAHAB: Voting for 1(b)
performance gap, 1 high, 2 noderate, 3 low, 4
insufficient. Tinme begins now.

We have all the votes for 1(b)
performance gap. N ne voted high, thirteen
vot ed noderate, zero |low and zero
I nsufficient.

CO CHAIR HALL: Priority, John?

DR. BULGER: So this has a simlar
priority to the last neasure. And as noted
before this is one of MedPAC s targeted
di agnoses for readm ssions priority.

CO CHAIR HALL: Ckay, any
addi ti onal comments? Not seeing any.

M5. SHAHAB: Voting for 1(c) high
priority. One is high, two noderate, three
| ow, four insufficient. Your tinme begins now

We have all the votes for 1(c)

high priority. Ei ghteen voted high, four
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vot ed noderate, zero |low and zero
I nsufficient.

CO CHAIR HALL: Moving into the
scientific realm reliability and validity.
John, Ross, you want to open the di scussion?

DR. EDMUNDSON: Ckay, reliability.
This is a test/retest split sanple. And with
I ntraclass correlation coefficient here.

Lar ge nunbers.

VWhat | found interesting -- and

they used Medicare clainms for the years 2008,

09 and 10 as well as the Society of Thoracic
Surgeons. But | believe this is on the clains
data that you're doing the split sanples, is
that correct?

DR. SUTER  That's correct.

DR. EDMUNDSON: And then on that
the random split sanples for each hospital was
the intraclass correlation coefficient was
0. 331 which was judged as fair. Could
devel opers comment on that relationship?

DR SUTER  Yes, we heard during
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t he wor kgroup the concerns about the | ow
Intraclass correlation coefficient during the
split sanple retest.

So, trying to understand the
stability of the nmeasure result, we think that
t he nost robust and conservative assessnent is
to fully separate the sanple of patients so
that in an individual hospital there is no
overl ap between the two sanpl es.

So we randomy split each
hospital's patients into equal portions and
then we cal cul ate the risk-standardi zed
readm ssion rate at the hospital |evel in each
of those sanpl es.

And using a 3-year data set which
was what was available to us we received -- we
yi el ded an I CC of 0.33 which you woul d agree
Is outside of the range of 0.4 to 0.7 which is
usually interpreted as fair to good or
noderate for intraclass correlation
coefficients.

Al t hough in many, nost of the
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readm ssi on neasures other than the hospital -
wi de readm ssion neasure that CM5 has
I npl enent ed use three years of data in order
to achieve a sanple size. And this is
particularly true in a procedural -based
measure such as CABG

In response to the concerns about
the I CC and based on sonme recommendati on from
prior NQF discussions for other neasures using
a nmethod simlar to John Adami s paper which
was referenced in regards to RAND s net hod
usi ng the Spearman- Brown prophecy fornula --
and we have this information available to the
commttee if you'd like to see it -- we
estimated what woul d the intracl ass
correlation coefficient be if we were actually
able to create a 3-year sanple that could be
split into two equal 3-year sanples. So that
you had the volune of the 3-year sanple but
you still had two conpletely i ndependent and
non- over | appi ng sanpl es.

And when we performthat analysis
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for CABGthe ICCrises to 0.5. It rises for

all of the readm ssion neasures that our
nmeasur e devel oper has in front of the
commttee today and we'd be happy to share
this informati on. W have copies that we can
provi de to you.

CO CHAI R HALL: Additi onal
comrents on this area, reliability?

Reproduci bility. Not seeing any -- go ahead.

CO CHAI R KAPLAN: | woul d say that
for these intraclass correlation coefficients
this is roughly in the range of the things you
see.

And in part -- and we were just
havi ng a di al ogue about it. |In part it's
because within hospitals when you' re | ooking
across patients wthin hospitals you're
dealing wth a dichotonous vari abl e of
readmtted/not readmtted. So it's a little
bit of a conpressed variance probl em

But having said that there are,

you know, this is in the zone where you --
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exactly what you woul d see when you | ook at
ot her ki nds of neasures we've already
considered for the intraclass correlation
coefficient.

CO CHAIR HALL: Not seeing any
cards we'll vote on reliability.

M5. SHAHAB: Voting for 2(a)
reliability, 1 is high, 2 noderate, 3 low, 4
I nsufficient and your tine begins now.

We have all the votes for 2(a)
reliability. One voted high, twenty-one
noderate, zero |ow and zero insufficient.

CO CHAIR HALL: And validity?
Ross, John, openi ng conments.

DR. BULGER. So a coupl e of
guestions on validity. |In general, the C
statistic was 0.63 which is simlar to the
| ast measure.

This is admnistrative data, not
clinical data so | wondered if you at sone
poi nt could speak to that.

The ot her question that cane up
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wth the last data was with the LVAD patients.

And they are in this group. And we had j ust
tal ked about the ability to exclude one subset
of those.

But ny assunption, and you can
speak to this, that because of the
adm nistrative -- yours is admnistrative data
that you could only exclude themtotally or
not exclude them but not subset theminto
el ective and non-el ective LVAD patients.

The face validity fromthe panel |
think was strong as well. In |ooking at your
exclusions they were simlar to the | ast one
we | ooked at.

There was a question of excluding
patients fromthe panel in our discussions
fromthe workgroup of excluding patients who
died in the 30 days.

And | think you had nentioned, you
made sone comments back on that already that
they were in because that was what was sim|l ar

to the there Yale neasures, to keep those in.
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But | was wondering if you could speak to that
as wel | .

DR SUTER Great, thank you. And
| also just wanted to correct an answer. |
had responded to the question of capture. M
of f-the-cuff math was off. So instead of
being 20 percent it's 10 percent non-capture
rate. | apol ogize for that error.

In regards to post-discharge
nortality. So patients who die within the
hospi tal obviously are not at risk for
readm ssion. They are in fact excluded from
t he neasure.

There are a snmall proportion of
patients who die after discharge fromthe
hospital. That is about 1.4 percent of
patients. They do as expected have a hi gher
readm ssion rate.

This nmeasure is paired with a
nortality nmeasure which is in front of the
surgery conmttee and wll be reviewed by the

NQF later this year
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W think that that all ows the

capture of a full spectrumof quality
outcones. So to prevent any unintended
consequences of neasuring readmssion in this
cohort of patients.

In regards to the VAD i ssue, as
has been previously noted we do include VAD
procedures based on the recommendati on of a
host of cardi othoracic surgeons who are
involved in this neasure developnent. And it
I's harnoni zed with the STS neasure.

As you noted we do not have the
ability to finesse the -- the ability to
i dentify unplanned versus planned VAD
procedures. In a cohort of about 150, 000
patients with isolated CABG only 90 have VAD
pr ocedur es.

About 50 percent of them have
per cut aneous VAD procedures and they have a
readm ssion rate very close to the nean 17.5
where the average hospital readm ssion rate is

16.5 in non-VAD patients.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 75

Those that have nore invasive VAD
procedures do have a higher readm ssion rate
around 30 percent.

Because they represent 0.03
percent of the entire cohort of isolated CABGs
and they are not clustered in any one
particul ar hospital or type of hospital we as
measur e devel opers are open to bringing back
to our workgroup the recommendati on from NQF
to renove these procedures if there's a strong
feeling that they m srepresent the quality of
hospi tal performance using this neasure.

We went ahead with the best
recomrendations fromthe | argest group of
cardi ot horaci ¢ surgeons so we felt confident
in that recommendati on and we are eager for
t he NQF' s advi ce.

And | will also talk about risk
adjustnment. | don't know if people wanted to
comrent on VADs before | nove onto risk
adj ust nent .

So, in the materials that we
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submtted we also submtted a technica
report. And on page 81 and 82 there are two
graphs that | think are particularly hel pful
to understand the risk adjustnent validation
that was perfornmed with the Society of

Thor aci ¢ Surgeons.

And this is in a matched cohort of
patients as was previously discussed.

And | know that it's not easy to
see this, but these are all of the hospitals
that were identified as outliers anong all of
the thousand or so hospitals included in the
val i dati on process.

And each pair of lines and dots
represent the risk-standardi zed readm ssi on
rate achieved with the clai ns-based neasure
and that achieved with the regi stry-based
nmeasur e.

And while it's |I know i npossible
for you to see across a room the gray area
represents -- the top of the gray area

represents the national rate.
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And what | hope is visually

apparent is that those paired lines are
extrenely overlapping. So in addition to
achieving an | CC of 0.9 sonething dependi ng on
what | CC net hod you use so you can see that
the risk-standardi zed rate is highly
correlated, the interval estimates, the
uncertainty around that interval estinmate,
excuse ne, around that risk-standardized

readm ssion rate is also highly correl at ed.

And any tinme you draw a line to
nove patients or hospitals into a perfornance
category which is what the nationally reported
readm ssi on neasures do. They report them as
better than average, worse than average, or no
different than average, or too small to
guantify. You have to draw a |ine.

And |I'm happy to share this. [It's
also in your materials. But when you draw
that |line sonme people fall on one or the other
si de.

But | think what's very reassuring
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about this is that the two neasures produce
performance estimates for each hospital that
are qualitatively highly simlar.
Quantitatively they do m scategorize a few
percentages of patients, but the specificity
in the clains-based nmeasures is close to 100
percent. It's over 99 percent which | think
for a high-stakes neasure which readm ssion
may be we think is the proper enphasis in
terns of being conservative.

CO CHAIR HALL: Okay. |'msorry,

I nyself amtrying to foll ow what you said
whil e | ooking at the diagram So |I'mslightly
| ost on that diagram But | know Larry has a
guesti on.

DR G.ANCE: So, | just wanted to
comment on the validation part. And | want to
preface ny comments by saying | understand the
need for a neasure based on adm nistrative
dat a because sone of the hospitals in the U S
are not part of STS.

Having said that, you're
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absolutely correct in that there's a very high
| evel of agreenent between your neasure and
the STS neasure. |In fact, according to your
reporting there's about 97 percent agreenent
bet ween the adm ni strative data and the STS
measure in terns of classification as high
quality, average quality and |low quality.

Havi ng said that, when you | ook at
the sensitivity of the CVMS neasure for
identifying high-quality and lowquality
hospitals it's about 40 percent and 60 percent
respectively. So, 1'd like you to coment on
t hat .

DR, SUTER  So, | think the
chall enge with this validation process is in
this case we were validating the risk
adjustnent. So we made the assunption that
the registry data represents the gold
st andar d.

We don't actually know what the
gol d standard for performance categori zation

isinthe United States for isol ated CABG
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procedure readm ssion rates. So, | can't
really coment on whether or not sensitivity
of 40 or 60 percent is appropriate or not.

| think it is a challenge when you
are creating neasures that you want to be
responsi ve to change and useful to hospitals,
and yet they're being publicly reported and
you want the estimates to be stable and
reliable.

And in that situation we often
need | onger neasurenent periods, |arger data
sanpl e sizes and we favor in the clains-based
measure and the registry neasure uses the sane
hi erarchi cal nodeling that does pull people
towards a less outlier position. But | think
we felt in the situation of how these neasures
may be used that that was a reasonabl e
tradeoff.

And certainly the policy of
I npl ementation is not our decision, but we
work in close concert with CM5 to nmake sure

that we're responsive to their needs.
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COCHAIR KAPLAN: 1'd like to just

sort of clarify sone issues because froma
measur enent person's perspective criterion
validity says there is a gold standard and
you' re conparing a new neasure to that gold
standard. There is no gold standard.

Convergent validity says | have
two sources of information and they're telling
me roughly the sane thing. That's confidence-
inspiring fromthe graph I'mstaring at right
now. Two data sources tell you roughly the
sanme thing.

Discrimnate validity, however,
says | can tell hospitals apart. And from
t hat perspective not so nuch. So, can you
hel p us understand sort of in those terns?

So, criterion validity is off the
shel f. Convergent validity we're seeing
evi dence of. \What happens to discrimnate
validity and can you tell hospitals apart?

DR, SUTER  So, we were unable to

de-identify the individual hospitals that are
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di scordant. So, it's challenging to dig into
t he di scordant hospitals to try and understand
why a particul ar hospital m ght have been
consi dered higher quality or lower quality
from one data source versus anot her.

| think it is an inportant
guestion. Unfortunately | can't speak to it.

CO CHAI R KAPLAN:  Thank you.

CO CHAIR HALL: Any ot her
conments, concerns on the topic category of
validity? Ws?

DR FIELDS: Yes, | just want to
conme at this froma different direction. So
it's sort of reciprocal to ny earlier comment.

| would assune that if you have a
clinical data set as the registry does that
you' d have nore independent vari abl es that
hel p you get at the nature of quality if you
will and to distinguish between facilities and
progr ans.

So | just want to ask a first

order question. Conpared to the CM5 clains
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data set in terns of nunbers of data points
how rmuch | arger is the data set the STS
regi stry uses conpared to the nunber of
elements in a claimstreamthat CVS woul d
receive?

CO CHAIR HALL: | want to push on
you, Wes. | can see this mght shed sone
light but we're only considering the neasure
in front of us, right? W're not really
considering its conparison to an STS
counterpart.

So, if your question hel ps us get
to this nmeasure | think we're okay. So, if
t he devel opers can conment on it in that
light, in that context. O did |
m sunder st and, Wes?

DR FIELDS: | thought | was
restating Sherrie's question froma different
context. | think the issue of how you define
quality is pretty interesting. And |I'm
assum ng that having nore data el enments from

a clinical registry that's larger in scope
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than a claimstream gives you the possibility
of doing that.

"' mjust asking themto quantify
how many nore variables are in the registry
stream Because -- so it's really a way of
restating Sherrie's question about how you get
at the nature of quality and distinguishing
between facilities and prograns.

DR, SUTER So | think -- thank
you, Lisa Suter. The response is tw that are
C statistics so our discrimnate ability is
essentially identical.

And | think the other is that both
nmeasure -- | nean, certainly our -- we as the
nmeasur e devel oper see room for both of these
measures in the world of neasurenent. They
of fer uni que perspectives. They were
devel oped in an incredibly harnoni zed fashi on
and of fer advantageous synergistic information
about hospital perfornmance, not necessarily
repl acenent perfornmance.

CO-CHAI R HALL: And they do
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provide in their nethodol ogy report these

I nsights such as you're seeing on this graph
to try to help us understand whet her one
approach or the other approach hel ps
discrimnate the quality better.

The underlying notion that nore
variables will help you discrimnate quality
better may or may not be true. More variables
could lead you to decide there is no
difference in quality. So, the underlying
construct is still ill-defined or
controversi al

O her comments? Ws, do you have
nore comments? Any other comments in this
cat egory?

CO CHAI R KAPLAN: |1'd just add one
thing. More variables usually help you
I nprove your estimates of reliability, not
necessarily your estimate of validity. So,
reliability -- you ask nore things, you get a
tighter, nore reliable response. But not

necessarily a nore valid response.
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CO CHAI R HALL: Okay, |'m not
seeing any cards raised so we'll nove on
validity.

M5. SHAHAB: Voting for 2(b)
validity. One is high, two noderate, three
| ow, four insufficient and your tine begins
NOW.

We have all the votes for 2(b)
validity. Two high, twenty noderate, zero
| ow, zero insufficient.

CO CHAIR HALL: Feasibility?
Ross?

DR EDMUNDSON: Feasibility, |
think this is clains data. This is very
feasible. W can do this.

CO CHAIR HALL: Any ot her

concerns? | don't see any raised.

M5. SHAHAB: Voting for criteria 3

feasibility. One is high, two noderate, three

| ow, four insufficient and your tinme begins
NOW.

W have all the votes for
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feasibility. Twenty voted high, two noderate,
zero |l ow and zero insufficient.

CO CHAIR HALL: Usability. John?

DR BULGER So | think the
usability is simlar at |east to the | ast
measure. | think the question cane up in our
pre-work is, you know, this discrimnation
I ssue of high perfornmers, md perforners and
| ow perfornmers. And if this goes |ike sone of
the other neasures that have been used which
are set at a mdpoint really froma paynent
standpoint | think there was concern anpbngst
the group how that woul d perform

And the other concern was if it
really only was able to discrimnate the tails
what the use to the public would be fromthat
st andpoi nt.

G herwise, | think we were fine
wth what we were | ooking at.

CO CHAI R HALL: Paul ?

DR HEIDENREI CH: Yes, just in

terms of going forward from CM5' perspective.
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| think there's going to be 20 -- there's

about 20 hospitals rated as good or better
than expected. |[|s that about right? Which
sone people have said is very |ow.

"' mnot sure what the right
percentage we should | abel as outliers, but is
there any plan to change that inplenentation
when this is reported on the website? About
whi ch one -- what fraction are outliers versus
what fraction are not outliers?

DR. SUTER  So from a neasure
devel oper standpoint -- this is Lisa Suter --
that you're referring to the 2008-2010 dat a.
| can't speak to nore recent data. | don't
have those estimates in front of ne.
Presumably nore recent data woul d be used for
reporting purposes.

And in ternms of whether or not to
use the sane perfornmance categorizations that
are used in other neasures |'I|l defer to Dr.
Han.

DR. HAN: H, this is Lein Han
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fromCMs. At this nonment we plan to continue
the way we display the data on Hospital
Conpar e.

And | believe that you all know
but | just want to describe again the four
categories. W have three conpared to the
national rate that's better, worse, or no
different. And the other one is the category
of small hospital that have | ess than 25, we
put them aside. So, that would be the way
this nmonent -- yes, that's the way we're goi ng
to plan to display the neasure. Thank you.

DR SUTER  And I'Ill just add that
currently the interval estimates that were
used for the graphic that was up and are used
for the other neasures reported on Hospital
Conpare uses a 95 percent interval estinmate.

If you felt, if the nation felt
that a | arger nunber of outliers was a nore
reveal ing informati on you could certainly
change the interval estimate for reporting

purposes in order to identify nore outliers.
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DR HAN:. We wel cone suggestions

I f you have any i deas.

CO CHAIR HALL: And just to
clarify it looks like in the materials
submtted that there were about 1.2 percent
hi gh/ good outliers and 1.5 percent | ow bad
outliers. So we're inthe 1.2 to 1.5 percent
of institutions being | abel ed according to the
speci fications you just heard.

DR SUTER And may | al so add
that each hospital receives a hospital-
specific report for the currently publicly
reported readm ssion neasures. This is Lisa
Suter.

And in that report they receive
detailed information about all of their
patients in the neasures.

So, while there's a |lot of focus
on who's an outlier on Hospital Conpare, there
Is still a tremendous anount of detailed
i nformati on reported back to hospitals.

And | know STS |'m sure has
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simlar reporting back to their hospitals,
detail ed informati on about patients in the
cohort, who was included, who was readm tted.
This is information that's not available to
hospital s because a | arge proportion of
patients are readmtted to hospitals who did
not performthe CABG So this kind of
information is incredibly valuable for quality
I nprovenent purposes even if there is not a
di stinct |arge nunber of outliers on a
publicly reported website.

DR HAN. Hi, this is Lein Han
fromCMS. | just want to add to that.

We al so, CMS also offer the QRQA
service. |It's |like hospital when they get the
data they can call -- they can email CMS any
guestion they have.

Yes, | don't know whose phone
nunmber 1'11 provide for who to call --

(Laught er)

DR. HAN: But we do have this

service. So, hospital can contact us any tine
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t hey want.

CO CHAI R HALL: Larry?

DR. GLANCE: So, | have a comrent
on usability. | think we both recognize that

we have two very, very high-quality neasures
but they're essentially | ooking at the sane
t hi ng.

And the issue that | see as a
potential issue is that although all of us
understand in this roomthat risk adjustnent
isn't perfect and that dependi ng on which risk
adj ust nent nodel you may end up coming to
di fferent conclusions, |'mnot sure that all
the consuners of this information wll
under stand t hat.

And | think it goes to the heart
of credibility of performance neasurenent when
you potentially release in the public domain
two different report cards which significantly
di sagree on which hospitals are identified as
hi gh quality and which ones are identified as

| ow quality.
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And | would urge caution to the
devel opers, CMS and STS, that when you deci de
whi ch quality neasures to release to the
public that nmaybe you agree on rel easi ng one
set of neasures as opposed to both for the
hospital s where you have overl ap.

DR HAN. Hi, this is Lein Han,
CMs. W think these CABGis a very inportant
area. W all recognize that. And we think
that these two nodels are pretty good. Two
very good neasures.

| think the consideration for CMS
Is what is the nost cost-effective and | ess
burdensone way for hospitals to inplenent the
nmeasures. And that's really our consideration
ri ght now.

For us clains is the nost cost-
effective way to inplenent input in neasure.
So, that would be our priority to have a way
to inplenment nost feasible to both CM5 and to
hospit al s.

CO-CHAI R HALL: Any additiona
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concerns? Thoughts?

We know that the cl ai ns-based
measure has been witten into I PPS for 2017
and the STS one has not. That's ny
understanding. | don't think that affects our
deci si on about whether the measure in front of
us is useful but we -- | think it does relate
to Larry's comment and in fact relates to
Wes's as well. Larry's and Wes's comment s
both related to conpari son between two
measur enent prograns that could give sone
different results.

In fact, we know the registry-
based program seens to identify at |east tw ce
as many institutions on the tails as the
cl ai ns- based program So there's a danger for
what Larry's concerned about.

But in this case the plan is to
i npl ement. W know this neasure is witten
into | PPS for 2017 and again, that | don't
think affects the overall assessnent of this

measure or should affect it.
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Any ot her concerns or questions
before we vote usability? | don't see any.

M5. SHAHAB: Voting for usability
and use, 1 high, 2 noderate, 3 low, 4
insufficient information. Your tinme begins
NOW.

We have all the votes for
usability and use. Three high, eighteen
noderate, one | ow and zero insufficient
I nformati on.

CO CHAI R HALL: Okay, before we
vote overall any additional concerns or
coments? Sunmary comments? Wes, you're just
smling.

DR FIELDS: Bruce, |I'mjust so
happy to be here to participate in the
process. Thank you so nuch.

(Laught er)

CO CHAIR HALL: Wiy do | feel Iike
Wes is comng after me. Any final comments?
Not seei ng any.

M5. SHAHAB: Voting for overal

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 96

suitability for endorsenent, 1 yes, 2 no.
Ti me begi ns now.

We have all the votes for overal
suitability for endorsenent for neasure 2515
Hospi tal 30-day All-cause Unpl anned Ri sk-
st andar di zed Readm ssion Rate Foll ow ng
Coronary Artery Bypass G aft Surgery, 21 yes,
1 no.

MR AM N  So, before we nove onto
the next neasure | just want to rem nd the
commttee and the devel opers that these
recommendati ons for endorsenent are stil
contingent on a conversation related to
conpeti ng neasures.

So this measure and the STS
measure w Il be discussed in terms of how
they're, you know, whether they're conpeting
and whether it's justified to have both
nmeasures in the portfolio.

And that is in addition to this
SNF neasure, SNF readm ssion neasures that we

di scussed yesterday. W likely won't have

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 97

time for that discussion during today's in-
person neeting but we will have a follow up
call to discuss that.

CO CHAIR HALL: I've been trying
to resist going down that road but your
comrent nmekes it irresistible to ask this
guesti on though.

We just tal ked about two neasures
but we know one of themis witten into | PPS.
So does that not affect that discussion around
conpetition between those neasures?

DR. BURSTIN.  You know, it's a
great question, Bruce. | personally feel like
for this conmttee's sake it's really about
the conparability of the neasures thensel ves
and about the questions of whether you can in
fact frompurely a perspective of use broadly
have both of those neasures out there. WII
it add to confusion? Can peopl e understand
t he nuances? How nuch does the difference in
data source affect the way people may use

then? So | don't think it has a particular
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I ssue.

| think it may very well cone up
at the MAP certainly where they are
specifically charged with | ooking at which
nmeasures for which prograns. But | don't
think it should particularly have an inpact on
t he di scussion around conpeting -- and in this
instance it's not really harnonization. They
are fully harnoni zed except for data source.

| think it is still a conpeting
issue and | think Larry's comrents really
rai sed that issue significantly in terns of
under st andi ng conparability, the comments
rel ated about the 15 percent of people who
aren't in STS who are in this neasure.

| nmean there's just many issues |
think you'll have a chance to chew on | assune
In a separate conference call to foll ow.

CO CHAIR HALL: W thank the
devel opers from CMV5, Yal e.

Are the sane fol ks going to stay

at the table for the next? O wll it be a

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 99
different tean? New crew?

CO CHAI R KAPLAN: Ckay, this is
nmeasur e nunber 2513 Hospital 30-day All-cause
Ri sk-standardi zed Readm ssion Rate Fol | ow ng
Vascul ar Procedures. The devel oper is Yale.

Coul d you please briefly introduce
yoursel ves and then the neasure. |s anyone on
t he phone? No, everyone is here in the room
Excel | ent.

DR. MCNAMARA:  Hi, |'m Bob
McNamara. |'ma cardiologist at Yale. Jeptha
Curtis is next to ne, another cardiol ogi st at
Yal e. Susannah Bernheim also on the teamis
behi nd us here and we have nultiple people on
the phone including Lori CGeary who's a part of
the team

| understand you have the whol e
nmeasure in front of you. | just wanted to
have a few -- to give a few highlights
regardi ng this nmeasure.

It's a very inportant neasure.

Vascul ar surgery and readm ssi on was
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identified in the MedPAC report as one of the

seven conditions that were responsible for up
to 30 percent of the preventabl e readm ssions.
The high cost, high readm ssion, high
variation right along with the information
that providers and hospitals and physicians
need for quality devel opnent and patients need
for choice. So that was the first one.

The second highlight is going into
this neasure we knew it was going to be very
conplex. W knew we would need a | ot of
clinical input both on our teamand w thin our
techni cal expert panel, the technical expert
panel which was highly conpetent and engaged
in the whole process involving nultiple
different specialties that are going to be
affected by this neasure, vascul ar surgeons,

I nterventional radiologists, interventional
cardi ol ogi sts as well as experts in

nmet hodol ogy, policy and patient advocate. And
they were involved fromthe beginning for many

iIf not all of the maj or deci sions.
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A third also regards the

conpl exity. As opposed to sonme of the other
nmeasures this is going to have many different
procedures. So, identification of the
procedures and ultimately the patients was
going to be very critical

W devel oped a few guiding
principles right fromthe beginning to
i dentify which procedure should be included.

First, it was going to be a major
procedure that was going to be involved. W
didn't want to include venal punctures,
arterial catheterizations and things |ike
t hat .

It had to be clinically coherent.
Initially MedPAC called it other vascul ar
meani ng didn't want cardiac, didn't want
i ntracranial .

W al so made the decision not to
i ncl ude henodi al ysis catheter-rel ated
t hronbect om es and the |ike.

And the third criteria was it had
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to be central to the hospitalization. W
didn't want the vascul ar surgery to be a
suturing of an artery from anot her surgery.
So those were sone of the guiding principles.

Final |y, another major highlight
regards the risk adjustnent that we used. The
typi cal hierarchical nodel including both the
patient characteristics as well as clustering
of patients within a hospital.

In addition to the patient
characteristics we wanted to include the
different procedures. So we grouped the
procedures in eight different categories.

They included both anatom cal |ocation at
neck, thoracic, abdomnal and linb as well as
an unspeci fi ed.

And we wanted to be inclusive as
possi bl e, include both endovascul ar procedures
and open. So there's many ot her aspects of it
but just wanted to give you those highlights.
And open for any questions. Thank you.

CO CHAIR HALL: So we apol ogi ze at
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the table. W' ve been doing a little bit of

whi spering while Robert was talking. W
apol ogi ze for that.

| was an expert on this neasure
for Yale and so |'mgoing to recuse nyself
fromthis discussion and that's what we've
been whi spering about. So I'll turn over to
Sherri e.

CO CHAI R KAPLAN. Ckay. So, | did
not review this measure and the other
reviewer, Paulette, is not also with us today.
So | amgoing to be | ooking at Bruce's --

MR AM N There are a nunber of
wor kgroup nenbers --

CO CHAI R KAPLAN:  Who were on the
wor kgr oup.

MR AMN  Yes.

CO CHAIR KAPLAN: So I'mgoing to
| ook at Bruce's notes as best | can and the
rely -- who was on the workgroup? Hands?
Ckay, so at |east sone people here have --

did not reviewthis neasure so | wll | ook at
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Bruce's notes as best | can. And then we wl|
count on the workgroup nenbers to kind of
pitch in here.

Ckay, so with respect to the
evi dence, comments fromthe workgroup?

M5. KHAN. So the workgroup 1
nmenbers were John Bul ger, Bruce Hall, Me
Centeno, Ross, Paul, Larry, Cristie and
Paul ette.

CO- CHAI R KAPLAN:  Comment s?
Larry?

DR GLANCE: The evidence is very
strong for this neasure.

CO CHAI R KAPLAN: O her comments
from anybody el se on the workgroup? GCkay, |
guess we're ready to vote.

M5. SHAHAB: Voting for 1(a)
evidence. One is yes, two is no and your tine
starts now. W still need two nore votes.

We have all the votes for 1(a)
evi dence. Twenty yes, one no.

CO- CHAI R KAPLAN:  Ckay.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 105

Performance gap. Larry, do you want to speak
to that?
DR GLANCE: So there's good
evi dence of a performance gap. Between the
10th percentile and the 90th percentile the
ri sk-standardi zed readm ssion rates were 12.3
percent versus 14.9 percent respectively. So,
about an over 2.5 percent absolute difference.
CO CHAI R KAPLAN:  Yes, the
interquartile range was 12.9 to 14.3. So, but
the range | ooks like 10 to 18 percent fromthe
hi ghest to the lowest. So there appears to ne
as well to be conpared to sone of the other

measures we've seen a performance gap. Paul ?

DR HEIDENREICH. | agree there's
a gap. It doesn't seemas large to ne as sone
of the other gaps. But that still |eaves
noder at e.

CO CHAI R KAPLAN:  So | think
perspective is everything. | saw one where

the interquartile range was 0.9 percent. So

it kind of depends. But at least it's in the
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range | think of the ones that we've seen.
Any ot her comments? Ready to vote performance
gap?

M5. SHAHAB: Voting or 1(b)
performance gap. One high, two noderate,
three low, four insufficient. Tinme begins
NOW.

We have all the vote for 1(b)
performance gap. Four high, seventeen
noderate, zero low, zero insufficient.

CO CHAI R KAPLAN:  Priority.

Larry, do you want to -- anybody fromthe
wor kgroup want to say anythi ng?

DR FIELDS: 1'd just say this
falls again -- this is one of MedPAC s seven
condi tions which account for 30 percent of all
readm ssions in the Medicare program So it's
a high priority.

CO CHAI R KAPLAN:  Thank you.
Anyone el se? Voting priority.

M5. SHAHAB: Voting for 1(c) high

priority. One is high, two noderate, three

Neal R Gross and Co., Inc.
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|l ow, four insufficient. Tinme begins now. One
nore vote.

We have all the votes for 1(c)
high priority. Sixteen voted high, five voted
noderate, zero |low and zero insufficient.

CO CHAI R KAPLAN: Scientific
acceptability. First upis reliability.
Larry, do you have coments?

DR GANCE: So this is 30-day
al | -cause unpl anned readm ssions. This was
done using hierarchical nodeling as per the
st andard approach.

They adj usted for age, sex,
denogr aphi cs, procedures and clini cal
covari ates using the hierarchical condition
categories, a fairly standard approach.

In terns of reliability testing
t he standard approach yielded an intracl ass
correlation coefficient of 0.4 which is very
much in the zone, maybe in the upper |evel of
t hat zone.

CO CHAI R KAPLAN:  Thank you.

Neal R Gross and Co., Inc.
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O hers? Are we ready to vote reliability?
Any ot her comments? Ckay.

M5. SHAHAB: Voting for 2(a)
reliability. One is high, two noderate, three
| ow, four insufficient and the tinme begins
NOW.

We have all the votes for 2(a)
reliability. Two high, nineteen noderate,
zero |l ow and zero insufficient.

CO CHAI R KAPLAN:  Now, validity.
Larry?

DR. GLANCE: So, the neasure
devel opers convened a technical expert panel
who expressed strong support for the face
validity of this neasure.

They validated this nodel in an
I ndependent data set. It had a C statistic of
0. 67 which is at the upper end of the zone of
acceptability for these readm ssion neasures.

They | ooked at calibrations both
graphically and al so using a standard

met hodol ogy and the nodel was well cali brated,
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showed goodness of fit.

CO CHAI R KAPLAN:  So, the
discrimnate validity is sort of yet to be
determned. |Is that correct? So we don't
have a sense of whether this discrimnates
wel | between hospitals.

DR. GLANCE: | don't recal
exactly how many hospitals were | abel ed as
hi gh-quality and lowquality. Mybe the
nmeasur e devel opers coul d address that?

DR. MCNAMARA: Yes, this is Bob
McNamara. We did not do that analysis feeling
that this is -- to devel op the neasure, the
I npl enent ati on can be any cut point that you
want. Not to put it in nore of a policy
deci si on.

We had tal ked about that with the
prior neasure. W can address it nowif the
commttee wants to. | don't knowif there's
much nore to say on that.

CO CHAI R KAPLAN:  Any ot her

comrents fromthe working group or the
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steering conmttee? Hearing none voting
validity.

M5. SHAHAB: Voting for 2(b)
validity. One is high, two noderate, three
| ow, four insufficient. Tine begins now.

We have all the votes for 2(b)
validity. Zero voted high, twenty voted
noderate, zero |low and one insufficient.

CO CHAI R KAPLAN:  Thank you.
Feasibility?

DR. GLANCE: So this is a highly
feasible neasure. |It's based on w dely
avai |l abl e adm ni strative dat a.

CO CHAI R KAPLAN:  Any ot her
comments or questions? Nope? Ready to vote
feasibility.

M5. SHAHAB: Voting for
feasibility. One high, two noderate, three
| ow, four insufficient. Tine begins now.

W have all the votes for

feasibility. Seventeen voted high, four voted

moderate, zero | ow and zero i nsufficient.
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CO CHAI R KAPLAN:  Thank you.

Usability and use. Larry, do you have any
coment s?

DR. GLANCE: This one's a little
bit nore difficult to conmment on. It's a new
measure so we don't have too nuch information
on the usability of this particular neasure.

CO CHAI R KAPLAN:  Kat hy?

DR AUGER | think it's alittle
chall enging to assess usability and use if we
don't know how many outlier hospitals there
are. So we don't know whether it's able to
really discrimnate high perforners froml ow
performers. And so it just nakes it
chall enging for ne to assess.

CO CHAI R KAPLAN: Taroon or Hel en,
you want to comment on when a neasure is early
on in the phase of devel opnent how that works?

M5. PACE: Yes. So, basically
what we ask the developer to do is to do two
things when it's a new neasure. To wite up

how they think it can be used in inprovenent,
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how it wll be used for inprovenent and what
are the plans for its use in accountability
applications.

So, we can | ook at that section of
their formor maybe the devel opers just want
to rem nd people what they indicated as far as
how t hi s neasure can accommodat e i nprovenent
as well as plan for accountability
applications.

CO CHAI R KAPLAN:  Devel opers?

DR. MCNAMARA: This is Bob
McNamara. | think we're going to let Lein
tal k about that from CVS.

DR HAN: This is Lein Han from
CMs. So, | think | have to give Yale the
devel oper, our contractor, credit. Because
for this neasure to keep the integrity of the
nmeasure they actually include cases from both
I npatient and outpatient settings. Aml
correct?

So, right now CMs is trying to

figure out which program either 1QR it neans
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I npatient quality reporting program or
outpatient quality reporting program that
this nmeasure should be included for which
progr am

So, we are working on howto
i npl ement it. Depends on the -- our
consultation with our |eadership about which
programit's supposed to be. But | can see
that this neasure could be for both prograns.

Did I address your question about
I npl enent ati on?

CO CHAI R KAPLAN: | remain
confused. So if it's readm ssion to the
hospital follow ng a vascul ar procedure that
could be done in either the outpatient or the
I npatient setting what we're looking at is the
readm ssion within 30 days of the procedure in
what ever setting it's done, is that correct?

DR. MCNAMARA:  Yes. This is Bob
McNamara. | can address that. | appreciate
Lein giving us credit. | think we gave her a

headache with this decision.
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We decided that really to be

clinically coherent and to nake sense for the
clinical community to include both inpatients
and outpatients many of the procedures are
done as an outpatient procedure nore based on
the hospital characteristics or provider
conveni ence or facilities rather than on
patients.

And to try to say, okay, we're
just going to do the inpatients then people
could conme out of the neasure just by changi ng
the setting, even if it's the sane procedure.
So that was the logic behind it all.

To talk about that is to cone into
t he cohort you can have an outpatient
procedure at a hospital facility. But the
readm ssion has to be to the hospital. So
It's not another outpatient procedure for the
out cone.

CO CHAI R KAPLAN: And for the
| unpers and splitters anong us, so vascul ar

procedures seemlike a big |unping category.
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And to the extent that if you find

as these things roll out that sone of these
vascul ar procedures | ook and behave different
from ot her vascul ar procedures is there a plan
when you're thinking about use in trying to
categori ze small er clunps?

DR MCNAMARA:  Well, | think
that's always a question of, as you said,
| unpi ng and splitting, of how do you want to
do it.

The MedPAC had | unped t hem
together and | think that we thought that many
of the service lines wthin the hospitals, how
it's set up is such that one entity could
cover them all

Certainly in the future sone
peopl e could pull out different ones but |
think the way practice is currently that it
made the nost sense for us to include them
al | .

CO CHAI R KAPLAN:  Thank you.

DR. ROBERTS: Is there a
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difference in risk for those vascul ar
procedures in inpatient versus outpatient?

DR. MCNAMARA:  Yes, in a word.
There's differences across which procedures
you have. But the feeling was that it's not
necessarily, it was, you know, the patient
pi cking the patient's work, that |ower risk
that woul d be done as an outpatient, not
necessarily that the facility as an outpatient
was what was causing themlower risk. So for
the patient |level they were comng in as a
| ower risk to be done as an outpatient.

But if a hospital has to choose
whet her they do it as an outpatient or as an
I npatient | wanted to include themall because
it's really based upon the patient, not upon
the facility or |ocation.

CO CHAI R KAPLAN: Larry?

DR GLANCE: Does your risk
adj ust nent nodel include an indicator for
whet her the procedure was perforned as an

I npatient versus outpatient?
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DR MCNAMARA: No. The way that

t he cohort is devel oped was based upon codi ng.
And the inpatient codes are I1CD-9 and the

out patient codes are CPT. So, you could
develop it, you know, you could identify that
fromthere.

But again, basically because of
feeling that patients -- an individual patient
w il get their procedure, or could get a
procedure as an inpatient and outpatient based
upon a facility rather than based upon patient
characteristics, it wouldn't be appropriate to
adj ust inpatient versus outpatient. You're
trying to adjust it based upon the procedure
bei ng done.

CO CHAI R KAPLAN: Larry, did that
answer your question?

DR G.ANCE: Just a followup
guestion. Did you | ook at whether or not
there was a tendency for patients who were --
procedures that were perfornmed as outpatient

procedures, for the sane procedures to be
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readm tted nore often if they were perforned
as an outpatient versus an inpatient?

In other words, the idea being
that the inpatient procedures, they're already
admtted to the hospital, whereas for the
out patient procedures you're sort of -- in a
way you would think that those patients are
slightly nore likely to be readmtted because
of being sent honme nore quickly.

DR CURTIS: So this is Jeptha
Curtis. | can comment a little bit on that
specifically.

So, the question is whether or not
there's a downside to outpatient procedures.
And when we say outpatient procedure we're not
really tal king about necessarily patients who
are goi ng hone the sane day. Otentines we're
tal ki ng about procedures that are being
perfornmed on an observation stay basis as
opposed to an outpatient stay. And that's
pretty nmuch the major rationalization for

i ncluding them
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So, nost of the patients who are
out patient or observation stay have the exact
sanme hospital utilization. They're in
overni ght and they go hone the next day. And
this is alnost all endovascul ar procedures
bei ng perfornmed on the neck or in the |egs.

And that's, you know, everything
Is the sane except for whether or not the
hospital adm nistrator characterizes it as an
I npatient or an observation stay basis. So
there's really no other information that cones
wi th that.

The | ower risk of readm ssion
associ ated with that observation stay
popul ation really is driven by the fact that
there are | owrisk popul ations no natter what
the designation is. And that's why we adj ust
for the procedure, not for the setting.

CO CHAI R KAPLAN:  Thank you. Any
ot her comment s?

DR MCNAMARA: |I'msorry, it's Bob

McNamara. Just to add on that that there's

Neal R Gross and Co., Inc.
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not a 1 to 1 correlation between the CPT codes
and the 1CD-9 codes. You can't exactly say.
So certainly wwthin -- there's many nore CPT
codes, but they can be adjusted to different
ICD-9s. O correl ated.

CO CHAI R KAPLAN:  Thank you.
Paul a?

M5. M NTON-FOLTZ: Can you tell ne
If this excludes sanme-day transfers? So if |
cane in as an outpatient procedure and was
I medi ately admtted afterwards woul d t hat
count as a readm ssion?

DR. MCNAMARA: | believe it would
not. We included that it was a 24-hour
difference in the level -- or the date of the
procedure and the adm ssion.

And | think nost of those within
Medi care rules would be listed as an inpatient
procedure, even if -- as Jeptha said, many of
these are done in the sane area. It could be
done in the sane operating suite, whether it's

an inpatient or an outpatient officially.
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And then even if they were intake
to the surgery as an outpatient, if they
decided to change that as an inpatient from
the back end Medicare it would [ ook Iike an
I npatient, not as a readm ssion.

CO CHAI R KAPLAN:  Thank you.
Karen and t hen Karen.

DR. MCNAMARA: That was Bob
McNamar a agai n.

M5. PACE: Right, this is Karen
Pace. | just wanted to nmake a comment that we
really wouldn't want to include a risk factor
related to where the procedure took place
because that may be one of the things that
m ght be a difference in the care provided.

So it may be sonething that's
useful for drilldown and quality inprovenent
when you' re | ooking at your data and what
patients are being readmtted. But it
general ly woul dn't be sonething that woul d be
considered for a risk factor.

CO- CHAI R KAPLAN: Kar en?
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DR, JOYNT: | just want to say

sonething kind of simlar whichis just to
commend you for going to what |'msure was a
| ot of trouble to put the outpatient things
in. | think that is hugely inportant,
especially as care sort of shifts place to
really think about quality spanni ng across
different settings.

| just have nore of a technical
guesti on nmaybe for NQF people which is with
this neasure, conpared to others who really
don't have a clue for howit's going to work
interns of the outliers. |Is that sonething
that we are expected to know as we think about
whet her or not we feel that the neasure is
appropriate?

O do we just sort of say it
doesn't matter if it identifies 4 percent or
even 25 percent as outliers, that's separate
fromthe neasure itself? Any gui dance woul d
be hel pful.

M5. PACE: So, | guess we could

Neal R Gross and Co., Inc.
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| ook at the -- the information that they
provi ded was just kind of the distribution of
the scores. And we could [ ook at that.

But | don't think that has to be
your defining decision. You may want to not
say high on usability and use because that's
a question in your mnd, but the real question
Is whether this has the potential at this
point to be useful for inprovenent and
accountability.

And you know, one of the things
when it cones back for endorsenent maintenance
wi Il be to have sone real data on how that has
played out. So | don't think it's an ultimte
defining decision for use and usability.

CO CHAI R KAPLAN: Yes. So the way
| understand this process. Correct ne if |I'm
wong, really quickly. [|f we endorse this for
use then it goes out and they get the
I nformati on, Karen, that you woul d be | ooking
for wwthin 3 years or they don't. And when it

cones back for re-approval then we reconsider
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whet her or not the information is suitable for
re-endorsing this neasure? Does that hel p?

DR JOYNT: One nore question
Wth all these neasures that are again sort of
a longer time franme and the information is not
fed back to the hospital quite as quickly as
m ght be optimal for quality inprovenent is
that again sonething we should consider in
approving a netric, or sonething that goes to
ways that we hope that all these neasures get
used better in the future?

Because | think that's a
limtation that cuts across a | ot of these.
It's nothing to do with the statistical power
of the nodel, or the way that it's set up, or
the way that you' ve chosen procedures. |It's
just | think it's a real problemif we're
supposed to also think about the usability for
I nprovenent. So how shoul d we think about
t hat ?

CO CHAI R KAPLAN: That's al so cone

up before. 1'll let you go ahead.
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DR. BURSTIN. This has cone up in

mul ti pl e discussions for us, particularly
around the readm ssion neasures and the | ag
tinme to get -- the anmount of tine back

Again, | think it's sonething you
could factor into usability as you' re voting.
| also know it's sonething Lein and others
from CM5 have pointed out as sonething you're
actively working on, trying to -- maybe Lein
wants to respond.

But | know there have been active
efforts to see if there are nore ways to get
i nformati on back to hospitals nore quickly.
Lei n?

DR. HAN. This is Lein Han from
CVMs. W got this feedback all the tine from
the hospitals. And it's understandabl e that
they do need nost data for quality
I mprovenent .

So, what we're working on is that
we're not providing the risk-adjusted rate

quarterly, but we would like to see if we can
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just get the data to them But the raw data,
not really the calculated data. So when they
have the raw data at |east they can | ook at

t he cases.

So, and we plan to do this
quarterly, hopefully that we can get to the
hospital quarterly this type of data. But raw
data |li ke we provided in hospital -specific
report, those cases. Thanks.

CO CHAI R KAPLAN:  Thank you.

Karen, one of the issues that's cone up before
Is that in that backwards | ook for three years
time, for exanple, the tensions between
getting a precise estimate and so you get nore
cases neans that you | ose on the other end in
terns of usability for quality inprovenent

I ssues. So there are sone tensions and
tradeoffs in these different kinds of calls.

DR. BRIGGS: So in the reporting
Is this going to be reported out by the
anat om cal buckets? O is this going to be

vascul ar readm ssi ons al toget her?
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DR. MCNAMARA: As the neasure

specifies right now there wll be an overall
vascul ar readm ssion

Whether in the future it can be
done on a procedure level for sone of the
hi gh-vol une procedures or in different buckets
can be done based upon how it's set up. But
t he neasure was devel oped as an overall.

DR, CURTIS: Just to follow up on
this. Jeptha Curtis. | think the way that
you could use it, | think you'd report out all
vascul ar readm ssion rate and that's useful
for public reporting.

To the hospitals we could try and
create buckets that make it nore usable for
themfor actually driving quality inprovenent
processes so they can know where they are
maybe not in a risk-adjusted fashion but at
| east what's driving their hospital -specific
readm ssion rates.

CO CHAI R KAPLAN: Ckay, we're

comng up on tine. | don't want to cut this
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short. Any other comrents or questions?

W're ready to vote on usability.

M5. SHAHAB: Voting for usability

and use. One high, two noderate, three | ow,

four insufficient information and the tine

begi ns now.
W have all the votes for

usability and use. One high, el even noderate,

four low four i1nsufficient information.

CO CHAI R KAPLAN:  Thank you and

think we're ready to vote on endorsenent. Any

comment s?
Ckay, ready to vote.

M5. SHAHAB: voting for overal

suitability for endorsenent. One yes, two no.

Ti me begins now. Just one nore vote. Can you
pl ease just press your votes one nore tine?

We have all the votes for overal
suitability for endorsenent for neasure 2513
Hospi tal 30-day All-cause R sk-standardi zed
Readm ssi on Rate Fol |l ow ng Vascul ar

Procedures. The votes are 14 yes, 6 no.
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CO CHAI R KAPLAN:  Thank you very

much to the devel opers for comng and for CMS
com ng as well.

And we finished within three
m nutes which i s neasurenment error in ny view
on tinme. So, excellent. W we have a break
until 10:15. Thank you.

(Wher eupon, the foregoing matter
went off the record at 10:03 a.m and went
back on the record at 10:13 a.m)

CO CHAI R KAPLAN:  Can we ask our
devel opers to briefly introduce yoursel ves?
And make sure when you're comenting that you
state your nane and briefly give us a two-

m nute brief discussion of the neasure.

DR NAKAMJRA: Thank you. My nane
Is Mari Nakamura. |'ma pediatric infectious
di seases doctor and health services researcher
at Boston Children's Hospital.

DR ZASLAVSKY: [|'m Al an
Zasl avsky. |'ma statistician at Harvard

Medi cal School .
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DR NAKAMJRA: And as you heard

joining us on the phone is our principal
I nvestigator for our center Mark Schuster
who' s joining us from Vancouver today.

Measuring and reduci ng
readm ssi ons has becone a w despread focus in
pediatrics, but to date no readm ssion
nmeasur es devel oped specifically for use in
chil dren and adol escents have been publicly
avai | abl e.

W were therefore assigned to
devel op readm ssi on neasures by CVM5 and AHRQ
as part of their pediatric quality neasures
program for which we serve as the center of
excel | ence.

Hospital readm ssions wthin 30
days occur for 2 to 6 percent of children.
These rates are certainly lower than the rates
of about 20 percent that we often hear for
Medi care beneficiaries over age 65, but
overlap wwth rates for adults under age 65.

As a point of conparison pediatric
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30-day readm ssion rates are equivalent to
pediatric inpatient adverse drug event rates.

Hospital s, payers and ot her
st akehol ders are actually already actively
wor king to reduce pediatric readm ssions even
In the absence of a publicly avail able
nmeasur e.

Qur all-condition neasure
eval uates readm ssions follow ng an i ndex
hospitalization for al nbost any condition.

We were encouraged by CM5 to
devel op an all-condition neasure to correspond
wth the adult neasure that they've now roll ed
out. And in addition, our national
st akehol der panel supported an all-condition
measure because it includes the broadest range
of children and hospitals.

Furthernore, we found that very
few specific pediatric conditions are conmon
enough to serve as a focus of a readm ssion
nmeasur e.

We've prioritized harnoni zi ng our
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measure wth the NQF-endorsed adult
readm ssion neasures while still making it
appropriate for pediatric use.

One inportant way in which our
nmeasure corresponds wth NOQF-endorsed adult
measures 1s that we choose to focus on
eval uating unpl anned readm ssions. Based on
our own research as well as other studies we
don't think that the preventability of
readm ssions can be assessed using billing
codes.

The main data set we used to
devel op and test the neasure consisted of
Medi cai d cl ai ns for about 400, 000
hospitalizations at 2,000 hospitals in 26
st ates.

We al so used AHRQ HCUP al | - payer
data from 2 states and NACHRI case m x data
from 72 children's hospitals.

We devel oped a case m x adj ust nent
nodel for the neasure that includes patient

age, gender and chronic conditions on the
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I ndex hospitalization and we found that the
nodel perfornmed simlarly to those used in
ot her readm ssion neasures with regard to
di scrimnation and cali bration.

A chal l enge not just for
cal cul ating pediatric readm ssion rates but
for all pediatric quality nmeasurenent is snal
sanpl e sizes at sone hospitals with resulting
lowreliability of measure scores.

However, because pediatric
patients are not distributed across as many
hospitals as adult patients we found that the
maj ority of pediatric hospitalizations occur
at hi gher-vol une hospitals whose readm ssion
rates have good reliability.

Because the neasure uses cl ains
data that are already collected for other
pur poses we anticipate that inplenenting it
will be highly feasible.

We believe that the neasure fills
an inportant need for publicly available

readm ssi on neasures and think that it could
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serve as a valuable tool to assess health
systemquality and notivate i nprovenents in
pedi atric care delivery. Thank you.

CO CHAI R KAPLAN:  Thank you very
much. Kat hy?

DR AUGER  So, to speak to
evidence. Certainly there isn't as nuch
evi dence around pediatric readm ssion as there
Is in the adult world.

However, certainly it neets the
overall construct that this could be an
I nportant nmeasure. So | think it's high in
t hat sense.

CO CHAI R KAPLAN: Karen, do you
have anything to add? Are we ready to vote
evi dence? Any other discussion? Co.

M5. SHAHAB: Voting for 1(a)
evidence. One is yes, two is no. And tine
begins now. W need one nore vote, please.

We have all the votes for
evi dence. Twenty-one yes, one no.

CO CHAI R KAPLAN:  Thank you.
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Perf ormance gap. Kathy?

DR AUGER  So, as the devel opers
note the preval ence of pediatric readm ssion
rate is between 2 and 6 percent.

What | was just |ooking for and
couldn't find is what the range in
interquartile ranges for the risk-standardi zed
rate. Do you guys have that avail abl e?

DR. NAKAMURA: This is Mari
Nakanmura again. To give you a sense for an
all -condi tion nmeasure based on the variance
conponent of the hospital randomeffect in our
m x nodel a hospital that's tw standard
devi ati ons bel ow t he nean woul d have a
readm ssion rate of 2.4 percent whereas one
that's two standard devi ati ons above woul d
have a readm ssion rate of 10.3 percent. So
about 4 tines greater.

CO CHAI R KAPLAN: Karen?

DR. JOYNT: We're actually | ooking
for this information together. And | think

that there's actually inpressive performnce
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gap when | ooked at that way.

The graph -- | didn't find a
distribution on this. The distribution in the
Berry paper fromlast year suggests that nost
hospitals actually don't fall that far outside
the nean. So do you know the 25th and 75th
percentil es?

DR. NAKAMJRA: | don't have that
wi th me, no.

DR. JOYNT: In that one it | ooked
like there were really very few that were past
about between 5 and 7. But that may be
because it was the NACHRI hospitals.

DR. NAKAMURA: This is Mari
Nakanmura again. So, it's a good point that in
that study it was a quite honbgenous set of
hospitals. And so you m ght expect that there
woul dn't be as nmuch difference anong themin
terns of the range of readm ssion rates.

CO CHAI R KAPLAN: | m ght point
out that the nmagnitude of the difference is

about in the range of other neasures that
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we' ve | ooked at before. |In fact, it seens to
be sonmewhat broader than sone of themthat we
| ooked at.

O her comments? Ready to vote
per f ormance gap?

M5. SHAHAB: Voting for 1(b)
performance gap. One is high, two noderate,
three low, four insufficient and the tine
begins now. One nore vote, please.

We have all the votes for 1(b)
performance gap. One high, twenty noderate,
one low, zero insufficient.

CO CHAI R KAPLAN: G eat.
Priority?

DR AUGER  So, the devel opers
menti oned cost of readm ssions at six nonths
which is certainly a | onger wi ndow than the
measure in front of us which was $136 mllion.

So, of course pediatric costs are
not anything what adult costs are. Having
said that, they do al so present data on

di sparities that exist in pediatric
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readm ssion, including race/ethnicities
di sparities and payer disparities. So that
goes certainly to priority.

And then al so of course as they
nmentioned this would be the first pediatric
nmetric. So that again speaks to priority.

CO CHAI R KAPLAN: Karen? O her
comments? Ready to vote?

M5. SHAHAB: 1(c) high priority.
One high, two noderate, three |ow, four
insufficient. Tine begins now. One nore.

We have all the votes for 1(c)
high priority. Seven high, thirteen noderate,
two | ow, zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Scientific acceptability. W'IIl talk about
reliability first. Kathy?

DR AUGER Sure. So, as the
nmeasur e devel opnent experts had nenti oned
previously they used I CC to assess
reliability. And it's very nuch dependent on

the volune of cases seen at hospitals.
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So, with the reliability of 0.5

there were only 607 out of the 2,011 hospitals
that had an | CC greater than that but that did
a count for 88 percent of the index
hospitalizations. So the majority of the
hospitalizations are at higher-vol une
hospitals which had the higher reliability
wth the | owvolune hospitals are the issue.

CO CHAI R KAPLAN: Karen? O her
coments? Ready to vote reliability?

M5. SHAHAB: Voting for 2(a)
reliability. One is high, two noderate, three
| ow, four insufficient and the tinme begins
now. One nore.

We have all the votes for 2(a)
reliability. Three high, seventeen noderate,
two | ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Validity. Kathy?

DR AUGER So, this is an
exam nati on of unplanned hospitalization or

readm ssions. So the devel opers have a
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somewhat novel way of determ ning planned or
unpl anned which is worth nenti oning.

The way that they did that was
t hr ough expert opinion panels of which codes
coul d be consistent with a planned procedure.
So they al so went through sone validation of
that algorithmin and of itself using chart
review at Boston Children's which seened
reasonabl e.

Then in ternms of the risk
adjustnent validity they use the nunber -- age
and the nunber of chronic conditions as well
as gender.

There was sone concern in the
public reporting comments that they hadn't
used prinmary diagnosis so that m ght be
sonet hi ng worth just asking about.

And then in ternms of how the nodel
performed the C statistic was 0.69. In terns
of calibration there was good observed-to-
expect ed graphs.

And then the other question | had
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was agai n about how many hospitals or
outliers, whether or not they have done that
assessnent .

And finally, other threats to
validity would just be in terns of m ssing
dat a because of the MAX chart. The MAX data
systemin and of itself has a | ot of issues
wi th handl i ng adm ssi on dat a.

CO CHAI R KAPLAN: Karen, |'m going
to ask you to hold on a second and let the
measur e devel opers respond.

DR NAKAMJURA: Thank you.
Regardi ng the question of --

CO- CHAI R KAPLAN: State your nane,
pl ease.

DR NAKAMJURA: Sorry. Mari
Nakanmura. Regarding the question of including
the reason for adm ssion, the primry
di agnosi s, this was sonething that we thought
a great deal about and had done sone
exploratory analysis of and ultimately

concluded didn't make sense to include.
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One reason is that we found that
actually performance in a given hospital
tended to track across different types of
di agnoses so that it does make sense to be
able to aggregate all of the patients into a
si ngl e neasure.

We al so found that there's a
chall enge in using pediatric diagnosis codes
wth a good grouping system W even
experinented wwth trying to devise one of our
own.

Because patients don't have just a
sort of few common di agnoses but really in
pedi atrics di agnoses are quite variable we
found that for any given category that for
sone hospitals there were problens with cel
Si zes.

| don't know if Alan has anything
further he mght want to say? No? Ckay.

Regardi ng the question of outliers
what we had provided in our subm ssion was one

way of | ooking at outliers which is to use the
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nmethod that's currently used for the adult
nmeasur e pay-for-performnce program

And using those nethods we found
that for the all-condition readm ssion neasure
t hat about 47 percent of hospitals have a
hi gher than expected readm ssion rate. So
their predicted readm ssions exceed their
expect ed.

And that the nedi an readm ssion
rate for those hospitals that were above 1 in
their ratio was 1.15 suggesting that they have
about 15 percent in excess in terns of the
medi an readm ssi ons.

We haven't | ooked at the question
in terns of outliers using confidence
intervals, but recognize that there are
different ways that one could apply the
nmeasure and choose to identify outliers.

And then | think your | ast
guestion was about mssing data in MAX. So we
definitely acknow edge that MAX is a very

nmessy data set as we | earned once we del ved
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into it.

For those of you who may not be as
famliar it's assenbled by collecting Medicaid
claims fromall of the 50 states and the
District of Colunbia and then trying to nake
theminto a uniformdata set for researchers
to use.

And as you m ght inmagi ne that
process is a difficult one. It seens to be
definitely inproving over tine. But that is
one reason, for exanple, that in our MAX data
set we felt that not all states had good
enough data quality for key variables such as
hospital identifiers to be able to include
t hem

So all that said while our test
data set was the MAX data and we were actually
pl easantly surprised that the percentage of
records that had to be dropped based on data
quality or conpleteness issues was actually 10
per cent .

That doesn't necessarily nean that
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the real data sets that woul d be used, neaning

the actual clainms data available to, for

exanpl e, state Medicaid agencies woul d have as

many issues with mssing data as the MAX dat a.
CO CHAI R KAPLAN:  Thank you.

We're going to go Karen and then Frank.

DR JOYNT: Yes, just had a few
additional questions to the ones that were
brought up before.

| think one of the threats to
validity is just that there aren't other
pedi atric nmeasures with which to conpare this
one. And so it's alittle bit difficult to
know exactly what we're neasuring.

Certainly hospitals can differ on
things |ike socioeconom c status and access to
care for kids. And that nay be the difference
that we're seeing driving this. It's hard
w t hout havi ng anything el se that we woul d
sort of consider to be "quality" to conpare
this to to know exactly what we're neasuring

her e.
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| think that's probably the case

wi th nost of the readm ssion netrics to sone
degree but it's particularly problematic if we
don't have conparisons. This is not the

devel oper's fault and kudos to you for trying
to develop a quality netric in what is often

a very data-free zone. But | think it is an

I nportant threat to validity.

The two other -- well, | guess the
one other question is really if you could just
explain this a little bit, howthis nodel is
simlar or different to the ones that we're
used to hearing for the adult netrics. Just
so that we are clear on whether or not this is
the sane nethod as is being used for the other
nmeasures or if it's different and in what ways
it differs beyond the exclusion of procedures.
O, sorry, planned adm ssions.

DR NAKAMJRA: Thank you. This is
Mari Nakanmura again. Karen is absolutely
right that a challenge we faced in trying to

assess the validity of our neasures is the
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fact that there are not other pediatric

I npatient nmeasures we could use, or wdely
avai |l abl e data sources for which we would be
abl e to even eval uate such neasures.

We agree that this is areally
I nportant question and one that we think wll
need to be evaluated as nore neasures are
devel oped. We felt like it was good to start
sonewhere and acknow edged that this is a
limtation currently in our field in pediatric
measur enent .

Regardi ng the question of how our
measure conpares to the adult neasures in
terns of our statistical approach. Overall
the approaches are really simlar in that we
use hierarchical nodeling.

We do as a result have the
shrinkage effect that |1've heard di scussed
quite a bit here. And we've tal ked about both
t he advantages of that.

It is relevant to pediatrics

because of course we do have many snmal |l -vol une
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hospitals in terns of pediatric vol une.

One difference with the all-
condi tion nmeasure is that the all-condition
measure for the adult Yal e neasure uses five
different service line nodels and then
conbi nes the outputs of that to end up with a
singl e readm ssion rate.

We consi dered such an approach but
our worry was that at many hospitals given
that pediatric volunes overall are |ow that we
woul d then have trouble with the sanple sizes
for splitting our sanple anong different
nodel s.

Anot her difference which Al an may
want to speak a little bit nore to in terns of
the statistical inplications is that we use
di rect rather than indirect standardi zation.

Meani ng that in our approach of
st andardi zi ng we hypot hesi ze what the rate
woul d be at a given hospital assum ng that the
entire cohort of reference data set was cared

for at that hospital. In the indirect nethod
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Instead it's this approach of using predicted
to expected readm ssions.

But the end result again is that
it tends to pull the small-volune hospitals
closer to the nean. So in that way the
outputs are simlar.

DR. ZASLAVSKY: Al an Zasl avsky. |
woul d just add that while the direct and
I ndi rect standardi zation | ook on the face of
it pretty different the underlying nodels
actually work out to be pretty simlar.

The direct standardization we're
doi ng uses the logistic nodel. |Indirect uses
usually a ratio of observed to expected which
inplies a multiplicative or log linear nodel.
But in the range we're tal king about the two
nodel s are pretty close to each other. So,
that doesn't nake a big difference.

And the shrinkage effects as Mari
said are handled in pretty simlar ways. The
sufficient statistic for the performance of a

particular hospital is essentially the total
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nunber of readm ssions. And that's the sane
in both nodels. So the two should give pretty
simlar results.

We're another group. W set
things up alittle differently in a way that
we found to be a little bit nore direct, not
just because it's direct standardi zation but
because it's all done on one nodel. But |
think the two are simlar enough that we
woul dn't have found anything terribly
different if we'd done it exactly the way Yale
didit.

CO CHAI R KAPLAN:  Thank you. Any
ot her cooments? Frank, and then Leslie, and
then Tony.

DR BRIGGS: So, two quick
guestions. First just being a definition.
You said you excluded specialty hospitals.
was wondering if that was the sane cancer
hospitals that you see in the adult realm

And then the other was hospitals,

If the readm ssion was in the discharge was
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readmtted to an area out of the state because
of limtations on the data set. Although you
m ght have sonme data | was wondering how often
t hat happened, especially for border states
and rural care and things of that nature.

DR NAKAMJRA: So for the question
about specialty hospitals, in pediatrics that
designation tends to capture, for exanple,
hospitals that do deal wth specific
conditions. Cancer hospitals are one.

Anot her woul d orthopedi ¢ hospitals.

The ot her sort of nmjor category
Is nore -- and another category, excuse ne, is
the Shriner's hospitals that deal wth burns
and trauna.

And t hen anot her sort of group of
hospitals that we excluded is hospital s that
don't provide acute care, that are nore | ong-
termcare such as for rehabilitation.

For the question about what
percentage of readm ssions are to an out - of -

state hospital, so the good thing is that
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because Medicaid clains go back to the state
of residence of the patient there's actually
conplete data for the patients who are in a
gi ven state about where they were readmtted.

Where there is a challenge is for
the states that weren't in our data set.
Because for those we have probably a mnority
of information. W would only know about he
clains that happen to cone through the
particular states that were in our data set.

And so that's why we excl ude the
hospitals that are outside of the states that
we include in our data set. But for those
that are in the data set we would be able to
tell if patients are admtted outside of their
honme state.

CO CHAI R KAPLAN:  Thank you.
Leslie?

M5. HALL: So, | have a question.
Where you m ght have two hospitals in the sane
conmmunity, one hospital is known as a brand

for children's hospital. It's not a
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children's hospital, it's just where nost
chil dren go.

Both hospitals would be very high-
vol unme community hospitals. But one would
di splay as a | owvol une hospital even though
it wasn't in this case. Does this create any
chal | enges where we m ght have the sane sort
of problem we've nentioned over and over again
about | ow vol une hospital size and | ow vol une
overall when we just sinply have a patient m x
that's very different in an ot herw se high-
vol une hospital ?

DR. NAKAMURA: This is Mari
Nakamura. | want to nmake sure | understand
your questi on.

So you' re wondering about the
I ssue of community hospital that has done
pedi atric patients but overall not a very high
vol une of pediatric patients conpared to
anot her hospital ?

M5. HALL: That's correct.

DR. NAKAMURA: So, this is
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certainly a challenge about trying to neasure
pedi atric readm ssion rates or any sort of
hospi tal -based quality neasure. You're right
that there are big differences in the types of
hospitals that care for children.

What we've found is that children
tend to be really concentrated at relatively
smal | nunbers of hospitals. So they tend to
be hi gh-volune, they tend to provide a ful
range of care. And then the community
hospitals tend to provide care for relatively
smal | nunbers of children.

To give you a sense, children's
hospital s make up about 5 percent of all of
the 4,000 hospitals in the country but
actually care for about one-third of pediatric
I npatients.

And so | think where this is a
challenge is that as we've alluded to for
these comunity hospitals on the one hand we
didn't want to ignore them But we al so

acknow edge that the reliability of their
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readm ssion rates is |imted because of the
| ow vol une.

And so one way that we think these
hospitals could still be included is of course
to be very responsi bl e about explaining the
limts and what we actually know about them
And al so perhaps to conpare |like hospitals
with |ike.

CO CHAI R KAPLAN:  Thank you.

Tony?

DR GRIGONIS: Yes, | just have a
qui ck question about your databases from you
said 26 states | believe. Wre they
consistent in terns of the state popul ati ons?
That's the first question.

The second foll owup would be did
you see any differences in states that have
hi gher popul ati ons.

DR, NAKAMJRA: So to answer --
this is Mari Nakanura again -- to answer the
guesti on about population, the states actually

varied quite a bit in population. Because we
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found that the states with the best data
quality fortunately were geographically

di stributed. And so sone of themwere | ower
popul ati on states and ot her hi gh.

We didn't actually do an anal ysis
to eval uate how the volune of the state
related to readm ssion rates. That's
sonet hing we certainly would be able to do.

CO CHAI R KAPLAN:  Thank you very
much. O her comrents?

| would rem nd the group that as
wi th the previous neasure on all-cause
readm ssions foll ow ng vascul ar procedures
this would be a new neasure. So if endorsed
the 3-year period would ask that the
devel opers generate sone of the data that have
been rai sed and issues of concern and so on.

So if approved it would be a new
nmeasure that we would ask the devel opers to
consi der sone of these -- response to sone of
t hese ki nds of issues.

Are we ready to vote validity?
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MS. SHAHAB: Voting for 2(b)

validity. One is high, two noderate, three
| ow, four insufficient. Tine begins now.

We have all the votes for 2(b)
validity. Zero voted high, nineteen voted
noderate, three | ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Feasibility. Kathy?

DR AUGER Certainly these are
clains data so potentially feasible.

| think it is worth nentioning, as
Mari already did, that what's in Medicaid
clainms does vary fromstate to state. So
that's a little bit of an issue.

Having said that they did test the
measure on the New York database and were able
to see a little bit of nodel fitting issues
wth rare values. But then they were able to
of fer sone troubl eshooting to address any
I ssues of feasibility. So | think that's a
strengt h.

CO- CHAI R KAPLAN: Kar en?
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DR. JOYNT: Yes, | think

feasibility is a real concern here because
kids, unlike adults over 65, are covered by a
whol e bunch of different insurance plans.

So yes, there's a chunk in
Medi caid but they certainly don't represent a
randomly sel ected group of kids. And so
under st andi ng how this neasure mght act in
al | - payer cl ai ns databases versus a Medicaid
dat abase versus Aetna or sonething |like that
I think is sonething that would really need to
be thought through as this is rolled out.

Are we trying to build a Medicaid
quality nmetric? Are we trying to build a
pediatric quality nmetric? And | think those
two things are probably different. And so |
think the nodel and the neasure woul d probably
have to take that into account given the
limtations of the pediatric data and the ways
i n which the popul ations that underlie those
data mght actually differ quite a bit.

CO- CHAI R KAPLAN: O her conmments
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or thoughts?

DR. NAKAMJURA: Thank you. This is
Mari Nakanura agai n.

The issue about the variation in
Medicaid clains fromstate to state is
certainly a true one. W anticipate that one
of the likely uses for the neasure will be by
Medi caid prograns. We know that's sonething
that CM5 is interested in.

And at least initially it seens
t hat what would be nost feasible is to
eval uate readm ssion rates within a state
rather than trying to conpare across states.

That said it may be that as nore
nmeasures cone out for pediatrics that this
wi || perhaps drive the creation of a national
data set that's available in a nore tinely way
than the MAX data set.

We al so note that there are
several states that are devel oping or already
have all-payer clains data sets that could be

useful for this measure.
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Agai n, that wouldn't necessarily
al | ow nati onal conparisons but at |east
W t hi n-state conpari sons.

One thing that we tried to do with
our neasure and have provided the SAS program
for is we've provided a way for a given state
Medi caid programto be able to calcul ate
national ly conparabl e rates using our MAX data
set as a reference data set.

And so this is sonething that if a
state Medicaid programreally wanted to have
a sense of how they conpared to another state
that they woul d have the option to use.

Regardi ng Karen's point about the
fact that there are different insurers for
children and that unlike the adult over-65
programthere's not a Medicare for children
This is very true.

Medi cai d covers about one-third of
hospitalized children. So it is a sizeable
portion. But she's absolutely right that

those children are not necessarily directly
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conparable to children covered by ot her
I nsurance pl ans.

We' ve | ooked at insurance
di sparities and found in fact that Medicaid-

i nsured children do have a higher risk of
readm ssi on.

We know that there has been a | ot
of discussion about including such sort of
soci odenographic factors. And if there was
interest in including sonmething |Iike insurance
status for pediatrics we would be very
Interested in discussing that further.

CO CHAI R KAPLAN:  Thank you. [|I'm
going to -- we're shading into usability here
so |'"'mgoing to ask Tom and then Larry.

DR. SMTH. Well, that was ny
guestion. Is this a feasibility issue or a
usability issue? Are all your data from MAX
data? And are you putting this out there as
a Medi caid performance neasure or a children's
per f or mance neasure?

DR. NAKAMURA: This is Mari
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Nakanmura again. As a pediatric performance
measure but recogni zing that one probably
conmmon use wll be as a Medicaid performance
neasure. W were aimng to be as inclusive as
we coul d.

An exanpl e of another data set
that could be used wth our neasure woul d be
an all-payer clains data set at a state | evel.
And so as part of our neasure testing we did
work with the State of New York as Kat hy
mentioned to test the neasures on their all-
payer data set as well.

CO CHAI R KAPLAN: Again, this is a
usability issue. W're still on feasibility.

DR SMTH  Well, | was going to
say | now agree with Karen that there's a
significant feasibility issue here based upon
your response.

CO CHAI R KAPLAN. So feasibility
for application across all -- |I'm concerned
about your issue. Let ne have you guys re-

frane that as what is the actual nature of the
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concern about feasibility?

DR SMTH 1'Ill defer to Karen.

DR JOYNT: Well, | just --
think it depends what you're trying to define
It as. As a Medicaid nmeasure it is feasible
for states to use because it's based on clains
dat a.

CO CHAI R KAPLAN: So is your
concern the target of inference here?

DR JOYNT: As a pediatric neasure
iIt's not super feasible because there are
entire swaths of the population that are in no
clains data set. Wiich nakes it very
difficult to apply a clains-based netric to
them So | think it depends a little bit on
the population that we're trying to assess

whet her or not it is actually feasible to do.

If you had a kid in, | don't know,
Kansas -- | don't know if Kansas is an all -
payer clains data set -- covered by Aetna |I'm

not sure that you actually could include that

child in a netric. But for Medicaid it's
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hi ghly feasi ble because it's a clains base.
So it just depends on the group.

CO CHAI R KAPLAN: Larry? Taroon?

MR AMN [It's an interesting
sort of characterization of the feasibility
guesti on.

The way that we generally think
about it is so if a state had an all-payer
cl ains database, let's say California for
I nstance, and they wanted to be able to run
this neasure for their pediatric patients in
their state, would they be able to do that?
| think that's generally the way that we woul d
|l ook at it. So if they had the data can they
take these specifications and run thenf

And so I'll just open that. And
If they can | think that makes it a very
feasible nmeasure. | nean, if there's no -- if
a user doesn't even have the data that's not
necessarily a feasibility question for the
measur e devel oper

So, maybe |I'Il just -- with that
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fram ng maybe the neasure devel oper can
respond.

DR NAKAMJURA: Yes, thank you.
This is Mari Nakanur a.

So with that framng we certainly
think that the neasure is highly feasible,
that it's actually quite easy to inplenent.
We have very detailed specifications and we' ve
al so provided or can provide prograns to
actually be able to do a | ot of the data
preparation and runni ng of the nodel.

So in our experience working with
New York and in working with the prograns
ourselves we feel like if you have the data
that it's highly feasible.

CO CHAI R KAPLAN:  Thank you.
Larry?

DR GLANCE: A quick comment
t hough. WAs the nodel validated in all-payer
data? And if not, although it may be feasible
to use with all-payer data it probably woul d

not be a very appropriate use if it has not

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 166

been validated using all-payer data.

DR. NAKAMJURA: It's true that our
primary data set for devel opnent was Medi caid
claims data. And so we've done the nost
testing absolutely in that data set.

We did al so, however, use a couple
of states, HCUP state inpatient database data
to test the neasures as well. And to be able
to also in the case of New York to conpare our
findings wth their findings on their all-
payer clains data set.

CO CHAI R KAPLAN:  So now | woul d
li ke to ask NQF to comment on how we frane
this. Because the issue has becone the target
of inference here.

And if we're trying to infer what
the all-cause readm ssion rates for pediatrics
are using the Medicaid database that's a
different issue -- I"'mhearing that's a
different issue than if you're trying to
extrapolate to the entire pediatric

popul ati on.
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MR AMN Well, I'll answer but
wth a question | guess. | nean, in sone ways
when we | ook at -- | nean, not to draw

conpari sons wth other neasures, but you know,
the Yale CM5 neasures that are -- the all-
cause hospital readm ssion neasure, has been
devel oped using Medicare clains data, then
tested wwth California all-payer clains

dat abase. So, and it's specified as 18 and
older. So the unit of inference could be any
group of people that are over that popul ation.
In this case it seens very simlar to ne.

So | would say that -- | nean, |I'm
not judging this but | think you should keep
that in mnd as you make your deci sion about
the feasibility of this neasure.

CO CHAI R KAPLAN: Leslie?

M5. HALL: So, just a
clarification though. Didn't you already
state that the research showed that there
actually was a difference with the current

Medi cai d covered popul ation, and that you saw
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right away that there was a difference in that
I nsured popul ati on versus the other insured
popul ati on?

So therefore we're starting to
game wth a difference in class of service |
guess based upon the insurance. And so do we
have m xed nessages?

DR. NAKAMJURA: Thank you. This is
Mari Nakanmura. So yes, you're correct that
Medi cai d-i nsured children have a higher
readm ssion risk than privately insured
children, for exanple.

This woul d be one argunent for why
It mght be inportant to eventual |y adjust for
I nsurance status as part of the case mx
adj ust nent .

At the sane tinme, to go back to
t he anal ogy that Taroon nmade, we know t hat
Medi care-insured adults over age 65 are at a
hi gher risk of readm ssion than other adults.

And so | think as you're pointing

out very well the popul ation that you're
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evaluating is a really inportant question.
And it's inportant to be careful to consider
who you conpare.

But we don't feel that that limts
the ability to use a neasure either in a
speci fic payer popul ation or nore broadly by
taking into account the fact that there are
di fferences anong di fferent payers.

CO CHAI R KAPLAN: Ckay, so I'm
heari ng sone confusion about -- that | think
probably although it does touch on feasibility
for certainly the data you've run, you've run
It. So you can get access to that data.

And | think the issue nowis
shadi ng over into usability and that's causing
alittle bit of concern around here, although
the feasibility issue -- does anybody el se
want to make a comment on feasibility? Are we
ready to vote? Al right, let's vote.

M5. SHAHAB: Voting for
feasibility. One high, two noderate, three

| ow, four insufficient. Tine begins now.
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We have all the votes for
feasibility. Three voted high, eighteen
noderate, one |ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you. Now
we're into usability. And does anybody have
further comments on the potential usability of
this issue? Kathy, you want to go first?

DR AUGER | think it's just
worth noting the potential differences between
what is an unpl anned readm ssion, an act ual
prevent abl e readm ssi on.

| think there's a decent anpunt of
angst in the pediatric hospital nedicine
comunity that there nmay not be a |lot we can
do broadly to prevent readm ssion.

Al t hough | woul d personal ly
coment it's still early in the gane. [It's
still alittle hard to actually cone down on
whet her or not that's true or not.

There's certainly | arge groups
trying to reduce readm ssion rates nationally.

And frankly, the studies that they have done
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haven't yet been published so | think it's
still just -- it's just early to assess. But
| think it's a consideration is whether or not
how much this is actually preventabl e versus
pl anned. Unpl anned, sorry.

CO CHAI R KAPLAN:  Paul ?

DR, HEI DENREICH: Along simlar
lines | do have significant concerns that
there's not a credible rationale for
I nprovenent. | know | ooking through the
background that there have been al nbst no
studies of interventions but it doesn't seem
li ke there's either been -- or maybe you can
tell me if there are sone studies that at
| east correlating certain hospital practices
wth better readm ssion rates even though
there wasn't an obvi ous random zation or
experi mental design.

And without that it seens -- and
given that pediatrics | think is significantly
different fromadult with nmultiple chronic

di seases, a large nunber of nedications, it
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woul d seem that your interventions you would
do woul d be different.

And so |I'mvery concerned that
it's not clear how hospitals will be able to
use the information once it's rel eased.

CO CHAI R KAPLAN:  Devel opers want
to coment ?

DR NAKAMJURA: Yes, Your Honor.
This is Mari Nakanur a.

To start wth Kathy's point about
preventability versus unpl anned readm ssi ons.
We agree that ideally it would be desirable to
be able to assess preventabl e readm ssions
rat her than unpl anned readm ssi ons.

We just don't think that that's
possi bl e using clains data, using the data
that we currently have wdely avail able to us.
And so we took the approach in harnony with
what has been done in adult neasures to
I nstead focus on unpl anned readm ssi ons.

That said, research that we're

currently working on as well as conducted at
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other institutions has indicated that a
si zeabl e proportion of unplanned readm ssions
actually are potentially preventable.

O course, how preventability is
determned is highly controversial. It's
sonething that | think will probably always be
a subject of debate because it's so
subj ecti ve.

We have a study that's stil
currently underway in which we've talked with
patients, famlies, nurses, outpatient
doctors, inpatient doctors to try to get a
sense fromall of them of how preventable they
t hought readm ssions were.

What we found is the nore
i nformati on you get the better sense you get
that it's a very conplicated question. And so
knowi ng that we are using clains data for this
measure we're choosing to focus on unpl anned
readm ssi ons.

Regarding the rationale for

whet her readm ssion rates can be inproved in
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pediatrics it is indeed true that there are
far fewer studies in pediatrics than adults
| ooking at interventions for readm ssion.

There are a handful that have
focused on pediatric patients or that have
I ncl uded pediatric patients and eval uated them
as a subset that have found, for exanple,
better adherence to practice guidelines has
been associated wth reduced readm ssions or
I nprovenents in criteria for discharge.

Al that said we acknow edge t hat
in this space for pediatric neasures that nore
likely what we're dealing wth is a rationale
that makes sense rather than a | ot of evidence
already in the literature.

And we believe that given that
processes such as di scharge preparati on and
education, nmaking sure that there are good
transitions to the community are felt to be
equal ly inportant in pediatrics that
I nprovenents in those processes could al so

| ead to inprovenents in readm ssion rates.
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The point that there are not as
many very chronically ill conplex patients
anong pediatric patients as adults is true.

That said, one of ny coll eagues at
our center conducted a study a couple of years
ago exam ning specifically the popul ation of
patients with chronic conplex conditions who
are frequently readmtted and found that while
they're a small percentage of all patients
t hey account for a high percentage of
readm ssions in cost.

And so in terns of a population
that could be a focus for readm ssion
I nprovenent that seens |ike a natural one.
Thank you.

CO CHAI R KAPLAN:  Thank you.
Taroon, do you have sonething specific to
this? Then let's go Leslie, Karen and Taroon.

M5. HALL: So, this is an
Interesting area in usability and maybe shoul d
be questioned or comments ai ned towards

I npl enent ati on.
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But conmuni cati on and educati on
around this neasure could not be stressed
nore. Because readm ssion is sonething that
Is known in the public | guess consci ousness.
And now we apply the highly enotional area of
pediatrics. And w thout good explanation and
the fact that we have data sources com ng from
Medi caid patients that were already felt that
are di senfranchi sed by ot her payer groups we
have the potential to have a good deal of
angst associated with this neasure rel ease.

And so | would just caution and
encourage that along with the inplenentation
gui de we include comuni cation plans and
education to the public.

CO CHAI R KAPLAN:  Certainly this
Is one of those ones that if approved that MAP
IS going to have sonething to say a | ot about.
So, Karen?

DR JOYNT: | just have two
addi ti onal thoughts about the usability. Both

agai n perhaps not things that woul d keep the
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nmeasure fromgoing forward but things that |
think would be particularly essential in this
popul ati on to consi der.

And one i s soci oeconom c St at us.
| don't think you can get away fromthat in
this population. And especially because
you' ve shown data that shows us that there's
a big difference there. Not necessary to
adjust for it but it's got to be part of the
di scussi on about how we think about this and
how it sort of rolls out. Because if we're
just identifying hospitals that differ by
soci oeconom ¢ status | don't think we're doing
anyone a favor.

And the second is adm nistration
rates. We've tal ked about this wth the adult
measures as well. [If a comunity works to
reduce their adm ssion rates for asthma they
could potentially increase their readm ssion
rates. And | think that would be equally true
for the conplex chronic condition patients.

If you put a good intervention in place to
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I nprove their care as outpatients they m ght
not go into the hospital as nuch.

And | would hate to see hospitals
| ook worse on readm ssions because they have
done such a good job of providing good
outpatient care for their patients.

| just don't think the long-term
quality here is just about readmssion. |[t's
al so got to be about adm ssion. That's where
this stuff is noving. And | would really
encourage as we think about usability think
about sone sort of conpanion way to exam ne
t hat pi ece.

CO CHAI R KAPLAN:  Thank you.

Tar oon?

MR AMN Just to follow up on
the question of the all-payer clains and the
MAX dat a.

| just wanted to clarify fromthe
devel oper is the information that's provided
in the testing form that's a testing fromthe

MAX data set, right?
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DR. NAKAMURA: This is Mari

Nakanmura. Yes, that's right.

MR AMN Is there information
that you can share with the commttee around
the testing fromthe New York State all-payer
cl ai nrs dat abase that you've done?

DR. NAKAMURA: \What we woul d be
able to provide is a sense of what the
readm ssion rates | ook |Iike, how they conpared
to the Medicaid readm ssion rates.

We al so specifically used our all-
payer data sets to be able to evaluate sone
guestions that we couldn't in MAX. So,
specifically insurance status. And also the
rel ati onshi p between insurance status and
race/ethnicity and risk factors for
readm ssi on.

That said, we did not do all of
the testing in the all-payer data set that we
did wth the MAX data set in part because we
were limted in the all-payer data set to not

as many states and we felt that the MAX data
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set was actually far larger. And although it
was limted to Medicaid patients based on the
power that we had the nore desirable data set
to use as our primary devel opnent data set.

CO CHAI R KAPLAN:  Thank you.

We're over tine for this neasure by a
consi der abl e anount .

On the other hand, since this is
the first of its kind | feel like this was a
very good di scussion of the kinds of issues
that are problenatic.

Wth respect to Medicaid status
and Karen's issue about soci oeconom c st at us,
If you use it as an adjuster you' re adjusting
away the thing you're trying to explain.

So it's one of these problematic
areas that once again we are faced with here's
new ground and we're faced with the neasure we
have in front of us, not the one we would |ike
to devel op 5-10 years hence. So, staring at
the thing you're staring at, this issue we're

now preparing to vote for. Any other
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coment s?

COCHAIR HALL: | do. I'mnot an
expert in gates data and I'mstill not sure
what |'ve heard. So a couple of the experts
maybe coul d comrent.

The extrapol atability from
Medi caid to the general popul ati on sounded
i ke there were concerns about the -- resolved
in ny head.

Those still exist. Anybody want
to?

DR FIELDS: Yes, | think the
tough thing about this, I"'mjust trying to
summari ze what |'ve heard and what | know is
that ideally the first nmeasure for pediatric
care woul d probably be nore related to access
to care and especially primary care and
surveillance. It wouldn't be about hospital
services. Children have the | owest overal
adm ssion rate of any cohort seen in the
energency departnent, for exanple, in terns of

unschedul ed adm ssi ons or readmnm Ssi ons.
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So, in a perfect policy
devel opnment world you wouldn't start with the
hospital piece. You' d probably end with it.
The ot her fundanental problem
whi ch we touched on yesterday is that the
pl ace you need to nove the rock with the nost
urgency are the very states where you' re going
to have the poorest Medicaid data and the
smal | est nunber of children who shoul d be
getting better primary care eligible for
Medi cai d servi ces.
So it's a fundanental conundrum
Because as with other applications of
adm ni strative data this is an easy place to
start. It may be the only place to start, but
It's not the best place to start.
CO CHAI R KAPLAN: Thanks. Kathy?
DR, AUGER | would comment that |
agree with you that certainly sone aspects of
pedi atric readm ssion are -- hinge upon things
i ke access to care although | don't think

that that's all of it.
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And certainly | think in ternms of
-- | think it's a real question of whether or
not hospitals can truly nove this netric
al though it seens like with the new netric the
standard is to reassess in three years and see
whet her or not -- if there was any change in
time.

But then | would just also -- |
think to nme the bigger question is what Bruce
raised. |It's primarily based on Medicaid data
and how it extracts beyond Medicaid is still
alittle bit of a question mark in my m nd.

CO CHAI R KAPLAN: | would just add
from a non-physici an, non-provi der standpoint
it isn't a good idea if children are
readmtted to the hospital. So the idea that
readm ssion to the hospital is a quality
measure is not a stretch for ne.

| mean, the question is rather as
Bruce alluded to who are we extrapolating to
fromwho are we actually able to neasure this

on. And that remains a difficulty.
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On the other hand we are again,
right Taroon? Stuck with -- we're not stuck
with --

(Laught er)

CO CHAI R KAPLAN:  -- we have what
exactly we have in front of us and that's what
we' re consi dering.

CO CHAIR HALL: W' re | ooking
where the light is. Leslie.

MS. HALL: | guess ny concern
about the Medicaid data is sonewhat hel ped by
the thought that if we help the poor we help
everyone.

CO CHAI R KAPLAN: Ckay. Go ahead.

M5. TRAVIS: | guess -- this is
just a clarification because | m ght have
gotten confused al ong the way.

If this neasure is fully tested in
the Medicaid population with the validity
testing and not fully tested in the all-payer
or in other settings, when we approve it it

will say it was tested in the Medicaid
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popul ati on how does that affect howit is used
out of the portfolio?

Because usually if | renenber
correctly we've always said that it's endorsed
based on howit's specified and howit's
tested | think was the second part of that.

So I"mjust trying to ask for clarification on
t hat .

COCHAIR HALL: It's not specified
to be exclusively used in Medicaid. It is --
the details reveal that it was tested on
Medicaid so ny interpretation is that it would
not be limted to application in Mdicaid.

But then in foll owup sonebody woul d see how
it perforns. Taroon, do you want to add to
t hat ?

MR AM N Yes, and | think that
seens to be the conundrumthat you've raised
whi ch started this conversation which is that
it's not specified -- the testing doesn't
mat ch conpl etely the specifications.

Soif it were to be used outside
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of Medicaid, you know, it's specified to be
able to do that. Although the testing doesn't
denonstrate how it woul d perform outside of
Medi cai d.

CO CHAI R KAPLAN: So, are we close
to ready? It's ny understanding that if you
did nothing el se you woul d overestimate the
anmount of -- the readm ssion rates by
hospital. And then the question is whether or
not that overestinmation would conpromse its
usability for when neasures got |ess and | ess
st abl e because the nunbers got snmaller and
smal l er for readm ssion rates. So, that could
be addressed in a use if approved.

DR NAKAMJRA: Thank you. This is
Mari Nakanura. You're correct that
readm ssion rates wll tend to be higher in a
Medi cai d-only popul ation we found than in an
al | - payer popul ati on.

There's sone different sort of
considerations that work in going froma

Medi caid-only to an all-payer data set.
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So, for exanple, we would
anticipate that for many hospitals the sanple
sizes used would actually get better because
while Medicaid is a sizable portion of al
hospitalizations it's only about one-third.
And of course that will differ dependi ng on
the proportion of Medicaid at a given
hospi tal .

But if anything we woul d expect
that reliability would i nprove and that the
position of rates would actually get better.

CO CHAI R KAPLAN: Gotcha. The
numer ator woul d -- okay.

CO CHAIR HALL: I think the
nunmer ator woul d get better but fundanentally
you are -- you're draw ng coefficients out of
a higher-risk popul ati on which neans you're
less likely to hold a hospital accountable
that has a |l ower risk popul ation.

DR. NAKAMURA: This is Mari
Nakanmura. Thank you for that question because

| hadn't realized -- | apologize -- part of
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the concern here.

So the way that our neasure is run
Is that actually we don't provide the beta
coefficients as set nunbers to be used in the
nodel . Instead the nodel is actually run on
the data set to which it's being applied and
new coefficients for that particular
popul ati on are gener at ed.

So | agree that the choice of
covariates we nade certainly was based
primarily on the Medicaid data set. W did
test the very sane nodel on our all-payer data
set and we believe that in terns of the
rel ationshi ps between things |ike age and
gender and chronic conditions that one can
generalize fromthe Medicaid population to an
al | -payer data set in terns of those fixed
effects relationshi ps while recogni zi ng that
at the sane tine having Medicaid i nsurance as
a childis, it appears, an additional risk
factor on top of those patient

characteristics.
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CO CHAIR HALL: Thank you.

CO CHAI R KAPLAN:  Fair enough.
Kat hy.

DR AUGER Do you have a sense of
what the C statistic was in the all-payer
nodel? Is it the sanme?

DR. NAKAMURA: This is Mari
Nakamura. No, |I'msorry, | don't have that
al t hough we woul d be able to easily determ ne
t hat .

CO CHAI R KAPLAN: Ckay. | think
we are ready to vote on the issue of, where
are we, usability? Usability.

M5. SHAHAB: Voting for usability
and use. One is high, two noderate, three
| ow, four insufficient information and tine
starts now.

We have all the votes for
usability and use. Zero high, fourteen
noderate, eight |ow, zero insufficient
I nformati on.

CO CHAI R KAPLAN:  Thank you. And
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drumroll, drumroll, we are nowto
endorsenent. Any nore further thoughts?
Ckay.

M5. SHAHAB: Voting for overal
suitability for endorsenent. One is yes, two
no. Tinme begi ns now.

We have all the votes for overal
suitability for endorsenent. Measure 2393
Pedi atric All-Condition Readm ssion Measure,
the votes are 17 yes, 5 no.

CO CHAI R KAPLAN:  Thank you very
much and thank you to the devel opers. Now we
are 20 mnutes behind. And so we are going to
have to sort of make tracks.

| assunme nmuch of the discussion
wi || now sharpen up and condense itself around
many of either not simlar issues but possibly
easier to deal with issues.

So, would you reintroduce
your selves for the record and then describe
t he neasure.

DR NAKAMJRA: Thank you. This is
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Mari Nakanmura from Boston Children's Hospital.

DR ZASLAVSKY: Al an Zasl avsky
from Harvard Medi cal School .

DR. NAKAMURA: And we have Mark
Schuster on the phone. | wll keep ny
I ntroduction brief because by design these two
nmeasures are very simlar and so for the nost
part the sane consi derations apply.

Qur pediatric |ower respiratory
I nfection nmeasure eval uates readm ssions
followi ng an index hospitalization for
bronchiolitis, influenza, or comunity-
acqui red pneunoni a.

We deci ded on a neasure focusing
on lower respiratory infections because
they're anong the nobst common reasons for
hospitalization in children.

In addition, they're anong the
di agnoses with the nost preval ent
readm ssions. W found an overall 30-day
readm ssion rate of 5.6 percent which

corresponds wth the | arge absol ute nunber of
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readm ssions given the high nunber of initial
hospitalizations for |lower respiratory
I nfection.

We prioritize harnonizing this
measure W th NQF-endorsed adult readm ssion
measures as well as wth our all-condition
neasure. And as a result the approaches we
used in devel oping the neasure are very
simlar.

We used the sane case m x
adj ust nent nodel because we found that it
perfornms very well for LRI readm ssions with
regard to discrimnation and calibration.

The issue of limted reliability
due to small sanple sizes is even nore of an
I ssue for any condition-specific rate -- and
this is true for LRI -- than for all condition
rates. But again we found that a majority of
children were cared for at higher-vol une
hospitals than as a result were at hospitals
with good reliability.

The New York Office of Safety and
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Quality also tested this neasure on its
Medi caid and al | - payer databases and not ed
t hat having inplenented one neasure it
required mninmal effort to be able to

I npl enent the ot her.

And so we do think that this
measure could be a useful tool to evaluate
gquality and encourage i nprovenents in care for
an inportant pediatric condition. Thank you.

CO CHAI R KAPLAN:  Thank you. |
think Mari is the only person in the roomthat
tal ks faster than | do so thank you very nuch
for that quick sunmmary.

Jo Ann, do you want to talk to us
about evi dence?

DR BROCKS: [|'Il go ahead and get
started with this.

As was said this is a conpani on
nmeasure to the one we just discussed. And
| ooking at | ower respiratory infections,
accounting for a | arge nunber of the

readm ssions we see it is an inportant area.
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And there's good support here on
how t hese readm ssions, we may be able to | ook
at things to inprove the readm ssions, | ooking
at our key processes, our discharge pl anning,
care transitions, appropriate foll ow up, et
cetera.

And di sparities exist for many of
these differences we see in patients being
readm tted for lower respiratory infection

CO CHAI R KAPLAN:  Thank you.

Kat hy, nothing to add? Ohers? Vote
evi dence.

M5. SHAHAB: Voting for 1(a)
evi dence, one yes, two no. Tinme begins now

We have all the votes for 1(a)
evi dence. N neteen voted yes, two voted no.

CO CHAI R KAPLAN:  Performance gap
Jo Ann?

DR. BROCKS: There exists a
performance gap for this. This is also a
new y conm ssi oned neasure by CM5 and AHRQ

There's disparities in care across popul ations

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 195

in many different ways and there are strong
data to support that there is a quality gap
and a need for this neasure.

There is support in the
application tal king about sone of the
pediatric data that's out there although it is
not as rich as the adult data. But the
appropriate rationale is there.

CO CHAI R KAPLAN:  Kat hy?

DR AUGER |I'd just comment
t hough that the readm ssion rate for the | ower
respiratory tract infections is actually |ower
than the all-cause.

And so it's hard to know what the
-- i ke how nuch of a range we're actually
dealing wwth at the different hospitals, I|ike
what the interquartile range would be for the
ri sk-standardi zed rate and whet her or not
that's significant.

CO CHAI R KAPLAN: Do the
devel opers have any information for us?

DR. NAKAMURA: This is Mari
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Nakanmura. | guess -- thank you.

So, for our lower respiratory
I nfection neasure to give you anal ogous
nunbers to what | provided for all-condition,
a hospital that's tw standard devi ati ons
bel ow t he mean woul d have a readm ssion rate
of 1.7 percent.

A hospital two standard devi ati ons
above woul d have a readm ssion rate of 12.6
percent. So, there's actually a w der range
for lower respiratory infection.

CO CHAI R KAPLAN:  Thank you for
that. Ohers? GCkay, ready to vote?
Per f ormance gap

M5. SHAHAB: Voting for 1(b)
performance gap. One high, two noderate,
three low, four insufficient. And the tine
begi ns now.

We have all the votes for
performance gap. Three voted high, eighteen
noderate, zero |low and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
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Priority. Jo Ann?

DR. BROCKS: And this continues to
be a high-priority neasure as it was
comm ssi oned by AHRQ and CMS. Al so because it
relates and inpacts a |arge nunber of
pediatric patients and accounts for a |l arge
nunber of the readm ssions in hospitals.

CO CHAI R KAPLAN:  Thank you.

Kat hy?

DR AUGER  Yes, just |ower
respiratory tract infections are one of the
nost conmmon indications for hospitalization in
pediatrics so to ne it's high priority.

CO CHAI R KAPLAN: O hers? Ready
to vote?

M5. SHAHAB: Voting for 1(c) high
priority. One high, two noderate, three | ow,
four insufficient. Tinme begins now. Just one
nore vote.

We have all the votes for 1(c)
high priority. Twelve voted high, eight

nmoderate, one | ow and zero insufficient.
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CO CHAI R KAPLAN:  Thank you very

much. Scientific acceptability. Start with
reliability. Jo Ann?

DR. BROCKS: Yes, this neasure was
tested the exact sane way as the previous
nmeasure using the MAX data. And when we
| ooked at reliability it ranged between 0.5 to
0.77.

The neasure was al so found to be
highly reliable at hospitals wth an adequate
sanpl e size, but obviously it did not perform
as well in those with | ower sanple size.

And one of the questions was w ||
exclusions nmake the reliability across tine
and place an issue for this neasure. Because
there's a large nunber of exclusions in this
nmeasur e.

DR. NAKAMURA: This is Mari
Nakanmura. Regarding exclusions the -- one
difference with our all-condition neasure is
the case definition requirenent for the index

hospitalizati ons.
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So, speaking nore generally about
both nmeasures | think that we've created an
appear ance of nmaybe nore excl usions than
typi cal because we |isted everything in terns
of being exclusion rather than sone as
I ncl usi ons.

So, sonme of these are, for
exanpl e, based on limting to the pediatric
age range. Sone ot her conmon excl usions that
we saw have been used quite uniformy in adult
nmeasures such as excluding patients who | eave
AVA or certainly patients who die in the
hospi tal .

Qur other set for the exclusions
that are quite simlar to the adult
readm ssi on neasures are certain data quality
exclusions for key variables with m ssing or
what | ooked |i ke poor quality data. For
exanpl e, a discharge date that occurs before
a date of birth.

The main clinical exclusions that

we apply for both neasures are, first of all,
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patients who are receiving obstetric care wth
the rationale that these patients are
typically not under the purview of pediatrics
even if they fall in the pediatric age range.
And so we felt would nost |ikely be better

i ncluded in obstetric nmeasures rather than a
pedi atri c neasure.

We al so exclude patients with a
primary nental health diagnosis. That is
consistent with other nmeasures but in our own
testing as well we felt it was justified
because we found that readm ssion people for
a given hospital does not track for nental
heal th conditions as conpared w th ot her
condi ti ons.

And then finally we excl ude
newborns who are in the hospital for their
birth adm ssion. The clinical rationale for
that is that they are anong all patients in
the hospital not actually there because
they're ill, but rather for another life

event. And so we felt that it made sense not
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to include themin a readm ssion rate.

CO CHAI R KAPLAN:  Thank you. [|I'm
going to ask the commttee to hold that
consideration for the validity discussion as
opposed to -- unless those exclusions change
the reliability we need to keep focused on
reliability. Kathy?

DR AUGER | would just comment
as Mari already acknow edged the reliability
inthis netric is not quite as good as the
previ ous neasure in that only 229 of the 1,743
hospitals actually had a readm ssion rate
reliability of greater than O0.5.

But that again these hospitals
accounted for 62 percent of the | ower
respiratory tract infection hospitalizations.
So it's still -- even though it's a smaller
nunber of hospitals it's still a majority of
the hospitalizations.

CO CHAI R KAPLAN:  The precision of
those estimates once again sort of tracks wth

everything else we're seeing. In fact, it
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lands a little bit on the higher side conpared
to other reliability estimtes we've been
seeing in sone of these other neasures.
Anybody el se? Vote reliability.

M5. SHAHAB: Voting for 2(a)
reliability. One is high, two noderate, three
| ow, four insufficient. Tine begins now.
W're still waiting on two nore votes. One
nor e.

Al votes are in for 2(a)
reliability. The results are 1 high, 18
noderate, 2 low and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Validity. And I'lIl ask you to keep in mnd
t he excl usi on di scussi on we just had.

DR BROCKS: On the validity, the
construct validity was denonstrated as
associated with the literature and the quality
of care. The processes related to reductions
and readm ssions that we're all aware of.

Criterion validity was shown using

a data set from Boston Children's Hospita
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over a 1-year period. And the sensitivity and
the specificity were 87.0 and 99. 7 percent
respectively.

They also did face validity on the
pl anned procedure algorithmthat was conpl eted
and al so received public comments fromthe
Federal Register. And they then took those
comments and put those into the nethodology to
I nprove it.

And those would be ny coments.

DR AUGER  So, very simlar
Issues with validity in terns of identifying
unpl anned readm ssi ons as appropri ate.

The coupl e of questions -- well,
so |'d say that the nodel calibration is good
and the C statistic for predictive ability was
0.71 so that's in a reasonabl e range.

The one question that we were just
tal ki ng about is how CF exacerbations cone
into play here, whether or not the nodel would
adequately account for CF as well.

DR. NAKAMURA: This is Mari
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Nakanur a.

So, cystic fibrosis in particul ar
woul d end up being included in the nodel as
one of the chronic condition indicator
variables for chronic respiratory infections.

But this is also an opportunity --
"Il keep it very brief -- to nention that we
t hought about whet her we needed to have nore
synptom vari abl es for chronic conditions for
the LRI neasure versus the all-condition

And in reflecting decided not to
because it's actually a w de range of
conditions that place patients at higher risk
of severe lower respiratory infections.
They're not just respiratory, but for exanple,
cardi ac, neurological. And so we felt that it
made sense to keep all of the chronic
condi tion indicators and found i ndeed that the
nodel actually perforns very well.

CO CHAI R KAPLAN:  Thank you. |
want to ask for a point of clarification about

criterion validity because that inplies a gold
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standard. You weren't using Boston Children's
as the criterion. Did | msunderstand that?
How is what you did criterion validity?

DR. NAKAMURA: This is Mari
Nakanur a.

So we were using the electronic
health record data as our gold standard based
on having perforned detailed chart reviews of
the cases that we evaluated with the idea that
such a chart reviewis at |east a better
standard t han what can be found from cl ai ns
data in terns of being able to assess both
whet her readm ssion occurred as well as
whether it net our definition for an eligible
readm ssion neaning that it wasn't for a
pl anned procedure or chenot herapy.

CO CHAI R KAPLAN:  Thank you. Sone
of us would call that convergent validity
because it converges with a different data
source as opposed to criterion validity. But
that's okay.

DR. NAKAMJURA: Thank you.
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CO- CHAI R KAPLAN: O her comments

on validity? Let's vote.

M5. SHAHAB: 2(b) validity. One
is high, two noderate, three |ow, four
insufficient. Tinme begins now. One nore
vot e.

Al'l votes are in for 2(b)
validity. Zero voted high, twenty noderate,
one | ow and zero insufficient.

CO CHAI R KAPLAN: Thank you
Feasibility?

DR. BROOKS: And on feasibility I
woul d say that since it's clains data it's
easily feasible for us to get these data.

The one question -- sone of the
concerns we've already had is it's based on
Medicaid data. But is it feasible as clains
dat a.

CO CHAI R KAPLAN. O hers? So
we're burned out on feasibility.

(Laught er)

CO CHAI R KAPLAN: Ready to vote.
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M5. SHAHAB: Voting on

feasibility. One high, two noderate, three
| ow, four insufficient. Tine begins now.
Still waiting on two nore votes.

All votes are in for feasibility.
The results are 3 high, 17 noderate, 1 |ow and
zero insufficient.

CO CHAI R KAPLAN:  Thank you. Onto
usability.

DR BROCKS: Usability, since this
nmeasure is really a subset of the previous
measure all the issues we've discussed with
usability in the previous discussion are the
same here.

CO CHAI R KAPLAN:  Kat hy?

DR AUGER  So yes, again, just
t he whol e i ssue of preventability versus
unpl anned is a consideration. But that's the
same as the other netric.

The one thing that | would comment
m ght be different for this netric conpared to

the other netric is thisis -- | ower
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respiratory infection is a very seasona

i1l ness. And so therefore as it's witten |
think it's not an issue because it's an annual
eval uati on.

But it's sonmething that it would
not be appropriate for it to be used as a
guarterly eval uati on because of the seasonal
variability inthis. But | see it as witten
as fine.

CO CHAI R KAPLAN:  Want to respond
to that?

DR. NAKAMJURA: Thank you. This is
Mari Nakanmura. Kathy is correct that if we
were to try to report these results as
quarterly that season would be a really
I nportant consi deration.

We chose to nake it annual, taking
care of that fact but al so recognizing that
gquarterly rates would be an even greater
chall enge with regard to sanpl e si ze.

CO CHAI R KAPLAN:  Thank you.

O her comments? Ready to vote.
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M5. SHAHAB: Voting on usability

and use. One high, two noderate, three | ow,
four insufficient in. The tinme begins now.

Al votes are in for usability and
use. The results are zero high, 17 noderate,
4 | ow and zero insufficient information.

CO CHAI R KAPLAN. Are we ready to
vote on endorsenent? Any discussion?

DR. BROCKS: M only comment is
that | think this one is very specific to
soci odenogr aphic data as well and we need to
consi der that as we nove forward with this
down the road.

CO CHAI R KAPLAN:  Yes, the issue
of soci odenographic data as we' ve di scussed
yesterday and today is going to be, you know,
one of these things that is going to be gui ded
by a commttee that hasn't yet kind of given
Its guidance to us. So we are going to either
endorse or not endorse the -- right.

CO CHAI R HALL: Understandi ng that

we can all as a group express that we want our
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NQF col | eagues to capture that for these two
nmeasures the group in particular felt very
strongly that this question needs to be
addressed in the future.

Do people feel that's a relative
consensus? Anyone woul d object to attaching
t hat comment ?

CO CHAI R KAPLAN:  No, but and the
I ssue of Medicaid and SES adjustnent is one of
these things that's also going to present a
rat her dodgy problem Because soci oeconom c
status and sone of the adult neasures actually
use Medicaid status as a proxy for
soci oeconom c status. So it's going to be a
nore conplex issue wth sone of these
nmeasur es.

CO CHAIR HALL: Al |"'m suggesting
Is we create a bit of a flag for our NOQF
col | eagues that if soneday cones where the
whi t e paper recommendati ons have changed on
this that this is an easy flag to spot.

CO CHAI R KAPLAN: So fl aggage
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approved and associ ate recomrendati ons.

(Laught er)

CO CHAI R KAPLAN:  Are we ready?
Any ot her comments before we vote for
endor senent or non-endor senent ?

M5. SHAHAB: Voting for overal
suitability for endorsenent. One yes, two no.
Time starts now.

All votes are in for overal
suitability for endorsenent for neasure 2414
Pedi atric Lower Respiratory Infection
Readm ssi on Measure. The results are 18 yes
and 3 no.

CO CHAI R KAPLAN:  Thank you very
much. And now we are ready for NQF nenber and
public coment. And we will invite public
comment. Thank you to the devel opers for a
ni ce summary and di scussi on.

W' re onto the NQF nmenber and
public comment. |'mgoing to turn over to
Adeel a.

M5. KHAN. Kathy, can we conpile

Neal R Gross and Co., Inc.
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the list, please?

OPERATOR:  Yes, ma'am |If you
woul d i ke to nake a public comment please
press * then the nunber 1. No, no public
comments at this tinme.

M5. KHAN. Do we have any public
conment in the roonf

DR. SCHWALENSTOCKER: Good
afternoon -- or | guess it's good norning.
And | realize |I'm standi ng between you and
| unch.

My name is Ellen Schwal enst ocker .
I"mwith the Children's Hospital Association.

And | just wanted to highlight
some of the discussion anong the conmittee
that | just think is really inportant sone of
whi ch is outside your purview.

But we've been saying for a |ong
time that it's really inportant to devel op
good pediatric neasures. And | want to thank
the Center of Excellence at Boston Children's

Hospital for their work in devel opi ng these
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nmeasur es.

|'"'mnot sure, and this nay be a
guestion for you, what the 3-year experience
sort of guidelines are. | do strongly agree
wth the recommendati on on should the NQF
change its policy on adjustnent for SES and
other factors, that it would be really
Inportant to | ook at these nmeasures as well as
adult readm ssions neasures in that |ight.

| also think because of the |ack
of a |large set of good pediatric neasures it
will really be inportant to have ot her
measures avail abl e before these ki nds of
nmeasures are used for, say, accountability
pur poses or pay-for-performnce.

And so I'mwondering if that's
sort of part of the 3-year process to give us
nore chance for validation of neasures agai nst
ot her nmeasures? | guess that's convergent
validity.

And | know there are sone ot her

nmeasures that will be comng forward fromthe
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CH PRA Centers of Excellence which we just

think is a really inportant program and are
glad to see the neasures comng to NGQF.

MR AMN So, | can address that,
Ellen, right now

So, the NQF reevaluates all of its
measures that are recommended for endorsenent
in a 3-year nmai ntenance cycle.

In that 3-year nmi ntenance cycle
we | ook for experience on the neasure. In
particular in the inportance to neasure
criteria we're |ooking for sone actual, at the
nmeasure performance gap informati on we're not
just | ooking conceptually whether there's a
nmeasur e performance gap, we want to see the
performance gap in the neasure itself and to
see the distribution and if there's any
overall gap in performance or overall |ess
t han optimal perfornmance.

And then also in the use and
usability criteria we want to see if the

nmeasure has been inplenmented for use in
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gquality inprovenent applications and then a
further tinme line is ready for accountability
applications which we include public reporting
I n that donain.

So the purpose there is that we
have neasures that are actually picked up by
the field and we can denonstrate that they're
actually being used for the purposes of
quality i nprovenent and reporting the
information to the public.

DR. BURSTIN: |'mjust wanting to
add again if this neasure is endorsed and goes
through the entire process, again, the SES
issue | think outstanding. W don't know how
that's all going to play out.

But | think certainly we'll have
to make a decision wth our CSAC and our board
dependi ng on how that |lands in terns of
whet her we'l |l bring nmeasures back sooner than
the 3-year tine frane for nmaintenance if in
fact there are additional issues to address.

But you know, a very inportant
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pi ece of this. As these neasures are goi ng
out there NQF endorsenent does inply they are
appropriate for any accountability application
and coul d get picked up for any of those
certainly by CVMS or others.

We woul d really encourage the
field to be really vigilant about keeping
track of nmeasures that are really helping to
drive inprovenent, neasures for which there
may be uni nt ended consequences and bring that
forward, that information, in realtine rather
than just waiting for the 3-year limt.

MR AM N Are there any other
publ i c comments?

OPERATOR:  Once again to nake a
public comment please press *1. You have a
comrent from John Miul doon with 3M Heal th
I nformati on Systens.

MR MJLDOON: Are you able to hear

M5. KHAN. Yes, we can hear you

VR. MJLDQOON: Several coments.
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And | submtted a lengthy quite detail ed set

of comments about a nonth ago.

But in ternms of the concept of
readm ssions, the risk adjustnent and the
testing and the evaluation work. And just
hi ghl i ghts sonme concerns that we had
identified. And sone of these cane up during
di scussion as well.

The approach focuses on unpl anned
readm ssions as opposed to trying to identify
potentially preventable. And realize that
that's a tough challenge to identify.

But there's a nunber of
consequences. Because there are a nunber of
very |l ow preventability readm ssions such as
mal i gnancy-rel ated adm ssi ons, neutropeni a,
cl assic anem a, just an easy one to highlight.
And those kinds of kids are treated at certain
centers. So it creates nunbers that may not
be that real in terns of preventability and
distortions in terns of conparisons across

different settings.
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Al so, when you go out to 30 days

and the nunber of unrelated and | ow
preventability readm ssions increases. So

t hat conpounds the concern and the approach to
readm ssi ons.

On the risk adjustnent concern
that often the principal diagnosis and the
acuity of the adm ssion and really conpl ex
prior conditions that have a very big inpact
on adm ssion rates and readm ssion rates.

And that's not very specifically
addressed. It's nore of a generic approach to
any chronic condition froma list of about
4,500, mld, noderate and severe, nmany of
whi ch have very little influence over
adm ssi ons and readm ssi ons.

So, we're concerned that that's
not picking up the readm ssion factors very
wel | .

And in terns of testing and
evaluation | don't think we really saw it

tested across different subgroups of pediatric
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patients and across different hospitals who
serve different popul ati ons.

So | think there's a lot that we
don't know and need to be concerned about as
it gets rolled out if it's endorsed.

And just to illustrate, for |ower
respiratory infections for the pediatric
popul ati on those with maj or chronic
condi ti ons.

W' ve done a | ot of research and
analysis on this such as cystic fibrosis as
the commttee discussed, bronchopul nonary
dyspl asia, ventil ator-dependent patients,
chronic respiratory failure. They tend to
have readm ssion rates in the 10 to 15 percent
range conpared to otherw se healthy children
inthe 3 to 5 percent range.

And we just don't see how that can
be teased out with the nore generic risk
adj ustment nmethods. So those are the thoughts
that we'd like to share.

And if the commttee does endorse
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| think there's a lot of cautions to go
forward. Thank you.

MR. AM N  Thank you. |Is there
any ot her comments on the phone?

OPERATOR: At this time there are
no public comrents on the phone line.

MR. AM N There are no ot her
public comments in the room

CO CHAIR HALL: | think we can
break for lunch then. Just a quick note for
those who weren't here yesterday. W would
ask the audi ence nenbers to wait for the
committee nenbers to grab their |lunch first
bef ore hel pi ng yourself.

CO CHAI R KAPLAN.  So we' ||
reconvene at 12:15.

(Wher eupon, the foregoing matter
went off the record at 11:41 a.m and went
back on the record at 12:13 p.m)

CO CHAIR HALL: We have three
neasures left this afternoon, one fromthe

Anerican Col |l ege of Cardiology and two from
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Yal e CMVB.

And then we have a very inportant
brief update on neasure 1789. So we're hoping
we'll still have faces around the table when
we get to that point.

We' Il ask the Anmerican Coll ege of
Cardi ol ogy representatives to introduce
t hensel ves and briefly introduce their
nmeasur e, please.

DR CURTIS: H, this is Jeptha
Curtis from Yale also representing the ACC
t oday.

CO CHAI R HALL: Hang on, |' m not
sure we heard that.

DR CURTIS: Sorry. Jeptha Curtis
from Yal e representing the ACC today.

M5. SLATTERY: So Dr. Curtis wll
be speaking primarily to the neasure
nmet hodol ogy but |I'mLara Slattery, ACC senior
director for scientific reporting and | can
address any questions related to

I npl enent ati on.
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DR CURTIS: So, for endorsenent

mai nt enance today under review is the Hospital
30-day Ri sk-standardi zed Readm ssi on Rates
Fol | owi ng Per cut aneous Coronary | ntervention.

It is a neasure that was endorsed
| believe 3 or 4 years ago. And identifies
unpl anned readm ssion rates for hospitals that
perform percutaneous coronary interventions on
Medi care fee-for-service patients greater than
65 years ol d.

As | nmentioned this is unplanned
readm ssi ons and we updated the neasure from
the initial endorsenent to include a nodified
version of the hospital -w de readm ssi on
algorithmthat identifies unplanned
readm ssions. Basically including a | arger
nunmber or considering a | arger nunber of
readm ssi ons pl anned.

In addition, we've updated the
measure to include the use of direct as
opposed to indirect identifiers to match the

Cat hPCl registry data with CMS i nfornation
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about readm ssion which is used to identify
the risk-standardi zed rates.

And has also in the interim
actually gone into inplenentation. And | ast
March the hospitals received their reports as
to their risk-standardi zed readm ssion rates.
And then there was a voluntary public
reporting of those rates on Hospital Conpare
as well as the ACC s internal websites.

So that this information has -- or
this nmeasure has progressed from devel opnent
to approval to inplenentation in a relatively
short tinme frame. And | think it's open for
guesti ons.

CO CHAIR HALL: Thank you very
much. We will start with the category of
evi dence and our | ead discussants are Mae and
Larry. So | invite themto kick it off.

DR GANCE: |[|'Il go ahead and
start. In terns of evidence to support the
measure focus the neasure devel opers present

evidence that there is a high I evel of
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vari ation across hospitals which to ne
represents strong evidence.

When you have variation in
outcones that nmeans that there's the potenti al
to i nprove your outcones assum ng that you
have properly adjusted for differences in case
mx. So | think the evidence is strong.

CO CHAIR HALL: Mae said she
agreed but | didn't -- is your m ke working?
MS. CENTENO | agree.

(Laught er)

CO CHAIR HALL: Okay, great. Any
ot her comments on evidence? GCkay, we'll nove
to vote.

M5. SHAHAB: Voting for 1(a)
evidence. One is yes, two is no and the tine
begi ns now.

Twenty yes and zero no.

CO CHAIR HALL: Moving into
performance gap, opportunity.

DR, GLANCE: In terns of the

performance gap w thout risk adjustnent the
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di fference between the | owest decile and the
hi ghest decile was zero percent readm ssion
rates versus 28 percent readm ssion.

After risk adjustnent the
di fference between the 10th percentile and
90t h percentile was 13.5 versus 10.1 percent.
So again, evidence of a significant
per f or mance gap.

CO CHAIR HALL: Additiona
coment s? Ckay.

M5. SHAHAB: Voting for 1(b)
performance gap. One high, two noderate,
three Iow, four insufficient and your tinme
starts now.

Al'l votes are in for performance
gap. Seventeen high, four noderate, zero |ow
and zero insufficient.

CO CHAIR HALL: Priority.

DR GLANCE: In terns of priority
this is one of the conditions that was
identified as a high-priority condition by

MedPAC
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The overall incidence of
readm ssions within 15 days was 10 percent
whi ch represents roughly about 44, 000
readm ssions in 2005 at a cost of $360 million
annually. So, | would suggest that this is a
hi gh-priority condition.

CO CHAI R HALL: Additi onal
comrent s? Seei ng none.

M5. SHAHAB: Voting for 1(c) high
priority. One is high, two noderate, three
| ow, four insufficient and tinme begi ns now.
Three nore votes.

Al votes are in for 1(c) high
priority. Eighteen high, three noderate, zero
| ow, zero insufficient.

CO CHAIR HALL: Scientific now.
Reliability and validity.

DR. GLANCE: In terns of
reliability -- data reliability. This is
based on clinical data which is audited using
annual onsite chart reviews and data

abstracti on.
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In ternms of nodel reliability the
i ntraclass correlation coefficient was 0. 37
which is indicative of fair agreenent and very
much in the zone of the other neasures that we
have | ooked at over the past two days.

CO CHAI R HALL: Additi onal
comrent s? Seei ng none.

M5. SHAHAB: Voting for 2(a)
reliability. One high, two noderate, three
l ow, four insufficient and the tine starts
now. One nore vote.

All votes are in for 2(a)
reliability. Five high, sixteen noderate,
zero |l ow and zero insufficient.

CO CHAIR HALL: Validity.

DR GANCE: In terns of validity
testing, in ternms of |ooking at the
statistical performance of the nodel the
discrimnate ability, the C statistic was
0.66, actually 0.67 in the validity data set
which is very good for this kind of a nodel.

Model calibration was al so very

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 228
good. They | ooked at this using both

gr aphi cal techni ques and ot her approaches as
wel | .

In terns of threats to validity 29
percent of the observations were m ssing data
on ejection fraction. Ejection fraction is
considered to be a very inportant clinical
risk factor for these types of nodels.

They i nputed the m ssing data but
t hey used a very rough approach | guess for
I nputation. And | quote, "W stratified by
gender and inputed the m ssing values to the
medi an of the correspondi ng groups."

So state of the art for inputation
Is to use nultiple inputation. | was a little
surprised that this approach was used. And |
was wondering if the neasure devel opers coul d
maybe comment on this.

DR, CURTIS: Yes. | nentioned
we' ve been on this journey for 5 or 6 years so
sonetinmes it's alittle hard to reconstruct

exactly what the logic was fromthat |ong ago.
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Nevert hel ess there are two aspects
to, first, why EF is mssing so frequently and
second, our approach to accounting for the
information that's conveyed by the m ssing
dat a.

So first off, the LVF is specified
to be an ejection fraction that -- an
information by the ejection fraction that is
avail able prior to the performance of the PCl.
So we obviously don't want to -- if a PCl goes
wrong and the patient has a large M, has a
| ow EF we don't want to account for that in
the nodel. So it has to be LVF prior to the
PCl .

The patients who don't have
I nformati on about an ejection fraction before
the PCl typically are those that are being
done on an urgent or energent basis. So, it
Is very much colinear with patients who have
an ST elevation M, patients with cardiogenic
shock or other highly norbid conditions. And

for that reason it's certainly not m ssing at
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random

To account for that, in addition
to inputation we actually al so have a dumy
variable in the nodel for mssing LVEF. So
t hat aggregates both as patients in whomit's
m ssing at randomas well as those in whomit
IS mssing not at random i.e., that they had
an energent procedure.

But it does account for the
information that runs or is colinear with
m ssi ngness. And so we don't ignore the
information that's conveyed by that.

In ternms of the single versus
multiple inputation, that's sonething | think
-- a decision that we nmade a long tine ago
that was consistent with the inpatient
nortality nodel for ACC. And so for that
reason | think we were trying to be harnonized
in terns of our approach.

It's sonething that we could re-
| ook at or nodify going forward. There's no

reason that we couldn't do it froma
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statistical standpoint.

DR GLANCE: So, inny mnd this
remains a bit of a threat to validity. Sone
peopl e woul d contest that if you're m ssing
this nmuch data on a particular covariate that
It shouldn't even be included in the nodel.

And usual |y people typically, if
you're m ssing nore than about 10 percent,
maybe 20 percent of the data that's grounds
for sonetines not including it in the nodel.

The reference was nmade as to
whether it's m ssing at random or m ssing not
at random Wthout getting into a lot of the
technical details what [ots of folks will do
inthis particular setting is they wll create
a regression nodel based on all the other
avail able risk factors to predict the m ssing
val ues for patients who have m ssing val ues.

If you can do this, if you can
predi ct a m ssing val ue using avail abl e
covariates then it is mssing at random And

| woul d suggest that probably in many of these
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cases you could do that, that the data
actually is mssing at random as opposed to
not mssing at random And | do think that is
a bit of athreat to validity.

M ssing conpletely at random woul d
be if it was just -- well, | don't want to get
into too nuch of the details on this. But |
think it is an issue.

CO CHAIR HALL: Jeptha, you
indicated that it was -- or did |
m sunderstand that you said it was sonewhat
colinear with energency status.

DR CURTIS: Right. | mean, it's
been a long tine since we did those anal yses,
but the patients in whom LVEF i s not
avail able, it's not really necessarily m ssing
but it's not -- the test of ejection fraction
has not been perforned, that is typically
those patients in whomyou're under the gun to
performa primary angi opl asty.

So the STEM patients for whom

we're trying to do a door to balloon tine in
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| ess than 90 m nutes oftentines we'll forego
doing an ejection fraction before the
procedure. So fromthat standpoint it is
colinear with the urgency or energency

pr ocedur es.

And that it sort of fits in that
iIt'"s mssing in about |1'd say 10 to 20 percent
which is -- I'msorry, | can't renenber the
exact nunber. But that's the lion's share of
what's m ssi ng.

It's not necessarily mssing the
i nformati on was avail abl e and just not
captured. | don't think that's what we're
| ooki ng at here.

DR GLANCE: So by inputing it to
essentially a normal value which | believe is
what you're doing you are to sone extent
di sadvantagi ng hospitals that are taking care
of nore energencies conpared to fewer
ener genci es.

DR. CURTIS: Because we have a

dumry variable for mssing information ny
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understanding -- | said that before, yes.

We have a category for LVF of --
and | mss the actual specifications, but it's
| ow EF, noderately | ow EF, normal EF, and
mssing EF. | think there are four or five
categories for EF in the nodel. So m ssing
information is not ignored.

CO CHAIR HALL: So the continuous
variable is noved to nmedian and there's an
i ndicator as well. And we think it's probably
redundant information somewhat with at | east
one ot her variable as well.

So, although it nmay not be perfect
it's probably less of a threat than it m ght
at first sound like it is.

DR GANCE: | wll take back ny
original cooment. | did not realize, or |
didn't hear you when you said that you had an
I ndicator variable for mssing. So I would no
| onger qualify that as a significant threat to
validity.

CO- CHAI R HALL: Paul .
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DR HEIDENREICH. |1'd al so say

that we have all this clinical data here that
we have in a couple of other neasures. But
nost of the neasures you' ve been tal king about
have clains data. And we're tal king about
potentially even better risk prediction. So

| think in the big schene of things any
threats to validity are probably pretty small.

CO CHAIR HALL: 1'm not seeing any
other cards raised so | would just like to
highlight if for ny own understandi ng to nake
sure.

The real significant updates to
the neasure are that there were sone changes
in the CathPCl registry variables which
war rant ed renodel i ng.

There's an inproved strategy for
I i nkage, so that should again inprove. |I'm
just thinking in terns of overall validity.
The first issue, the update to Cath registry
data fields you woul d expect to inprove the

validity overall as Paul just hinted at.
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The inproved |inkage we would
expect to be an inprovenent overall.

The pl anned readm ssion al gorithm
IS an interesting aspect. You updated and
nore or | ess expanded the planned readm ssi on
al gorithm such that at least in summary the
end result was that the overall crude planned
rate fell from12.3 in the percent according
to the prior algorithmto 11.8 percent
according to the new algorithm

I n other words, you're giving nore
Institutions and providers nore credit for
readm ssi ons being planned. And so we're
mnimzing -- hopefully we're mnim zing or
reduci ng the chance of falsely throwing a flag
at them Perhaps at sone cost but that's what
we' re doi ng.

The 1 CD crosswal k, not really an
I ssue yet.

And t hen updating your cohort code
agai n appears to be an inprovenent to the

overall validity of the neasure.
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Any other -- yes, Sherrie.

CO- CHAI R KAPLAN: So, you're not
opposed to doing nultiple inputation if we
suggested that that m ght be an enhancenent to
the m ssing data probl enf?

DR CURTIS: | don't see it as
being a major barrier. | think that the vast
majority of the information that's conveyed by
m ssing LVEF is captured in that categorical
variable of mssing EF. It is one of the nore
powerful coefficients in the nodel. But yes,
we could certainly do that.

COCHAIR HALL: Well, | think as a
smal | ask maybe you could showin the future
what sone of the nodeling | ooks |Iike with and
wi thout in order to nmake the case of whether
it'"'s really worth the effort.

Paul ?

DR HEIDENREICH: It just seens
i ke that would be an NQF sort of policy if
they want to nake that, that one does nmultiple

I mput ati on whenever you're doing inputation.
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| would not recommend that but it
seened |i ke rather than have the different
groups suggest it here and there that should
be a standard policy.

CO CHAIR HALL: | understand that
comrent. | think NQF has shied away from
saying that nodels have to be perforned in a
particul ar specific way as we' ve seen. W' ve
seen nodeling done in a nunber of different
ways al r eady.

So | understand your comment but |
woul d hazard a guess that it wll remain the
judgnent of the group as to whether a nodel is
appropriately specified. Larry?

DR. GLANCE: | think the issue
really isn't single inputation versus nultiple
imputation. | think they're both fairly
straightforward to carry out. There's not a
huge difference in terns of doing that
mechani stically.

| think the issue is whether or

not you should use an indicator approach
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versus an inputation-based approach. And |
think there's a lot of literature which wll
show that estimates based on nultiple

I nputation are | ess biased that are based on
the indicator variable approach.

CO CHAIR HALL: At the sane tine,
Larry, with all due respect that m ght be true
of the inputed variable itself. But in this
case, the variable probably is as part of a
| arge nunber of variables in this nodel the
i nformati on value may be redundant. And in
fact, there could be no value to multiply
I nputi ng versus the current approach.

DR GLANCE: So, agreed. W've
actual ly done sone of that research and have
shown that there is a significant difference,
at least in the population that we | ooked at.
Whet her or not that's generalizable to this
popul ation | don't know. It's an enpirical
guesti on.

CO CHAIR HALL: Agreed. W've

done the sane thing in NSQP so it's a conmon
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topi ¢ that people spend noney on beer on.

| think that, correct ne if |I'm
wong, so far what we've stated is that the
current inplenentation seens to be a mnina
t hreat .

O her concerns or comments in this
category of validity? Not seeing any.

M5. SHAHAB: Voting for 2(b)
validity. One is high, two noderate, three
| ow, four insufficient and your tine starts
NOW.

We have all the votes for 2(b)
validity. Two high, eighteen noderate, zero
| ow and zero insufficient.

CO- CHAIR HALL: Feasibility.

DR. GLANCE: So this neasure is
based on a hybrid of clinical data and
adm ni strative data. The adm nistrative data
Is just to identify which patients were
readmtted.

The clinical data is based on the

CathPCl registry. | would ask the neasure
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devel opers to tell us what percentage of U S.
hospitals that are currently performng PCls
are in this particular registry.

M5. SLATTERY: So it's hard for us
to get to an exact nunber but based on what we

CO CHAI R KAPLAN: Coul d you state
your nane, please?

MS. SLATTERY: Sorry. Lara
Slattery. Based on what we -- when we | ook at
our participating facilities against Anmerican
Hospi tal Association we estinmte about 85
percent of current PCl hospitals are
participating in the registry, but that it
probably represents nore about 90 percent of
the patients because it tends to be smaller
facilities, and usually snmaller facilities
where they have a state reporting requirenent
and no other incentive for themto join our
registry that are the facilities that are not
participating in.

DR. GLANCE: It'sinline with the
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STS neasure that we | ooked at previously.

CO CHAIR HALL: | don't know
whet her feasibility is the right category, but
coul d the devel opers comment on inprovenents
over tinme? This has been in play now for at
| east 3 years, isn't that right?

DR CURTIS: It's really only been
publicly reported |last year. And so we don't
real ly have good information about
| nprovenents over tine.

And in fact, as we've nmade these
I nprovenents to the nodel noving to direct
identifiers there's been enough changes that
| don't know if we have a good way of
surveillance as to what's been going on even
prior to public reporting. So it's probably
still alittle bit early for us to comment.

CO CHAIR HALL: Fair enough. But
there's a very clear inplenentation plan,
ongoi ng i nplenentation. So it seens
acceptable fromthat perspective.

O her comments on feasibility from
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ot her group nenbers? | don't see any.

M5. SHAHAB: Voting for 3
feasibility. One is high, two noderate, three
| ow, four insufficient and your tine starts
NOW.

We have all votes for feasibility.
Si x high, thirteen noderate, one | ow and zero
I nsufficient.

CO CHAIR HALL: Usability.

DR. GLANCE: So, | ask the neasure
devel opers to provide us wth information on
how this information is reported to
participating hospitals.

Do you report it both as a
conti nuous neasure and al so as a categori cal
nmeasure, neaning high-quality, lowquality and
average quality?

And if so in the nost current
reporting period what proportion of the
hospitals were reported as being quality
outliers?

DR CURTIS: So in the hospital-

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 244

specific reports and actually in the public
reporting it's put both in buckets as well as
the overall adjusted risk-standardized rate.
So they receive that informtion.

In addition, in the hospital-
specific reports they receive information
about what hospital -- to what hospital the
patient was readmtted, the principal
di agnosis for that readm ssion and the tine
frame of the dates of it.

So we're trying to encourage
through this hospital-specific report sort of
cross-fertilization and crosstal k across
hospitals so that they can try to work and
| nprove these rates.

In ternms of the buckets, the
cal cul ation of the outliers was done
conpletely inline with what's been done with
the other CMS neasures. And | believe it was
about 2 percent of hospitals that were either
high or | ow outliers.

So relatively small nunber in part
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because the data that we had avail able for the
nmeasure with the Social Security nunbers in it
that we needed to identify we only had 2 years
of data. So it was a little bit of probably

a challenge in terns of having enough
hospitals with enough vol unme that we coul d get
really good discrimnation as to put theminto
categories, but not that far out of line for
ot her publicly reported neasures.

CO CHAIR HALL: Was that 2 percent
at each tail, or 2 percent total?

DR, CURTIS: | think it was 2
percent total.

M5. SLATTERY: Lara Slattery. |
just wanted to clarify. Hospitals received
the feedback report by virtue of participating
in the registry regardl ess of whether they
opted in for the public reporting conponent.
So they all received the feedback reports.

And the hospitals for which we had
no data still received a benchmarking report

just for information purposes only.
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CO CHAI R HALL: Additiona

comrents or concerns on usability? Karen?

DR JOYNT: | know soneone j ust
said this, but is there any way to -- or
shoul d we be thinking about ways to update the
measure such that nore than 2 percent can be
identified as sonething? O do you feel that
the value is not about the identification as
an outlier but about the benchmarking?

DR, CURTIS: | think we've had
this discussion in different forns al
nor ni ng.

DR JOYNT: Do you know what
happened to those that were identified? Like
can you | ook over the |ast 3 years and see
what prior to the reporting or identification
as outliers, sort of how your neasure hel ps
peopl e nove? Do you have the information on
t hat ?

DR. CURTIS: Again, we've only had
one year of public reporting which is |ast

March. And so we have not seen what's
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happened over tine.

And | think your work and others
has questioned whether or not it does nake a
dramati c change as opposed to increnental
change.

And | think the jury's still out
on how any of these neasures can be used to
change national performance. | think we are
seei ng encouraging trends but nothing definite
yet .

But | think of it as an
I npl enent ati on question as to where do you
draw t he buckets and where do you draw t he
line. Are you very restrictive or are you
nore perm ssive in terns of categori zing
hospitals as better than or worse than.

And again, we in this case tried
to be as consistent as possible with other CMS
nmeasur es.

CO CHAIR HALL: Coul d the
devel opers coment briefly on the unintended

negative consequences remarks in the neasure

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 248

mat eri al s?

DR, CURTIS: | think as we've
di scussed for other neasures there's always
the possibility of unintended consequences
where you could have at worst case aversion on
the basis of readm ssion rates. And that's
really nothing that you can necessarily
prophyl axe agai nst.

| think it's probably | ower stakes
for readm ssions in procedures than it is
perhaps for nortality. Just that would be ny
initial inpression. But | think it's
sonething that has to be nonitored and can be
noni t or ed.

And we've | ooked at for other,
specifically for nortality we've been | ooking
at whet her or not expected case m x and
predi cted risk has changed over tine in states
that publicly report PCl nortality and have
not seen dramatic changes in sort of -- I'm
sorry, not the predicted but the expected

nortality at the states that do have public
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reporting.

CO CHAIR HALL: O her thoughts or
concerns on usability? Seeing none.

M5. SHAHAB: Voting for usability
and use. One high, two noderate, three | ow,
four insufficient information and the tine
starts now. Three nore votes.

CO CHAIR HALL: Can everybody do
it one nore tinme? Sorry.

M5. SHAHAB: We have all the votes
for usability and use. Three high, fourteen
noderate, three | ow and zero insufficient
I nformati on.

CO CHAIR HALL: Any comments in

sunmary before an overall vote? | see Karen.
DR. JOYNT: | just have anot her
clarifying question. You can tell |'ve not

been on this commttee before.

This canme up with anot her neasure
yesterday that we were re-approving or
whatever. |s the burden of proof that it has

been inplenented, or that it has nade X anobunt
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of change? O what is the sort of -- what is

our responsibility in terns of |looking at its

| ongi tudi nal performance in continuing it

f orwar d?

CO CHAIR HALL: I'Il give ny
opinion on that but 1'lIl be corrected if |'m
wr ong.

| think when there's a clear plan
for ongoing inplenentation that's kind of set
one. And if that plan has been and is being
carried out in good faith but may not have
results yet | think that should neet our
adequacy threshold. That's ny opinion.

DR, BURSTIN. Just to add to that,
| ast year -- Karen had to | eave, but she |ed
an effort with a task force to update our use
and usability criterion.

It used to just be usability which
basically was it in use. And | think what we
really heard fromthe community, that's not
enough.

So in use is really inportant.
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And by the 3-year wi ndow we want to see that
it's being used in an accountability
application wthin two of those cycles. W
want to see evidence of public reporting.

But | think increasingly what
we're trying to see is in addition to that,
and this is not a nust-pass |ike evidence and
scientific acceptability, but we want to in
fact be able to see over tine that neasures in
use have hel ped to nove the needl e hopefully
positively.

We al so want to be cautious as
we've tal ked a | ot about over the | ast couple
of days that we al so haven't seen any
uni nt ended consequences as a result of that
use.

So it's sonething we'd | ove your
input on. This is really just |I think the
first year that we've actually inplenented the
broader | ens on use and usability. Bruce got
it right.

DR. CURTIS: Can | just follow up?
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| nmean, | think there are different ways that
you can neasure inpact.

| think when we devel oped this
nmeasur e nobody was tal ki ng or thinking about
readm ssions after PCl. And certainly the
whol e heal thcare system has really evolved in
their consideration of the inportance of this
particul ar aspect for pros and cons and
differences of opinions. |It's out there.

| can say that over the past 5
years since we published our first paper in
JACC just describing the readm ssion rates
t here has been an abundance of literature
com ng out exam ning the issue.

So I think we have noved the
conversation on this. The next will be to see
can we nove the actual rates.

CO CHAIR HALL: The notion that
you're only calling out -- going back to one
of Karen's earlier remarks, that you're only
calling out a percent or so at each tail. Do

you have any internal plans or deliberations
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around changi ng that as potentially a way to
drive change faster?

DR. CURTIS: So let me throw that
out. | think we are going to be cautious as
an organi zation in terns of how we call out
hospi tal s.

And | think that the real value
for me is in reporting this information back
to hospitals, that they get their risk-
standardi zed rates, that they have -- that
they're valid, that they' re believable and
that they are usable.

And the usable is | think what
needs to evolve nost rapidly. | have spent
the last four years of ny |life as opposed to
-- sorry, in addition to working on this
nmeasur e wor ki ng on devel opi ng the evi dence
that will support reducing these readm ssion
rates.

And we're in the |ast stages of a
m xed net hod study understandi ng both the

qualitative and quantitative strategies
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associ ated with | ower readm ssion rates.

So I think what the ACC and what
we're tal king about, and I'mnot going to
guarantee that this wll be done because |
don't speak for themin that regard, but we're
trying to create an environnent where we wl |l
take that evidence, conbine it with this
informati on and create a canpaign or an effort
to try and systematically reduce these rates
at hospitals.

And | think nmuch nore so than
identifying high and low outliers that's the
way we're going to push things forward. You
have to devel op the evidence. You have to
package it up in a toolkit or sone other
change -- sone process that pronotes change in
a positive force nmuch nore so than putting it
I n buckets.

M5. SLATTERY: And so if | can
just add to Dr. Curtis' remarks which are
totally in line and | agree wth.

This is our first foray out with a
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nmeasure that the hospitals were offered the
opportunity to publicly report on.

The Col |l ege has a |arger portfolio
wthin PCl but also this year we wll be
i nplementing it in the ICD inplantable
cardi odefibrillator. W do have plans to
expand public reporting opportunities for all
hospitals across our registry initiatives.

So, once we start to | ook at that
contextually we want to ensure consistency in
how we report the information out. So we
actually -- it's a separate workgroup that is
taking that on and wll be working through
t hose approaches. And we wll likely evolve
It over tine.

But | agree, it's neant to drive
quality i nprovenent and be engagi ng a di al ogue
and useful for consuners. So it's hard to
bal ance out all of those.

CO CHAIR HALL: Thank you. Larry?

DR GANCE: |I'd just like to add

nmy thoughts on this discussion.
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| think that the burden on show ng
that there is an inprovenent in popul ation
outcones with a quality neasure shoul d not
rest primarily wth the neasure devel oper.

| think that as long as the
quality of the information that's being
provided in a quality netric is deened to be
acceptable or high then it really is up to the
end user to nmake those -- to use that
I nformati on and i nprove popul ati on out cones.

So I think we should be hesitant
about | ooking for inprovenent in population
outcones as a determning factor in whether or
not a quality netric is usable or not usable.

CO CHAIR HALL: Cristie.

M5. TRAVIS: Just a clarifying
guestion on the public reporting because you
said it just a couple of tines. |Is this a
voluntary public reporting on behalf of the
hospitals? And if so, about what percentage
of those who are reporting are actually being

willing to be voluntarily reported publicly?
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DR CURTIS: That's a great

guestion. Yes, it is a conpletely voluntary
public reporting. And if hospitals opted out
there was no indication that they had opted
out. So it was sinply those hospitals that
opted in, at |east on Hospital Conpare.

O the | think 1,200 hospitals
that had net our reporting thresholds 350
roughly decided to participate. | wll say
personal |y that was about 320 nore than |
t hought were going to be willing to do it. So
| thought for an initial year's effort for
voluntary public reporting it was very
successful .

M5. SLATTERY: 1'll also -- just
since we talked a little bit about
I npl ement ati on and you want to understand
where we're going with it.

| think that that's incredibly
adm rable, the hospitals that opted in.
Because one of the things for you to

understand is we went from providing the
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reports to the hospitals to giving thema
wi ndow of about 6 to 8 weeks to nmake a
decision to voluntarily report.

The lion's share of those 300 and
sone odd hospitals opted in at that point.
There was only one other opportunity for those
hospitals to opt in to have it publicly
reported and that's why the nunber is stable.

Dr. Curtis also referenced the
fact that if you chose not to report there's
not hi ng refl ected on Hospital Conpare.

Movi ng forward the ACC has nade
the decision that we will be making it nore
obvious to consuners if a hospital is
participating in our registries and had the
opportunity to be able to report that and
el ected not to. And then differentiating sone
of the categories of decision-nmaking in
di splaying that information out. So noving
forward there wll be nore.

And noving forward we w ||

continue to partner with CM5 on reporting this
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data on Hospital Conpare because we think that

that is a very val uable resource for
CONSUmers.

We also will have a conpl enentary
effort within our organi zation. And the
reason for doing that is it allows for a
mechani smfor nore rapid dissem nation of
I nformation.

So, right now data gets reported
to Hospital Conpare on a quarterly basis. The
infrastructure we wll put in place on our
website will allow that as soon as a hospital
makes the decision to publicly report it wll
be made available to the public. And we can
control the infrastructure better to be able
to do that.

CO CHAIR HALL: Do you know if the
performance distribution in the reporting
group is different than in the overall group?

DR CURTIS: Yes.

CO CHAIR HALL: Is there a concern

that the public is getting the wong
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I Npr essi on?

(Laught er)

M5. SLATTERY: So we did have sone
of the |low performng hospitals opt in for
voluntarily publicly reporting.

| nmean, again, | do think that in
fairness to themthe w ndow of opportunity for

which to make a decision was incredibly tight.

So, even for the second sweep they
at best had about 12 weeks to nmake a deci sion,
get | eadership buy-in wthin their
organi zation, get |legal counsel to reviewit,
and get the paperwork back to us for it to
appear .

So we think that noving forward
over tinmne it wll be easier for hospitals to
get on board with this.

CO CHAIR HALL: Thank you.
Sherrie?

CO CHAIR KAPLAN:  To follow on to

Larry's comment. And that is sensitivity to
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change i s one of these awkward things where
you don't know what actually mani pul ati ons
were goi ng on that your neasure should be
responsive to. So, the attribution to
sensitivity to change inplies efforts to
quality inprove where you don't know what
those are. And especially at the tails where
we are the worst at estimating where a
hospital actually m ght be.

Regression to nmean pops to m nd.
And you think the trouble around the tails
w t hout actually having a response to chase.

So, is there -- is there any
effort -- and distributional scoring wll
al ways have this property. Sonebody al ways
| oses. So is there any push towards trying to
find the nutabl e point beyond which a
threshol d one woul d decl are a hospital as
ei ther better or worse or whatever?

O is there any effort al ong those
lines to shift away from di stri buti onal

scoring?
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DR CURTIS: | think it's a great

question and sonething that the field as a
whole | think continues to struggle with. And
I think we always default to the
di stributional because it's confortable and
fam liar.

| think for readm ssions
specifically we don't know what the floor is.
And | think until we kind of know and they
start bunching up on the |ower side | think
It's reasonable to use the distributional but
be attuned to the fact that since we know that
t here are unpl anned readm ssions that are not
preventable that the goal is not to goto
zero.

CO CHAI R HALL: Larry?

DR. GLANCE: One |ast conment.
Si nce our discussion now is about endorsenent
I'"d like to point out that this |ike many of
the other neasures that we have | ooked at over
the last two days is | believe a very robust

measur e net hodol ogi cal | y speaki ng.
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What differentiates this neasure
frommany of the other nmeasures that we've
| ooked at is that this particular neasure is
| argely based on clinical as opposed to
adm ni strative data.

And | think that's really a very,
very inportant qualifier because clinical data
I's believed by nost to be nmuch nore accurate
and therefore have nmuch greater face validity
conpared to adm ni strative data.

CO CHAIR HALL: Thank you. Sane
comments we had about the STS di scussion
earlier on. Jeptha?

DR. CURTIS: Not to shoot chart-
based neasures in the foot, but | do think
iIt's inportant to recogni ze that they have
di fferent strengths.

And | think that, yes, we're
really good at know ng whether or not a
pati ent has di abetes or what the creatinine
was and things like that. And that is

inportant in ternms of risk adjustnent.
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We're not as good as an
adm ni strative nodel | don't think at
measuring frailty and accounting for frailty
in a robust fashion. So, | think it's -- |
appreciate the support and | hope that it's
taken into account but | think there are two
di fferent schools of thought and there are
conpeting strengths.

CO CHAIR HALL: Thank you. | see
no cards up so let's nove to vote overall.

M5. SHAHAB: Voting for overal
suitability for endorsenent. One yes, two no
and time starts now. Two nore votes. One
nor e.

CO CHAIR HALL: There's sone enpty
chairs down at the end of the table.

M5. SHAHAB: All votes are in.

For overall suitability for endorsenent for
nmeasure 0695 Hospital 30-day Ri sk-standardi zed
Readm ssi on Rates Fol |l ow ng Percut aneous
Coronary Intervention, 20 yes, zero no.

CO-CHAI R HALL: W thank the
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devel opers and we'll ask the Yale CMS teans to
come back to the table for the next neasure.

CO CHAI R KAPLAN: Ckay, welcone to
the developer. 1|'d ask you to do what we've
been doing which is briefly introduce
your sel f.

And al so as soon as you speak
remnd you pl ease say again your nanes because
the recorder back in the corner can't see you.
And then briefly introduce your neasure.

DR BERNHEIM Hi, this is
Susannah Bernheim |I'ma director of quality
measurenent for the Yale Core Team many of
whom you have net today.

Ni har, do you want to introduce
your sel f?

DR. DESAI: M nane's N har Desai
I'"'m a cardiol ogist at Yale and an investi gator
at the Center for Qutcones, Research and
Eval uati on.

MR AMN Do you have anyone on

t he phone?
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DR. BERNHEIM | don't know t hat

we have anyone on the phone. Do we have
anyone on the phone?

(Laught er)

DR. BERNHEIM We have sone
support in the back and CMS here.

MR AM N Ckay.

DR. BERNHEIM But | don't believe
that there's anybody on the phone for this
nmeasur e.

Ckay, so |l will just say a couple
of words about this neasure. This is a 30-day
al | -cause unpl anned readm ssions for
hospitalizations -- follow ng hospitalizations
with an acute myocardial infarction.

This nmeasure originally cane to
NQF in 2008 and this is its first tinme back
for full re-endorsenent which is a little
| onger than usual just because of the cycles
of projects.

It has been in public reporting

through the inpatient quality reporting
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program si nce 2009 and | ast year was i ncl uded
in the first year of the hospital readm ssion
reducti on program

It Is designed nuch |ike our other
nmeasures where you | ook at a cohort of AM
patients. W | ook at readm ssions 30 days
later. | wll talk alittle bit about the
pl anned readm ssion algorithmin a nonent to
i dentify unplanned readm ssions. It uses the
sane hi erarchical nodeling approach as our
ot her measures and it is a clains-based
nmeasure.

There have been a nunber of
changes over the years that are detailed in
your -- in the application. I'll just
hi ghl i ght the inportant ones.

When it first was reported we
noved from a one-year neasure to a three-year
nmeasur e because nmany hospitals do not have a
huge vol unme of AM cases and that allowed us
to report on a greater nunber of hospitals.

O her key changes. Early on we
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excl uded patients who were di scharged agai nst
medi cal advice. That's true nowwth all of
the readm ssi on neasures.

In reporting | believe two years
ago this neasure was expanded to include data
from VA hospitals. So in the publicly
reported neasure it's now all CMS hospitals
and patients hospitalized originally with
their AM at a VA hospital. So that was a
neat col |l aboration between CM5 and the VA
whi ch took a fair anmount of work.

And then the one other big change
has been that as part of the devel opnent of
our hospital -w de readm ssion neasure which
this conmttee is going to be talking about
| ater we created an algorithmthat used clains
codes to try to define readm ssions that were
pl anned or likely to be schedul ed i n advance,
| argely procedural readm ssions that were not
associ ated with an acute diagnosis code. And
there's a long algorithmthat does that.

And we devel oped that first in a
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hospital -w de cohort and then we carefully
checked it against the condition-specific
cohorts.

And | ast year NQF held an ad hoc
review of our condition-specific neasures
i ncluding this neasure just to | ook nore
closely at this planned readm ssion algorithm
So that piece of this neasure has cone before
commttee at NQF previously, but the whole
nmeasure hadn't cone back at that point for re-
endor senent .

| think an interesting case was
made earlier that inprovenent doesn't prove
that the neasure works or not. But | wll say
because we're really excited about it that in
the 3-year cycle that was reported | ast
Decenber we are seeing for the first tine
declining national AM readm ssion rates. And
that's in the context of al so decreasing
adm ssions for AM and potentially higher
severity adm ssions. And big declines in

nortality.
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And so | think we're very
reassured around questions of unintended
consequences that the decline in readm ssions
I's happening in the context of other
I nprovenents around AM .

| think that that's probably
enough of a quick overview of who know this
measure well. But obviously we'll answer
guesti ons.

CO CHAI R KAPLAN:  Thank you very
much. Paul, do you want to go first on the
evi dence?

DR HEIDENREICH: Yes. | think
there is -- we don't necessarily have a | ot of
evi dence to know exactly how hospitals are
inmproving. Cearly in 2012 there was a sudden
drop in readmssions for M as well as all
It seens to be nost hospitalizations for
Medi care patients. So | think there's clearly
a strong rationale that one could make
| nprovenents.

CO CHAI R KAPLAN: Larry? Not hi ng
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to add? Oher comments? Ready to vote?

M5. SHAHAB: Voting for 1(a)
evidence. One is yes, two is no and your tine
begi ns now.

Al votes are in for 1(a)
evi dence. N neteen yes, zero no.

CO CHAI R KAPLAN: G eat.

Per f ormance gap. Paul ?

DR HEIDENREI CH: So that has
narrowed but | think still remains inportant.
I think the 10 percent/90 percent went from
17.9 to 19.4 several years ago and it | ooks
like with the |last drop was down to 17.3 and
18.3. So the higher end clearly dropped
al though still a reasonable difference between
the groups. And the overall rate sonme m ght
argue is still too high. So |I'd say there is
a significant evidence perfornmance gap.

CO CHAI R KAPLAN: Larry? O her
comments? Ready to vote?

M5. SHAHAB: Voting for 1(b)

performance gap. One is high, two noderate,
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three low, four insufficient. And the tine
begi ns now. Just one nore vote.

Al votes are in for 1(b)
performance gap. N ne high, ten noderate,
zero |l ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you very
much. Priority?

DR HEIDENREICH. It has been, |
thi nk probably still remains a priority for
t he governnent, for CMS to inprove readm ssion
rates for M.

CO CHAI R KAPLAN: Larry? O her
comments? Ready to vote?

M5. SHAHAB: Voting for 1(c) high
priority. One is high, two noderate, three
| ow, four insufficient. And the tine begins
NOW.

Al votes are in for 1(c) high
priority. Fourteen high, five noderate, zero
| ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you.

Scientific acceptability, reliability. Paul.
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DR, HEIDENREICH: So, | think this

has been felt to be noderate. | think they
used a test/retest with a random sanple and |
see a reported ICC of 0.38 which is, you know,
| think relatively common for this type of

dat a.

CO CHAI R KAPLAN: Larry? O her
coments? Ready to vote? Onh, you have a
coment .

DR BERNHEIM | just wanted to
clarify it was brought up in the CABG just
because people had taken sone interest in
this. W did do some work because when we
create these I1CCs we're not using six years of
data to get a three-year sanple size. So Lisa
expl ai ned earlier we put together a correction
factor. And we can share those details.

And when you do that for this
nmeasure it goes up to 0.48 just so people
know. It's stronger. Qur best estinate of
what it would be with a full three-year sanple

si ze.
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CO CHAI R KAPLAN: Certainly well

w thin what we've been seeing. So it's not
exactly like this is a huge departure but
thank you for that clarification.

QG her comments? Ready to vote?

M5. SHAHAB: Voting for 2(a)
reliability. One is high, two noderate, three
| ow and four insufficient. And the tine
starts now.

Al votes are in for 2(a)
reliability. Three voted high, sixteen
noderate, zero |ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Validity, Paul?

DR. HEI DENREI CH: Yes, there's
been -- | think with the original subm ssion
l"mnot sure if things were updated but the
nodel , the overall nodel's discrimnation had
C statistics close to 0.6 and slightly under.

It sounds like interestingly it
was -- | think when it was tested in the CCP

project which had actual chart reviewit
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sounded li ke there was a very simlar C
statistic. So it didn't seemlike you were
|l osing a whole ot fromusing, or if any at
all of using adm ni strative data.

So that seens to be | think very
reasonable for this type of data. | think the
excl usi ons as descri bed are reasonabl e.
don't think there's been -- if anything the
slight changes over tinme have inproved --
I nproved the nodel since it was | ast approved.

| didn't feel there were any
significant issues with mssing data but we'll
see if anyone el se has concerns.

CO CHAI R KAPLAN: Larry? Can you
clarify the C statistic for us? Because |
want to nmake sure everybody understands. Wat
the magnitude of it.

DR BERNHEIM Sure. So you were
right. Wen it was first devel oped, the
techni cal report from devel opnent | think it
was 0.58. In the nost recent year of data --

we | ook at it each tine it gets run. The nost
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recent three years it was 0. 64.

DR HEIDENREICH: Ch, | actually
remenber | did have one question. The -- |
know it's been then tested in California data
SO now you can have an 18 and over neasure.

But | didn't -- it wasn't clear to ne if there
was a significant inprovenent or decrease in
t he nodel's perfornance.

DR BERNHEIM So that's a great
guestion that | don't renmenber the answer to.
In general our neasures often do slightly
better in the all-payer data sets. W think
that's because the conorbidities are even nore
powerful predictors in younger popul ations
that have fewer of them

And | can quickly find you the
answer to this for this particular one. So
0.67 was the discrimnation for the 18 and
over neasure. And the correlation between the
two was 0. 998.

CO CHAI R KAPLAN: Larry?

DR GLANCE: So, just as a quick
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point of clarification. As was alluded it's
very common to see a nodel performdifferently
In data sets.

And specifically if you're going
to use an all-payer data set you expect to see
nore heterogeneity in the patient popul ation
and therefore as a result of that you'll see
better discrimnatory power.

CO CHAI R KAPLAN:  Thank you.

O her comments? Frank.

DR BRI GGS: Wat was the inpact
of expandi ng the planned readm ssion
al gorithnf

DR BERNHEIM Great question.
Agai n, nunbers | don't have at the tip of ny
t ongue.

It reduces the overall readm ssion
rate very slightly. Al though for this
measure, let's see if |I can find it rapidly
for you.

CO CHAI R KAPLAN: So refreshing to

see people throw ng pages as opposed to
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scrol | .

(Laught er)

DR. BERNHEIM Exactly, not be on
a screen. GCkay. Planned readm ssion
algorithm| don't see here.

| f sonebody on the phone from our
team has this handy pl ease speak up. And
will otherwise find it quickly but it'll take
nme just a mnute.

Can the operator open the lines
and make sure that sonebody on our teamis
avai |l able to answer this question quickly?
Because they have it at their fingertips
qui cker than | do.

M5. KHAN: What are their nanes?
The people that are on the phone.

DR. BERNHEI M  Chanch Nabat, are
you t here?

OPERATOR:  All lines are open.

DR. BERNHEI M  Ckay, great.
Anybody on the Yal e team have this nunber

handy quickly so | don't have to make this
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poor, tired conmttee wait while I flip pages?

M5. CGEARY: Hi, this is Lori Geary
at Yale. Can you hear ne?

DR. BERNHEI M  Yes.

M5. GEARY: W are pulling that up
now. Bear with us one m nute.

DR BERNHEIM The easi est pl ace
may be the NQF application where we brought it
back | ast year.

M5. CGEARY: Ckay. Fromversion 1
to version 2 it went from19.7 to 19.0. I'm
sorry, 18.7.

DR BERNHEIM (Okay, so a
percentage point. W should have gone with ny
guess, | was right. Thank you, Lori.

M5. CGEARY: (kay.

CO CHAI R KAPLAN:  Thanks for that
clarification. Any other comments? Ready to
vot e?

M5. SHAHAB: Voting for 2(b)
validity. One is high, two noderate, three

| ow, four insufficient and your tinme begins
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NOW.

Al votes are in for 2(b)
validity. Four high, fifteen noderate, zero
| ow and zero insufficient.

CO CHAI R KAPLAN:  Thank you.
Feasibility?

DR HEI DENREI CH: Based on cl ai ns
data, highly feasible.

CO CHAI R KAPLAN: Larry? O her
comments? Ready to vote?

M5. SHAHAB: Voting for
feasibility. One high, two noderate, three
|l ow, four insufficient. Tinme starts now.

All votes are in for feasibility.
Ei ght een hi gh, one noderate, zero |ow, zero
I nsufficient.

CO CHAI R KAPLAN:  Thank you.
Usability and use. Paul ?

DR HEIDENREICH: Well, it already
I's being used. And you know, one coul d argue
iIt's been successful given that it's been used

both I think for public reporting as well as
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for paynent.

And we've seen the expected
changes at |least wthin 2012.

CO CHAI R KAPLAN: | have one quick
guestion. If it were possible, would it be
possible to investigate actually the
sensitivity to places where you actually knew
there were efforts underway to inprove this?
And so responsiveness to change could actually
be esti mated.

DR BERNHEIM So | think what
you're asking is could we focus in on places
that we know are nmaking a big effort around
this and show that those efforts are playing
out. | nmean | think that's a great research
guestion. It's not sonething we've done on
our team but | think it is an inportant |ink
that the research is slowy building to show
And there are sone trials out there that have
shown particular interventions work AM
patients.

CO CHAI R KAPLAN:  Thank you. That
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rai ses the specter of the Rwrd so we're
moving on really quickly. So, for usability
and use are there any other -- sorry, Karen?

DR, JOYNT: | think this is a
great exanple of ways in which the sane
measure can be used a |lot of different ways.

In the way that it's used in
public reporting the -- of the 4,464 hospitals
inthe US 23 are identified as being better
than average, 2,327 are no different, 29 are
worse and 2,085 are nunber of cases too snall.

That's a ot of effort for
hospitals to make for this anmount of
discrimnation. And I know they get nore
i nformation than this.

On the conpletely opposite side as
the weight of the readm ssions penalty is
calculated in which there's no uncertainty
built into the nodel if you're 0.001 percent
wor se than predicted on dollars, not even on
rates, that you will in theory get a penalty.

And | don't know that there's any
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way in this commttee to address the different
ways i n which sonething can be used, but it
certainly points out that the statistical
argunents that we have about the way that this
thing is done can go any nunber of different
ways when things are put forward.

And to ne the way that things are
used actually is really inportant to how t he
nmeasure is going to work. And | m ght
personal |y choose different ways of
calculating this based on whether it was going
to be used for public reporting or for pay-
for-performance or whatever this is going to
be.

So | just have concerns about this
sort of blanket blessing of neasures when they
can be used in such vastly different ways.

That may be a bigger problemin this
particular nmeasure but | think I'd be
interested in hearing fromthe devel opers sort
of how we shoul d think about what your nodel

can do.
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The data to suggest exactly what

you' re saying which is what we know can and
can't work to inprove readm ssions i s not
great. And |I'd be interested in know ng from
your work are the people that are identified
as outliers doing sonething differently.

What ' s happening as a result of
the way that this netric is being used?

CO CHAI R KAPLAN: Hold on a
second.

CO CHAI R HALL: A coupl e of
things. Karen, your sentinent is a
| ongstandi ng one. It's been heard in nmany,
many NQF foruns over the years. And in fact
I think -- | won't junp the gun, but in the
upcom ng white paper com ng out from NQF there
may be sone commentary about NOQF increasing
I ts gui dance around recommended uses or uses
where a particul ar neasure seens nost
appropriate. So we won't change that aspect
of it today but your sentinent has been heard

many, many tines.
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If there's --

DR. JOYNT: And if this needs to
be tabled I"'mtotally fine with that. [|I'm
struggling a little bit wth sort of the
guestions around usability for us to sort of
say as it's being used what are the negative
consequences, what's happened. And we don't
really get that data --

CO CHAIR HALL: Absolutely. And
that's been -- | think we all synpathi ze.
That's absolutely been the case.

But so if there is sonething you
woul d |'i ke our devel opers to state please
rephrase that. | didn't want to cut you off,
but | do want you to know that that is a
| ongst andi ng concern and there nay be sone
change in the air around that concern. But it
won't happen today.

s there anything you do want the
devel opers to state? GCkay. Any other
comments or concerns then?

CO CHAI R KAPLAN: Just to say that
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sonme of us share your pain. And the hopefully
MAP group wll begin to address these kinds of
I ssues.

So there's a safety clause built
in but it's not sufficient for sone of us to
ki nd of feel cozy about these deci sions.

Ckay, Susannah.

DR BERNHEIM | will decline from
conmenting on the pieces that you guys want
not comented on. | just wanted to naeke sure
t hat people know that a part of the work that
we do wth CM5 is explicitly nonitoring for
uni nt ended consequences. And we do sone
surveillance work. And there is a constant
measure or mai ntenance process. So just in
terns of the unintended consequences piece
that is a part of the expectation as part of
the nmeasure life cycle.

CO CHAI R KAPLAN:  Thanks for that
clarification. Any other comments? Are we
ready to vote usability and use? Ckay.

M5. SHAHAB: Voting for usability
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and use. One high, two noderate, three | ow,
four insufficient information and the tine
starts now.

Al votes are in for usability and
use. Four high, fourteen noderate, zero | ow
and one insufficient informtion.

CO CHAI R KAPLAN:  Thank you very
much. Moving onto suitability for
endor senent. Paul ?

DR HEIDENREICH. | think no
additional comments. |'d say it neets
endor senment in ny opinion.

CO CHAI R KAPLAN: Larry?

DR. GLANCE: | think this neasure
Is also very typical of nost of the CMVMS
measures that we've heard in other neasures.
It's very robust in terns of the nethodol ogy
and | would al so vote for endorsenent.

CO CHAI R KAPLAN:  This is
Washi ngton so | won't say "robustitude" in
this audience but it does -- so we are voting

on its suitability for endorsenent. Ready to
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vot e?

M5. SHAHAB: Voting on overal
suitability for endorsenent. One yes, two no.
Time starts now.

All votes are in for overal
suitability for endorsenent for neasure 0505
Hospi tal 30-day All-cause R sk-standardi zed
Readm ssi on Rate Fol |l ow ng Acute Myocardi al
Infarction Hospitalization. The results are
17 yes, 2 no.

DR BERNHEIM  Thank you.

CO CHAI R KAPLAN: Thank you to the
Yal e group.

CO CHAIR HALL: We'll invite the
next Yale group to the table.

(Laught er)

CO CHAIR HALL: W'l be
di scussi ng 2539 Seven-day Ri sk-standardi zed
Hospital Visit Rate after Qutpatient
Col onoscopy. | think in sonme sense there's a
little bit of a tw st conpared to sone ot her

topics we've discussed. So we'll wait for our
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devel opers.

No, that was not a pun.

(Laught er)

CO CHAIR HALL: So we have 18
people in the room No one's permtted to
| eave because we | ose our quorum So raise
your hand if you have to do a nunber one.

(Laught er)

M5. KHAN. W shoul d be done by 2
| think.

CO CHAIR HALL: We'Il continue to
push on. Qur colleagues from Yal e, please
I ntroduce yoursel ves and your neasure.

DR DRYE: H, I'mElizabeth Drye
from Yal e.

DR RANASI NGHE: My nane's |suru
Ranasi nghe from Yal e.

DR DRYE: | was just going to say
following up on Bruce's point that this is a
little bit of atwist. This is the first
nmeasure we're bringing to NQF that is for

outcone of anbulatory care. So we're really
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excited about it. It is newterrain. And
Isuru led the work and he's going to wal k us
t hr ough.

DR RANASI NGHE: Ckay. So it's
| suru here again.

"Il start off by doing a quick
sunmary of the neasure and the rationale for
t he neasure.

So the neasure is a neasure of
unpl anned hospital visits foll ow ng outpatient
col onoscopy. And that is col onoscopi es
perfornmed in hospital outpatient departnent
anbul atory pre-surgical centers and physician
of fice settings.

The denom nator for this nmeasure
Is low or noderate risk col onoscopy
procedures. And based on our inclusion and
exclusion criteria we actually capture about
94 percent of all outpatient col onoscopies
per f or ned.

The nunerator for this neasure is

unpl anned hospital visits wthin 7 days of the
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procedure. And hospital visits include ED
adm ssi ons, observation stays and inpatient
adm ssi ons.

Now, that's a very broad patient-
centered outcone that captures adverse events
that are related to the bowel prep, the
anesthesia itself and the procedure.

Now, this neasure is really
I nportant because of four critical reasons and
["I'l outline them

First is that col onoscopy is
incredibly coomon. So this is the nost common
procedure perforned in the outpatient setting.
W see an outcone rate of about 16.2 per 1,000
procedures in the Medicare data and we see
significant variation between 8 to 20 per
1, 000 between providers. So thereis a
facility-level variation in quality.

And if you extrapolate that to
nati onal data that's about 27,000 hospital
visits foll ow ng col onoscopy procedure

national |l y.
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And that's really inportant

because nost of these procedures, we know two-
thirds to three quarters are screening

col onoscopies. So by definition these are
procedures occurring in relatively healthy
peopl e who don't have signs or synptons of a
di sease. And ensuring nonitoring quality in
that group is -- there's a strong nandate for
measuring quality.

We al so know when we | ook at the
top diagnosis that many of these patients cone
back in with serious and very mld things, and
potentially preventable things. Things |ike
abdom nal pain, nausea, bloating, bleeding,
perforation, syncope, aspiration because of
the anesthesia. So we think these are really
I nportant things to neasure and potentially
prevent abl e.

The key thing wwth this is many of
these providers in the outpatient setting are
conpl etely unaware of these events. They're

sinply invisible.
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So for exanple, there's a study
from Boston that suggests that about 80
percent of these visits the providers are
actually unaware of. And you can under st and
that. So if you're an ASC, anbul atory
surgical center, you're legally not allowed to
provide foll owup care. You can understand
why patients would present to a different
provider in the event of an adverse event. So
we think this nmeasure is really inportant for
illumnating quality.

And if | can finish by very
qui ckly saying that this neasure was devel oped
with input fromworking group that -- we had
i nput fromDr. Ron Bender and John Allen who
are heads of the Anerican Gastroenterol ogy
Associ ation and the Anerican Col | ege of
Gast roent er ol ogy.

W were extrenely fortunate to
have them and they had a huge input into
shapi ng this neasure.

W were also very lucky to have
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the highly qualified technical expert panel
whi ch provide us great insights into this
nmeasure. And a period of public comment which
we addressed many of the issues that cane up.
And | nust say overwhelmngly this
nmeasur e has been supported by that group. So
we think that provides a lot of rationale.
Thi s measure uses Medicaid data so
it's emnently feasible. It's risk-adjusted.
It uses a hierarchical nodel. W can
statistically determne the outliers.
And just lastly, we submtted this
nmeasure for approval to MAP during the
devel opnment process and we have received
condi tional approval fromthem
CO CHAI R HALL: And j ust
i medi ately clarifying, the accountable entity
Is the outpatient departnent or the anbul atory
surgery center?
DR RANASI NGHE: That's right.
COCHAIR HALL: Al right. So,

thank you for that introduction to the
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neasure. W're in the category of evidence.
We'l|l ask Ross and/or Cristie if they would
like to open the discussion.

DR EDMUNDSON: Sure, | can start
here if that's okay wth you, Cristie?

M5. TRAVIS:. Pl ease.

DR EDMUNDSON: Gkay. On
evi dence, so you've already alluded to sone of
the evidence. But there's not alot. This is
a new neasure.

| think -- you nentioned four
reasons why this is inportant. 1'd add a
fifth one. Wwen | need ny col onoscopy | don't
want a conplication. And that's inportant to
everybody because this is our general
popul ation. If you live |long enough you
shoul d have one of these.

So the evidence that is literally
revi ewed shows conplication rates from20 to
34 percent. And then you did have on HCUP
data unpl anned hospital visits ranging from

8.2 to 20.1 per 1,000 col onoscopi es.
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DR RANASI NGHE: That's right.

DR EDMUNDSON:  And | think that -
- so there's sone evidence out there although
it'"s light at this point in tine for the
evi dence.

Cristie?

M5. TRAVIS: No, just that you all
di d docunent at |east sone of the
I nterventions that you thought would be
possi ble to actually inprove upon the neasure.
So fromny perspective it neets the evidence
for health outcone.

CO CHAIR HALL: Any ot her conments
or concerns? W' ||l consider this an
I nternmedi ate outconme for now. No other
comments. No cards. Let's vote on evidence.

M5. SHAHAB: Voting for 1(a)
evidence. One is yes, two no. Tine starts
now. One nore vote.

All votes are in for 1(a)
evi dence. Fourteen yes, four no.

CO CHAI R HALL: Performance gap
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opportunity.

M5. TRAVI'S. There does appear to
be variability in performance. The
standardi zed range was from8.3 to 20.1. So

there seens to be quite an opportunity for

I nprovenent .

CO CHAI R HALL: Additi onal
coment s?

DR EDMUNDSON: | agree. No other
coment .

CO CHAIR HALL: Let's nove to
vot e.

M5. SHAHAB: Voting for 1(b)
performance gap. One high, two noderate,
three low, four insufficient. Tinme starts
NOW.

CO CHAIR HALL: Let's try again

M5. SHAHAB: All votes are in for
1(b) performance gap. Seven high, el even
noderate, zero low, zero insufficient.

CO CHAIR HALL: Priority.

M5. TRAVIS: This is a U S
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Preventive Services Task Force recomendati on
as was tal ked about since we're recommendi ng

t hat people go get this as a screening test
that we have an obligation to be sure they're
getting a high-quality. | think I was

I npressed by the 14 mllion col onoscopi es that
wer e done back in 2004 alone. So a very high-
frequency procedure that needs to have the
gqual ity measured.

CO CHAI R HALL: Additi onal
comments? No additional comments.

M5. SHAHAB: Voting for 1(c) high
priority. One high, two noderate, three | ow,
four insufficient. And your tinme begins now

Al votes are in for 1(c) high
priority. The results are 12 high, 6
noderate, zero low, zero insufficient.

CO CHAIR HALL: Thank you. Mbving
into scientific acceptability, reliability.

DR EDMUNDSON: The reliability
was on a 2010 split population arm Large

nunbers of col onoscopi es.
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And | believe your -- the I CC on

that was 0.335 judged as fair. And | think
that's the information provided. |Is that
correct?

DR. DRYE: Correct. W did, as
you heard on our other neasures, we have
recal cul ated that with the Spearman- Brown
prophecy fornmula. It's an interesting nane.
And it's at 0.43. That gives us a better
estimate if we had a full data set.

| would just note | think as
you're all aware the outcone rates for this
nmeasure are |lower than they are for, for
exanple, AM readmnm ssion. And so we have to
get a bigger sanple size to get reliable
nmeasure score results.

And we're happy with what we're
seeing here but this is an inherent challenge
in a healthier population with a high vol une
of procedures but a | ower outcone rate.

CO CHAIR HALL: Any additional

conments or concerns on reliability? Seeing
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none.

M5. SHAHAB: Voting for 2(a)
reliability. One high, two noderate, three
l ow, four insufficient and the tine starts
now. W need one nore vote, please.

Al votes are in for 2(a)
reliability. The results are 1 high, 17
noderate, zero low, zero insufficient.

CO CHAIR HALL: Moving into
validity. Opening remarks.

DR EDMUNDSON: Ckay, on validity
you had your technical expert panel that drove
alot of I think the validity questions as |
read through your information.

In addition, you had split sanple
two years of data. And on that C statistics
of 0.67. And your conclusions were that this
IS good nodel discrimnation.

The ot her piece of information
that you provided that |1'd |like to have you
comment on is the Charleston nodel. Better

than Charl son nodel in that | believe this is
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your risk stratification tool. And the

El i xhauser nodel of your C statistics actually
bei ng better than those as a risk nodel.

Wul d you comment, pl ease?

DR. RANASINGHE: So, this is
Ranasi nghe here agai n.

So, we did two things. One was
that we conpared the C statistics between
devel opnment and the validation sanple, and
then again in using data. So we devel oped our
data using the 2010 sanple and then we
validated it again in the 2011 sanple.

The ot her validation step we did
was to construct the risk adjustnment nodel
using -- we constructed a risk adjustnent
nodel based on our conceptual and statistical
under st andi ng of what we total predict
hospital visits in this population.

But we wanted to benchmar k agai nst
a risk nodel that's already being used. And
one option was to use the Charlson and the

El i xhauser nodels which are w dely accepted.
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Pl ease keep in m nd Charl son and
El i xhauser are unknown to gastroenterol ogists,
specifically -- not col onoscopy-specific. In
fact, the Elixhauser nodel was to predict
nmortality fromwhat | understand.

But this would give us a good idea
of where our nodel sits and our C statistics.
And the nodel characteristics actually ended
up being better than both those nodel s.

DR DRYE: This is Elizabeth Drye.
| would just add that, again, we're in a novel
data environnent in a novel setting. W don't
have ot her, you know, there are not like 5 or
10 ot her readm ssion neasures, simlar
nmeasures we can conpare it to.

So even though we were hoping with
t houghtful variable selection with a | ot of
clinical input that we would do better than
these indices we felt we should at |east use
sone ot her approach to make sure we were
getting what we thought we should be getting.

CO CHAI R HALL: Kar en?
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DR. JOYNT: | just have a few

additional questions. One is | know there's
not a lot of other quality neasures in this
group. But is there anything el se you can
conpare this to? Do we know if procedure
volunme matters for col onoscopy? The rate of
detection of abnormalities |I know has been
proposed as a quality. |Is there anywhere el se
to sort of externally validate whether or not
the rates that you're seeing are indicative of
bad procedure as opposed to sick patient?

DR, RANASINGHE: It's Isuru here
again. It's a great question and one that we
find really challenging because really there
IS no outcone neasures full stop for any of
the anbul atory neasures. And we didn't really
know what to conpare agai nst.

And in fact we -- our concl usion
we reached was that there is no neasure that
we coul d adequately conpare agai nst.

The only sort of neasure that

cones close is the NQF neasure that -- NQF-
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approved neasure for anbul atory surgica
centers which does an inmedi ate transfer
following the procedure. But at the tinme we
didn't have the actual reports of those

val ues. Individual hospital-level values were
not reported for that nmeasure for us to
conpar e agai nst.

DR DRYE: | would just add al so
that -- Elizabeth Drye again -- we relied
heavily on | ooking at the reasons for the ED
visits, observation stays and readm ssi on and
just thinking clinically, you know, are these
likely to be just sick patients, or are they,
you know, did they |look like they're rel ated.

And al so we know we're dealing
wth a patient group and a procedure that
typically would not be done in an outpatient
setting on patients who were acutely ill for
ot her reasons.

We did pull out of the neasure
those patients who we felt mght end up in the

hospital for the reason for which they were
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havi ng t he col onoscopy. So, |BD, inflanmatory
bowel disease patients, patients with history
of diverticulitis are pulled out of the
measure. We had a | ot of discussion around
that and comment on that issue.

We al so pull out of the outcone
adm ssions for planned care |ike col orectal
resection. And that's one-third of al
hospital adm ssions that we see foll ow ng
col onoscopy. So we tried to triangulate or
what ever, get at that concern in a nunber of
di fferent ways.

We al so | ooked at the baseline
adm ssion rates and we | ooked at the falloff
inthe first few days to try to pick the
outcone tinme frame. And we're confident that
we are zeroing in on hospital visits that are
really related to the procedure versus patient
factors that we're not adjusting for. But it
took a ot of different strategies.

CO CHAIR HALL: Sherrie?

CO CHAI R KAPLAN: | was just going
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to sort of notice, and this is not for slow ng
t he conversati on down or anything, but
different fromthe dialysis neasure where the
attribution was back to the hospital, right,
for readm ssion to the hospital.

CO CHAIR HALL: No, it was to the
di al ysi s.

CO CHAIR KAPLAN: It was to the
dialysis center. So then it does follow the
same issue.

So the skill in that case of the
col onoscopi st so confounded with center. At
that time there was sone discussion about the
I nterest of the physician-level stuff and the
potential for estimating things, or
attributing things to the outpatient center
versus the providers.

And there was sone conversation
around that. And | didn't want to -- | don't
want to cause a -- stir up a storm here, but
| did want to kind of for fairness of

conpari son rai se that issue.
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CO CHAIR HALL: Actually in a

simlar place because we're assum ng that the
facility has sone inpact on quality and it's
not just the operator's skill and proficiency.

DR DRYE: That's a great issue.

I think it's cone up before.

The reason that we put the neasure
at the facility level, there's a couple of
reasons.

One, there is a conponent of
facility care that we think contributes to the
outcone. There's the anesthesia care, there's
the post-op care, there's decision about when
a patient is ready to go hone.

These facilities, a lot of them
particularly anbul atory surgery centers are
physi ci an-owned and they tend to specialize
and they nmay have a couple of physicians who
regularly work there.

But in general the physicians do
col onoscopies in nultiple settings too. So if

you wanted to | ook at volune at the facility
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related to outcone you m ght not necessarily
be getting at the volune that you were trying
to capture which woul d be the per-physician,
at |l east for the physician conponent.

We're confident given the nature
of things that we see people go back to the
hospital for that there is a facility
conponent. And we expect that there's a
consi stency at which physicians are doing the
care.

Al so, as | nentioned before we
need to get a certain volune of patients and
outcones to be able to get a reliable
estimate. So for all those reasons we housed
it at the facility |evel

Li ke the other nmeasures -- this
measure would be, if it's inplenented by CMS
woul d be inplenented in the hospital
out patient departnent. | nean, sorry, the
hospi tal outpatient prospective -- OPPS system
as well as under the anbul atory surgery center

program
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So, they have not had this type of

nmeasure as far as | know i npl enented there.
And we have encouraged CVM5 to followthe
approach that is taken for the hospital-based
measures in which facilities get patient-|evel
data, they can see which patients are in the
nmeasure and where they ended up which are
things they won't otherw se see. And we think
that's going to be really critical.

And they won't be able to see in
t here who the physician was, who the
anest hesi ol ogi st was, et cetera.

CO CHAI R HALL: Paul a.

M5. M NTON- FOLTZ: Does this
i ncl ude i medi ate adm ssion to either obs? O
Is there is a 24-hour | ag?

DR. RANASI NGHE: So this includes
sort of direct adm ssions from ASCs or from
HOPDs. Hospital outpatient departnents.

And the rationale was that this is
-- col onoscopy procedures should be

strai ghtforward procedures, range from 30
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mnutes to an hour. There's really no reason
for the patient to stay for an extended | ength
of tinme unless sone sort of adverse event
occurs.

M5. M NTON- FOLTZ: Well, there are
those patients who have no ride even. W've
seen those. But it's not a |arge percent.

CO CHAIR HALL: Frank?

DR, BRIGGS: | was wondering if
you had data in regards to the how did you
cone up wth the seven days, seven days for
this type of procedure. And the side effects
that you're describing trying to capture seven
days actually seens a little bit long. And
you're thinking the first day, tw days, maybe
three days. Qut seven days you're probably
| ooki ng at continuation of synptons and things
like that. So |I was wondering if you had data
specifically to support your cutoff of seven.

DR RANASINGHE: So that's a great
guestion. So there's a range of side effects

that could occur after a colonoscopy. And
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they range fromw thin a few days for things
i ke perforation but up to 30 days for things
i ke bleeding, G bleeding. And so there's a
definite phenonenon of del ayed 3 bl eeding.

We know fromthe literature that a
vast majority of those conplications or
adverse events occur within the first seven
days.

And we can enpirically test that
by | ooking at the nunber of hospital visit per
each day post procedure. And what we see is
a curve which sort of levels off to after
about seven days. And that's why we picked
the seven-day tine w ndow because we thought
that would give us the best sort of quality
signal for our neasure.

So it doesn't -- and that was
supported by our technical expert panel. It
does nean that we m ss sone bl eeding events
that are delayed. But we specifically
excl uded them because we did not want to

capture hospital events that aren't related to
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t he procedure.

CO- CHAIR HALL: Wes?

DR FIELDS: Yes, a couple of
comments to Sherrie's point and then one
guesti on.

The comments. Hopefully we'll see
many out patient neasures in the future. |
think this one actually has a pretty el egant
desi gn.

But to Sherrie's anal ogy one of
the things | |ike about this is that they work
pretty hard at the devel opnment level to
identify what's essentially a well popul ation.
So that's quite different than the standard
di al ysis patient who's by definition
chronically ill.

The other is this is pretty nuch
of a1l to 1 |linkage between the physician
doi ng the col onoscopy than the procedure and
the outcone. And that's not necessarily true
of dialysis centers in terns of who is

actually providing the service and whet her
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It's a passive or active physician activity.

But one question about the design
nmeasure. |'mjust sort of curious why you
chose not to include unschedul ed foll ow up
wth a primary care physician or clinic during
the first seven days.

DR RANASINGHE: So that's a great
guestion. So, it's very, firstly, we
consi dered all outcones that are possible.

W felt the acute care user or
visit to a hospital is sonmething that's
unexpected follow ng a col onoscopy procedure.
And so that we thought would reflect a clear
gqual ity signal

Wereas visits to a primary care
provi der could be planned, could be
appropriate care, could be schedul ed care.
And that's very hard for us to identify from
clains data. And that is | guess the primry
reason.

CO CHAIR HALL: You okay with

t hat, Wes?
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DR FIELDS: Oh, |'mvery okay

wthit. And for Helen and many ot her people
around the table I think the nmeasure
devel opers nmake the point that there are nany
situations where a conponent of primary care
or first contact care can happen sonepl ace
besides a primary care clinician's practice.

And that's part of why I'm
fundanentally unconfortable along with 30, 000
of nmy close friends in enmergency nedicine with
the inplied negative netric that goes al ong
wth ED visits in many of the neasures.

CO CHAIR HALL: Point well taken.
Ross?

DR. EDMUNDSON: Yes, thanks for
bringing up the subject here.

| westled with this a | ot because
I was one of the tel ephonic calls saying well,
my first inpulse was this should be attributed
to a physician.

And as | westled with it |

t hought, no, | have to address the nethodol ogy
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that's in front of ne. And | think there's

very good value to know ng what particul ar
facility had what kind of outcones of

I ncreased visits into the energency room or
adm ssi ons.

| think there's value there. |
personal |y though, ny bias is that if you did
the study and you attributed it, it's the sane
information. And | agree with you it's a 1 to
1 relationship with a provider, a physician at
this point in tine.

That physician is the one who w ||
neet face to face with the patient beforehand,
gives the instructions, gives the prep, does
the sanme prep and in fact wll very often say,
wel |, where would you like to have this done.

We can do it in the hospital, you
can do it in ny center or you can do it at
this -- based on their whim their
preferences, the day of the week, the
conveni ence to the physician.

So, | think it would be a better
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measure of quality tied to the physician. But
| do think it does have as it's stated and

presented to us sone value as a facility as

wel | .

CO CHAIR HALL: Thank you, Ross.
Kar en?

DR JOYNT: Just a quick question
First, | commend you for again trying to reach

into the outpatient setting and | ook at
sonething that | think is probably under-
studi ed because of the difficulties Iike that.
s there anything we should be
t hi nki ng about differently? Because this is
a conposite of things that are very different.
Sort of a quick visit to the ED versus an
observation stay versus a hospital adm ssion.
O are these do you think, given
t he heal thy popul ation that you' ve sel ected we
shoul d consider themall to be within seven
days equi val ent events?
DR DRYE: So that's a great

guestion. W like to think of themas |ike
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they're above a certain threshold of acuity.
You feel bad enough that you have to go to the
ED.

And they may reflect different
things. They may reflect that you can't get
into your primary care doctor's office because
they're just not accessible to you the next
day or that evening or whatever.

And so we're just saying is this a
threshold effect, either because of the
serious problem or because of a problemthat
coul d have been prevented, or could have been
cared for nore efficiently in an outpatient
setting. That's where the patient is going.

Are they all equal? They're not
all equal. And I think, you know, again we
feel really strongly the data has to be
reported back at the patient level with the
reason and the location of the hospital visit
so that providers can | ook at that.

| think, my own viewis if three,

you know, gastroenterol ogists or general
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surgeons are at an anbul atory surgery center
doing this care and one is having outcones
that are really driving those scores, that's
a lot of peer review and direct pressure back
on one provider.

So, but it gets back to your point
about how things get put into use. | think
with that information available to facilities
this works well as a conposite and it gives us
t he vol une that we need.

CO CHAIR HALL: Thank you. Ross,
anot her question? You all right? | have a
possi bly small question but I'"mcurious as to
why you risk-adjusted for polypectony.

DR RANASI NGHE: So that's a great
question. W know fromthe literature that
pol ypectony is associated with bl eeding, G
bl eedi ng, and that's the strongest risk factor
for Dbl eeding.

At the sanme tine there's a | ot of
debat e about, you know, renoving the polyp

coul d be discretionary, that sone providers
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may renove unnecessary polyps and you m ght be
-- you're adjusting away that quality signal

But we felt renoving --

i dentifying polyps and renoving themis a
quality indicator itself of col onoscopy. W
did not want to -- you know, if sonebody
appropriately renoves a polyp and that
resulted in a high rate of hospital visits we
didn't want to di sadvantage these providers
who are taking appropriate action to treat a
condi tion.

CO- CHAIR HALL: | understand that,
but you could also argue that there's perhaps
proficiency involved in taking polyps out
wi t hout causi ng bl eedi ng.

DR RANASINGHE: | just want to
make clear that we do not adjust for the
techni que used in renoving the polyp, the
nunmber of polyps. There's a nunber of
specific techniques for renoving polyps. So
that technical conponent we do not adjust for.

And that is up to the discretion of the
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provi der.

CO CHAIR HALL: | wunder st and.
guess it |looks to ne like a part of the
therapy that could cause the event, the
conplication, and you may be adjusting for it.

Any ot her? Paul ?

DR HEIDENREI CH: Well, just it
sounds |ike that should be the next nmeasure,
a conpani on neasure of pol ypectony rates for
t hose under goi ng pol ypect ony.

CO CHAIR HALL: O adenonm
detection rates perhaps. OQher comments in
the category of validity? Seeing none.

M5. SHAHAB: Voting for 2(b)
validity, one high, two noderate, three |ow,
four insufficient and tine starts now.

Al votes are in for 2(b)
validity. The results are zero high, 18
noderate, zero low, zero insufficient.

CO- CHAIR HALL: Feasibility.
Qpeni ng remarks? Anyone? Sorry, go ahead,

Cristie.
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MS. TRAVIS: Admnistrative clains

and therefore feasible to collect.

CO CHAIR HALL: O her comments?
Seei ng none.

M5. SHAHAB: Voting for
feasibility. One high, two noderate, three
| ow, four insufficient and the tine starts
NOW.

All votes are in for feasibility
and the results are 14 high, 4 noderate, zero
| ow, zero insufficient.

CO CHAIR HALL: Usability.
Opening remarks? Ross or Cristie, any
specific remarks?

M5. TRAVIS: Not hing specific.
It's just not in use yet. But they did talk
about the fact that if it was publicly
reported or |ater used in paynent
met hodol ogies and talked a little bit about
using the sane net hodol ogy as for sone of the
ot her CM5 neasures.

CO-CHAI R HALL: Kat hy?
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DR AUGER | just wanted to

comment on a potential unintended risk. As
t he devel oper nentioned a few mnutes ago if
you're in a group of three people at an
anbul atory care practice and one of those
providers is really driving the outcone and
you end up in an outlier as perhaps a bad
performng site.

As a nenber of the public know ng
that m ght actually give you anxi ety about
your physician's ability which may be
conpletely msattributed. You mght actually
be wongfully attributing risk to a good
doctor as opposed to one that has higher
adverse outcones. So, there's the potenti al
for msattribution of risk. But | suppose you
could al so argue that you could then put
pressure on that |ower perform ng physician as
well. So | could go either way.

CO CHAI R HALL: Karen.

DR JOYNT: | may just be reading

this wong so feel free to correct ne if |I'm
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m st aken.

But in the long report it |ooks
li ke fromthe HCUP data that one facility was
found to be better than expected and four were
found to be worse than expected.

And | feel |ike fromwhat you told
us at the beginning about the variability in
outcones that that either strikes ne as the
sanple size is too small or | m sunderstood
the variability. O this isn't the sane you
were tal king about. So just a clarification
on sort of how this plays out in the real
wor |l d data woul d be hel pful.

DR RANASI NGHE: Ckay, that's a
great question. So, we devel oped our neasure
using a 20 percent Medicare sanple. And
because that's a sanple we needed to actually
test the neasure score. W need a 100 percent
sanpl e.

And for that we used HCUP dat a
fromfour states. And that outlier analysis

Is data fromfour states only. And that's
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about 992 facilities. So we expect many nore
outliers. |f you actually included the
national population | think there's about
8,000 facilities plus nationw de.

The other point | need to nake is
that that is using the 95th percentile and
that's a policy decision. So if you wanted to
capture nore outliers you can change the
cutof f interval

COCHAIR HALL: So wth the 5/95
i nterval you're working at about a percent, 1
percent roughly nore or |ess? kay.

QG her comments? Usability, other
comrents or concerns? Not seeing any.

M5. SHAHAB: Voting for usability
and use. One high, two noderate, three | ow,
four insufficient information and the tine
starts now.

All votes are in for usability and
use. And the results are 1 high, 16 noderate,
1 low and zero insufficient information.

CO CHAI R HALL: Any sumary
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comments for overall voting? | do not see
any. Ross?

DR. EDMUNDSON: | think this is a
very -- a high-frequency outpatient procedure.
And this is a start. This is shining the
light on it.

And | think that there's a | ot
that we're going to probably have to | earn out
of this one. And | think like as | say, ny
prejudice is that | think it wll be better to
| ook at this from an individual provider. But
"Il leave that for time and further
I nformation to deci de.

CO CHAIR HALL: Thank you. Any
ot her cormments. No? Let's nove to vote.

M5. SHAHAB: Voting for overal
suitability for endorsenent, one yes, two no.
The time starts now.

CO CHAIR HALL: We're waiting for
one nore if you could just click it one nore
time.

M5. SHAHAB: All votes are in for
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overall suitability for endorsenent for
nmeasure 2539 Facility 7-day Ri sk-standardi zed
Hospital Visit Rate after Qutpatient

Col onoscopy. And the results are 17 yes, 1
no.

CO CHAIR HALL: W thank the
devel opers for their effort and input.

And we w Il nove into the review
of 1789. |I'mturning over to who? Wo aml
turning over to?

MR AMN  Ckay, so --

CO CHAI R KAPLAN: Before you
start, is part of your start going to be what
we' re supposed to do here?

MR AMN  Yes.

CO CHAI R KAPLAN:  Thank you.

(Laught er)

CO CHAIR HALL: And we wel cone the
Yal e team back to the table. They'l
I ntroduce thenselves in a nonent.

MR AMN Ckay. So, as part of

the 2011 eval uation of neasure 1789 the
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Hospital -wi de All-cause Unpl anned Readm ssi ons
Di scussion there was a nunber of elenents that
the steering conmttee requested fromthe
devel oper post dry run, especially trying to
understand the results of the dry run,
specifically an analysis of the distribution
of performance between hospitals with varying
proportions of |ow SES patients and the
proportion of the neasure result variation
that is attributable to providers conpared to
patients.

This informati on was not avail abl e
during the initial endorsenent of this neasure
and so given that we -- this is the first tine
this commttee has net since the evaluation of
1789 we' ve asked the neasure devel opers to
provide this information to the commttee.

And | will turn it back over to --
and provide a quick update on the progress
related to harnoni zation to nmeasure 1768 which
was provided to nenbers of the commttee that

are returning.
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So there are a nunber of nenbers
of the conmmttee that are aware of this issue.
And | would sort of invite you to participate
in this conversation

"Il just note who that is.

Bruce, Cristie, Jo Ann Brooks, Paula, Larry

A ance, Leslie Kelly Hall and Sherrie Kapl an

of course.

So, that is the topic of the next
hal f hour.

CO CHAIR HALL: Thank you. And
just to clarify, we wll not actually be asked

to vote on anyt hi ng.

MR AM N  No.

CO CHAIR HALL: W' re being asked
to review the informtion.

MR AMN Yes, these are purely
updates fromthe devel oper and conversati ons
that the conmttee nmay want to have with the
devel oper related to those topics. But this
nmeasure is not up for review and there wl|

not be an endorsenent decision fromthis
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conversati on

CO CHAI R KAPLAN: And the goal of
this conversation is to generate?

MR AMN Is to provide an update
to the coomttee. This was --

CO CHAI R KAPLAN:  Not on their
side, on our side. What are we to do? W're
to provi de what?

MR AMN This was a request by
this conmttee at the end of the |last review
So this is an update on these particul ar
I ssues. There's no action required by the
commttee at this point.

DR BURSTIN:. And just to add to
that. So, when the decision was made to
endorse this neasure there was -- sone of you
may renmenber this was not w thout controversy.
Susannah is still smling, that's good.

But part of the agreenent
particularly with the NQF board as well as
wth the steering conmttee was that they

wanted us to take a | ook back to see what the
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experience has been, to see if there is any
evi dence of uni ntended consequences and sort
of nmonitor the situation. This is essentially
that nonitoring update.

CO CHAI R KAPLAN: So, essentially
-- not to keep beating this horse, but
essentially our role is to thank you for
sharing and we are -- any comments we have for
the devel oper will be conmmunicated to --

MR AM N  They wll be
communi cated in the report around the updates
on these topics.

DR BURSTIN. And certainly since
t he devel opers and CVS are here we want them
to be part of this discussion. |If there are
I ssues that are raised that need further
di scussion we wi Il encourage those
di scussi ons.

CO CHAI R KAPLAN: Coul d the
devel opers pl ease re-introduce yoursel ves for
the record and then present your findings.

DR. HOROW TZ: I"m Leora Horow t z
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from Yal e.

DR BERNHEIM And |I'm Susannah
Ber nhei m

DR, HORONTZ: So | led the
devel opnment of this neasure and presented to
this coonmttee in 2011. And thank you. |
know it's been a |long two days so thanks for
bearing wth us.

So, as you know this neasure was
endorsed in the spring of 2012 and at that
time you had asked us to cone back earlier
than the three years to tal k about the dry run
and the harnonization. And so |I'mgoing to
just quickly summarize those. And | believe
you' ve received those naterials as well.

So, we had the dry run in the fall
of 2012. Dry run neans that CMS sends
hospitals a confidential report of what the
measure results ook Iike but wthout publicly
reporting them

And so hospitals received the

overall score. They also received the scores
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for each of the five specialty cohorts that
make up this neasure. And they received a
list of every one of their patients that was
in the neasure along with whether that patient
had been readmtted and if so to which
hospital and what date and what the procedures
and t he di agnoses were.

And there was a lot of interest in
that dry run. CMS sent results to 4, 652
hospitals. Seventy-two percent of them
downl oaded their data. W received 163
guesti ons about the neasure after that dry run
and we had 2,400 peopl e approxi mately register
for two phone calls that we had to explain the
measure and answer questi ons.

Most of the questions were about
t he net hodol ogy i n various ways.

So based on the feedback and the
guestions that we got in that dry run we nade
several changes to the neasures. And | want
to make sure that you're aware of those now.

We updat ed our pl anned readm ssion

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 333

algorithm At that tinme we added nine
procedure categories to the |list of things
that could qualify you as having a pl anned
readm ssion. W also renoved a di agnosis code
fromthe acute diagnosis list which woul d have
ot herw se disqualified a readm ssion from
bei ng cal | ed pl anned.

And t hose changes were al ready
brought before NQF in the context of the re-
endor senent of our other -- various other
condi tion-specific neasures.

For this neasure, for the
hospi tal -w de neasure those changes increased
the proportion of readm ssions that we call ed
pl anned. So before we called 5.1 percent of
readm ssi ons planned and with the changes we
called 8.3 percent of them planned. So that
decreased the national unplanned hospital
readm ssion rate from16.8 to 16.2 percent.

| should add that we subsequently
conducted a chart validation of the planned

readm ssion algorithm and have nade severa
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nore small changes that have also slightly
changed the readm ssion rate. But those
changes are snaller.

Based on the feedback that we got
in the dry run we also altered the assi gnnent
of sone patients fromthe surgical cohort to
ot her cohorts, so about 200,000 patients
overall noved. And we changed the way -- the
unpl anned readm ssion follow ng a planned
readm ssion was counted in the nmeasure.

Agai n, that change has been brought before NQF
for other neasures.

So, wth regard to harnoni zati on
we did include in our materials an updated
meno fromboth us and NCQA. NCQA is the owner
of the Plan All-cause Readm ssion neasure
whi ch is another all-cause readm ssion neasure
but targeted at the health plan | evel, not at
the hospital |evel

And at the tinme when we originally
had t he endorsenent we were asked to talk

about eight different areas in which we were
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not harnoni zed to see if we could harnoni ze on
t hem

So, one it turned out we were
al ready harnoni zed on so that was easy.

Two nore NCQA i s pl anni ng
hopefully to harnonize on. But they have put
t hose decisions out to public coment and then
It needs to be voted on by their board of
directors. So their plan is to harnoni ze on
two other topics which is the planned
readm ssion al gorithm and counting
readm ssions as new i ndex adm ssions. And so
we w || hear about that when that vote
happens.

For two other areas in which we're
not harnoni zed NCQA did several anal yses.
Those are the exact formof the risk
adj ustment vari ables that we used and using
hi erar chi cal versus non-hi erarchi cal nodeling.

When they anal yzed those two areas
they found it nmade al nost no difference at all

to the neasure. And so for the purposes of
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just sort of practicality and sinplicity we
are both going to continue with the approaches
that we take knowing it doesn't really matter
very nuch.

And then there are the renaining
I ssues that we have so far agreed to di sagree
on still.

One is patients receiving nedical
treatment for cancer. W exclude those
patients fromthe hospital neasure. They have
extrenely high post-discharge nortality rates
and we're worried about the conpeting risk.

On a plan level that's |ess
relevant to the plan popul ation. NCQA prefers
to keep those patients.

The other area that we are going
to continue to disagree on is psychiatric
patients. W both include patients who are
admtted with substance abuse or other sort of
medi cal psychiatric probl ens.

But patients who are only admtted

for a psychiatric disease, |like for an acute
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schi zophreni a or acute bipolar disorder are
not in our neasure because we -- our neasure
doesn't have psychiatric hospitals.

And so psychiatric hospitals and
psychiatric units are not in our neasure.
They are in the NCQA sort of the plan
nmeasur e.

And so there's a very snal
fraction, about 3 percent of all psychiatric
adm ssions cone into nedical hospitals perhaps
because we just can't exclude themwell. And
so we exclude that tiny fraction because
they're just a very small fraction of al
psychiatric patients. So we're going to
continue to disagree on that point.

And lastly with regard to
soci oeconom ¢ questions it's obviously
extrenely conplicated and difficult.

So after the original commttee
neeting we put together a variety of anal yses
trying to understand what the rel ationship of

hospital and patient kind of level variability
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was.

And we sent those anal yses to the
board after the commttee had nmet. But the
comm ttee never got a chance to see them So
we i ncluded those analyses in the nmaterials we
sent to you.

And the 30,000 foot view very
qui ckly is just that hospitals that have
hi gher rates of patients with | ower
soci oeconom ¢ status which in itself is a very
hard thing to kind of get your brain around,
but we did that in four or five different ways
so we could try to capture that.

Those hospitals that have a | ot of
those patients do have slightly higher risk-
standardi zed readm ssion rates. Al though the
overlap is really profound so there's just a
huge anount of overlap in the rates.

And then -- but that didn't
particularly help us nmuch because that could
have been because there's an intrinsic risk to

havi ng | ow soci oeconom ¢ status. O it could
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have been because patients wth | ow

soci oeconom ¢ status may cluster in hospitals
with lower quality. And so it's so hard to
di sent angl e what that neans.

So, the last thing that we did is
we just took all of those patients out as best
we could. So, in one analysis we renoved all
Medi caid patients fromthe data. So we tried
as best we could to take out those
soci oeconom ¢ status patients altogether. And
then we redid the anal yses and still we find
a slightly higher risk-standardi zed
readm ssion rate in the hospitals that have a
| ot of those patients even though we're not
putting themin the neasure.

And so again, it's hard to exactly
know what that neans but it's at |east
suggested that this is not purely a patient-
| evel problem that there's sone conponent
relating to the hospital

CO CHAIR HALL: Thank you. Leora,

woul d you m nd just rem nding us how you --
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you touched on it, but you didn't state it in
detail, how readm ssion is considered or not
consi dered an index as well in your algorithnf

DR, HORONTZ: So, in this neasure
every readm ssion is newWy considered an index
adm ssion. And so a readm ssion counts as a
readm ssion, and then it also counts as an
i ndex and we ook to see forward if there's a
readm ssion after it.

CO CHAIR HALL: Thank you. Any
guestions fromthe group? Wes.

DR. FIELDS: Just one snall one.

I wasn't in the roomfor this prior

di scussion. So I'mnot clear. |Is this an
all -plan anal ysis or analysis of CMS
popul ati ons?

DR. HORONTZ: This is endorsed
for 18 and over but it's in use currently only
for Medicare patients.

DR FIELDS: So when you said you
renoved the Medicaid patients, you're talking

about the dual eligible population?

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 341
DR HORON TZ: Correct.

CO CHAIR HALL: But the renoval
was just a sensitivity test. It wasn't
actually howit's -- yes, okay.

CO CHAI R KAPLAN:  So, | was out of
the roomas well. Just -- but recalling these
data, no matter that it |ooked Iike robust
across disproportionate share hospitals,
whet her or not your status was a public
hospital, proportion of Medicaid patients, and
| forget what the fourth one was.

But robust across about four or
five different considerations of things that
actually could be a proxy. W can argue about
what they're actually a proxy for. But at
| east for robust across those treatnents of
potential differences in socioeconom c status.
Non-random cl ustering by patients wthin
hospital. Your findings are reasonably robust
across pretty nuch everything you tried.

DR. HORONTZ: Yes. As Sherrie

said, we defined SES in every way we could
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knowi ng we only had adm nistrative data. And
so the things that often people really care
about, whether they are literate or are

homel ess or things like that, we just don't
have that dat a.

But what we did was we | ooked at
proportion of patients that are dual eligible
that have Medicaid at the hospital

We | ooked at whet her the hospital
was a safety net hospital which we defined as
bei ng nore than a standard devi ati on above the
state average for its dual eligible patients.

We | ooked at whet her the hospital
was consi dered a disproportionate share
hospital by the governnent. And we |ooked at
whet her the hospital was a public hospital.
So, those are all ways we tried to get at
whet her a hospital was going to see a
di sproportionate nunber of |ow SES patients.

And of all of those the tightest,
the nost conservative definition we used was

proportion of Medicaid. So we |ooked at
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hospitals that had 30 percent or nore of their
pati ents having Medicaid. That was our
smal | est, nost extrene sanple. W only had
300-sonet hing, 331 hospitals like that. So
that's where you're going to see the biggest
differences. If we're going to see anything
it should be in those hospitals.

CO CHAIR HALL: Any ot her del ving
I nto any other geographic qualifiers?

DR. HOROWNTZ: W did not | ook at
any ot her geographic differences?

M5. M NTONFOLTZ: Did you account
for no-pay or undocunented?

DR HOROWN TZ: So again, because
we did this in Medicare data all of our
patients by definition have Medicare. And so
all we really had was the dual eligible
Medi caid and Medi care patients.

CO CHAIR HALL: Any ot her conments
or questions? |'ll |ook back to our NQF
col | eagues. Do we just thank the devel opers

or is there any other?
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MR AMN Yes, that's it.

CO CHAIR HALL: Thank you for this
updat e.

DR HOROWN TZ: Thank you for
havi ng us.

MR AMN Ckay, so we have two
other itens. W have public and nenber
comrent at 2: 30.

| just wanted to point out a few
next steps. |'mjust going to turn it over to
Adeela to talk through sone of the next steps.

One of the imredi ate next steps
that I want the conmttee to be aware of is
that we have a call scheduled on May 16 from
2to4. And we wll use that call, the
majority of that call to discuss the
har noni zati on of conpeting neasures
di scussi on.

So we have three sets of conpeting
measures di scussions that we're going to have.
Just so that there's a few folks in the room

that we're going to ask you to play a little
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bit of a role during that conversation

Those that have been | ead
di scussants for the neasures, Ws Fields and
Pam Roberts, for the two -- there's the 2505,
the ED use within 30 days of hone health.
There are two neasures that are related to
this neasure. And we'll send you a side-by-
side table to give you a description of what
they look like. But just so you're aware. So
again, Ws and Pam we're going to ask you to
| ead this discussion during the call on the
16t h.

So 2505 relates to 0173 which is
the acute hospitalizations for hone health
patients. And 0171 which is ED use post hone
health w thout the 30-day qualifier. And so
we're going to have to have a conversation
related to how these are rel ated and whet her
we shoul d be sel ecting one of the neasures for
endor senent .

The ot her set of measures, Helen,

we're going to ask you to take the | ead on
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since you were the | ead discussant on is 2375
the SNF all -cause readm ssion neasures and the
2510 al so the SNF al |l -cause readm ssi on

And then the third set, you know,
there are a nunber of |ead discussants.

Bruce, Paul, Ross and John, you guys were all
part of the discussions around the CABG
readm ssion neasures. So we'll send a side-
by-side table related to those two neasures.
But we'll have to have a conversation rel ated
to potentially selecting a best in class.

We'll also send along prior to
that call a description of the decision |logic
of how we will go through the discussion
around either selecting one as a best in class
measure or potential harnonization. But the
nature of that call wll be to discuss
har noni zati on or selecting a best in class
nmeasur e.

Again, we'll follow up with nmuch
nore detail in an email wth sonme descriptions

of those neasures and who's responsi ble. But
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before we | eave today | wanted to nmake sure
that we at least had a little bit of, you
know, these recommendati ons are contingent on
the fact that we have a di scussion around

sel ecting or at |east addressing the question
of harnoni zati on or best in class.

| think there are a few questions
on that topic so | welcone them

M5. SHI PPY: Weill we be asked to
vote on the phone call?

MR AMN W will -- 1 don't know
the answer to that yet. But |likely we won't
be -- we'll have to nmake a decision. So
likely it wll be through a follow up
SurveyMonkey and not voting on the cal
Itself.

Again, we'll follow up with a | ot
nore detail of exactly what wll be kind of
expected during that conversation. But it
will be nore of a | ead discussant on the
nmeasures that you' ve already reviewed for the

commttee. So there shouldn't be anything new

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 348

t here.

So, Adeela, I'll turn it over to
you in ternms of summary and followup in terns
of next steps.

M5. KHAN: Sure. You can | ook for
that email around Friday. You'll get it in
your inboxes by then.

Just a quick sunmary of the
nmeasures that we've gone through today. 2515,
the Hospital 30-day All-cause Unpl anned Ri sk-
st andar di zed Readm ssion Rate Foll ow ng
Coronary Artery Bypass Gaft Surgery passed.

2514 Ri sk-adjusted Coronary Artery
Bypass Graft Readm ssion Rate al so passed.

2393 Pediatric Al -Cause
Readm ssi on Measure passed.

2414 Pediatric Lower Respiratory
I nfecti on Readm ssi on Measure passed.

2513 Hospital 30-day All-cause
Ri sk-standardi zed Readm ssion Rate Fol | ow ng
Vascul ar Procedures passed.

0695 Hospital 30-day Risk-
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st andar di zed Readm ssion Rates Fol |l ow ng
Per cut aneous Coronary Intervention passed.

0505 Hospital 30-day All-cause
Ri sk-standardi zed Readm ssion Rate Fol | ow ng
Acute Myocardial Infarction Hospitalization
passed.

And 2539 Facility 7-day Risk-
standardi zed Hospital Visit Rate after
CQut pati ent Col onoscopy al so passed.

In ternms of next steps after this
neeting we're going to have our post-neeting
call that Taroon nentioned. It's schedul ed
for May 16 2 to 4. You should have that on
your cal endars already. |If you don't let ne
know ri ght away.

After the in-person neeting we're
going to start witing the report. And we
expect the report to go out to public comment
in June, early June, June 6 through July 7.
That w |l be about a 30-day public comment.
We have to accommodate for the July 4 holiday.

But it wll be 30 days.
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And we encourage all of you to
pass the report around and get as many
conments as we can.

We'l|l have a steering conmmttee
call to review and respond to the coments.
That's July 30. Again you should have that on
your cal endars.

I n August we expect the neasures
to go through the NQF nenber vote and to CSAC
foll owed by endorsenent by the board in
Sept enber.

And we w Il have a 30-day appeal s
period we'll start in October. And we'll have
exact dates for you once the tine is closer.

That's all | have for today. |'lI
turn it back to Taroon.

MR AMN So, | would just say
fromthe NQF team a profound thank you very
much to the commttee for all of the hours
that you spent reviewing all of these
measures, all of the workgroup calls that you

spent and obviously this very entertaining but
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exhausting two days that |'m sure we've had
her e.

And a particular thank you to the
co-chairs who have led us through this on tine
across the two days. You' ve saved us a | ot of
work in terns of scheduling foll ow up
conference calls to review neasures. So thank
you to Bruce and Sherrie for all of your work
her e.

And we're just -- I'll ask for
sone reflections fromthe chairs. But | also
want to be cogni zant that we have the 2: 30
public comment period. So thank you.

COCHAIR HALL:  Well, | wll just
briefly say that Sherrie and | are thrilled to
presi de over such a wonderful group of experts
In these areas. So the privilege has been all
ours, all mne. | always, always |earn from
this process so |'malways thrilled to take
part. And being with such a great group is
what mekes it worthwhile.

CO- CHAI R KAPLAN: Ditto.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 352
MR AMN  So, Operator, | want to

see if there are public coments on the phone.
And we'll al so take any public comments in the
room
OPERATOR: Ckay. |If you'd like to
make a public comment please press * then the
nunber 1. There are no comments at this tine.
MR AMN Are there any comments
in the roon? No. Ckay.
Agai n, thank you all very mnuch
And we again, we appreciate all of your work
on this. Look forward to the foll ow up call
(Wher eupon, the foregoing matter

went off the record at 2:25 p.m)
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