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P-ROCE-EDI-NGS
(9:04 a.m)

M5. |1 SIJOLA: Good norning, everyone,
and thank you again for joining us for Day 2 of
t he Cardi ovascul ar Project. Again, ny nane is
Winm Isijola, and I'mjoined here by Sharon
Hi bay, Karen Johnson, and Vy Luong.

We have a host of neasures that we'l]l
be considering today really being presented by
the Joint Commssion, and I will turn it over to
our co-chairs, Dr. Kottke, and Dr. Ceorge to give
us a recap.

CO CHAI R KOTTKE: Good norni ng, thanks.
Yes, | think yesterday was very successful. W've
just had a chat with ACCF on 1524 CHADS2 and t hey
realized that there's a couple of problens that
t hey have, and so they are not going to put the
nmeasure forward at this tine. They're going to
reconsi der whether to propose a totally new
measure around anti coagul ati on rat her than have
us debate, and debate, and debate and still say

not quite adequate.
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That's all. Oherwise - yes, Judd?

MEMBER HOLLANDER: You know, |'m just
t hi nki ng again that we went through a |lot, and
that's a perfect exanple of sonething where we
could give themreally good feedback, and they
coul d make the nmeasure nuch better. And it makes
me wonder whether this whole Conmittee shoul dn't
function a little nore in the journal nodel,
where there's sort of a revise and reconsider.
Can we get the stuff earlier before it's
finalized? Like now we're voting yay or nay, and
that's a bunmer because there's sone really great
i deas that aren't getting through. And if we saw
it and had i nput and could help shape it via a
di scussion like this earlier, | think the quality
in the country would be a | ot better. W'd be
able to cone out with a | ot stronger neasures.
So, | don't know. Again, it's sonething we can't
decide, but it's something that just, you know,
to throw back for NQF to think about.

CO CHAIR KOTTKE: | guess, | nean, |

woul d say NQF has been working with them and
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thisis - | nean, we see it at sone point. You
can only see it the first time for the first
time. And | think they are doing the revise and
reconsi der, but they're just - we're on this
sort of HAS-BLED and CHA2DS2- VASc, and i s CHADS2
the state of the art anticoagul ati on deci si on
calculator at this time? And they're going to
have to think that through. | think there wll
still be plenty of people pushing anticoagul ation
and use of scores, it just won't be an endorsed
nmeasur e.

CO CHAIR GECRCGE: Basically, we'll see
this again in a slightly different version | ater
on.

M5S. HI BAY: Right, and just to be
clear, we also just offered, and I know they w ||
take up, ACC G oup will nmeet with the staff from
NQF to review. And just in general, as we
continue to, you know, being the quality
| mprovenent experts that we all are at the table,
as we continue to make sure our processes are up

to what they need to be, and we're tweaking them
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That's the point of the prelimnary analysis;
we' re al so encouragi ng those neasure devel opers
to be coming to us as early as possible so we can
be successful in getting good nmeasures endorsed.
There is a lot of positive energy around this
nmeasure so, you know, we'll do our best to work
t hrough t hose detail s.

M5. JOHNSON: And if you don't mind me
adding a little bit toit, your role as a
Standing Committee is a newrole for us. And we
have you down as the overseer of the portfolio,
and that role, to tell you the truth, is new for
us. And we're still trying to learn and figure
out what that really nmeans, but | think what
you' re tal ki ng about, Judd, is what we're
t hi nki ng about in ternms of that, being able to
of fer that advice early on. And devel opers, |
think, are paying attention to that, so when we
wite that section in the report of, you know,
suggestions for future devel opnent, we nean that.
We put that in there for a reason, so that sort

of feedback we definitely want to get docunented
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and get down.

MEMBER HI LLEGASS: Can | ask about the
ot her neasures that were the stress testing,
i magi ng, and all that?

CO CHAI R GEORGE: W have two neasures
that we are deferring until after public coment.

MS. HI BAY: Correct. And 670, if |
renenber the nunber correctly, 670 is the measure
that we're going to all ow because of 671 and 672,
we're going to allow the neasure devel opers to
bring back information, as well, at the post-
comment call, because they're all so intertw ned.
The concepts are all so intertwi ned, so we said
we woul d offer reconsideration at that tine.

MEMBER HI LLEGASS: But there was al so
a di scussion about sending this to possibly
another commttee, |ike Resource and Cost, and
you supposedly told us that Helen was going to
tell us whether we could do that or not.

M5. HI BAY: Yes. W are going to
address that after this nmeeting is over, after

the two days are over, so | don't want you to
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think that that's fallen by the wayside. W
understand that request is still there. Helen is
in and out over two days, and so to really give
her a substantive review of the concepts that we
di scussed, we want to be fair to the di scussion
and the decision, if that's okay.

MEMBER JAMES: And just to that point,
thisis - it's the elenent of the three | egs of
the Triple Alm and sone of these neasures hit
multiple legs. So, that's why we're happier going
down anot her | eg than another, but | can
understand why it -

MS. HI BAY: Yes, correct. Just for full
di scl osure, so ny role before | cane to NQF was
wor king with the American Board of Internal
Medicine, so Il'mreally famliar with the
concepts of Choosing Wsely. And in my role,
there were | ots of societies who approached us
and asked for measures that fit along the thenes
of Choosing Wsely. And | guess ny head sees,
and | think we nentioned in yesterday's

conversation that the AUC neasures were in part

Neal R. Gross and Co., Inc.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

done because of the Choosing Wsely, or to
refl ect Choosing Wsely.

So, you know, that's - these nmeasures
may come to many, many condition or disease-
specific committees in the future, so | also
wonder if there's an opportunity for us to
provi de additional gui dance on how we can i nprove
the - because we're all kind of |earning as we
go, but try to understand how we can revi ew t hese
consistently across conmttees, so this will be
sonet hing that we bring back to Helen as well.

CO CHAIR GEORGE: | just have one
guestion. Are there any concerns or questions
about the insufficient with exception option for
voting? Ckay. Just want to make sure everybody
was clear on that.

MEMBER CHO This is Leslie Cho. | just
have a qui ck question. Sorry | couldn't join you
afternoon -- yesterday afternoon. Did 1524, the
nmeasur e devel opers, are they going to provide
CHA2DS2- VASc2 score in the next revision?

CO CHAI R KOTTKE: They'l |l probably -
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t hey have to go back and deci de what they're
going to do. They will probably cone in for round
4. Round 3 is in June; round 4 will be |ater.
They don't think they can neet June, so they'l|
be back. They have to decide whether to retire
CHADS2 and just go with CHA2DS2- VASc2 and HAS-
BLED. They haven't quite decided exactly what
they're going to do, so they have to regroup.

So, we'll start this norning with
2438. Do we have the devel opers, this is Joint
Commi ssion. Do we have the devel opers - and the
di scussants are Henry Ting on the phone, and
Kristi Mtchell.

Wil e the devel opers are joining us,
who's on the phone? Henry, you're on the phone?

MEMBER TI NG Yes, |I'm here and
prepared to present the neasure.

CO CHAIR KOTTKE: Leslie Cho is on the
phone, and Ted G bbons is on the phone. Anybody
el se on the phone?

DR. SCHVALTZ: Yes, this is Steve

Schmaltz fromthe Joint Comm ssion. |'m al so
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|l i stening in.

CO CHAI R KOTTKE: GCh, thank you. Ckay,
devel opers?

M5. WATT: Good norning. | just want to
i ntroduce ourselves. My nane is Ann Watt, and |'m
an Associate Director in the Departnent of
Qual ity Measurenent at the Joint Commi ssion. Turn
this one off then. Thank you.

Next to nme is Elvira Ryan. She is our
Cinical Lead for the Advanced Certification for
Heart Failure and a nenber of our technical
advi sory panel. lIleana Pina, who | think is not a
stranger to many of you, worked with the advisory
panel that hel ped us to devel op these neasures.
So thank you for having us.

M5. RYAN:. Good norni ng.

M5. WATT: Do you want to start with
the -

M5. RYAN: The introduction.

M5. VWATT: Ckay.

M5. RYAN. Ckay. Good norning. Thank

you for the opportunity for us to be here today.
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This is a set of six standardized
per formance neasures that were devel oped to
support the Joint Conmission's Certification
Program in Advanced Heart Failure Care. The
nmeasure set was devel oped with an enphasis on the
transitions of care, specifically the transition
frominpatient to outpatient.

The Joi nt Conmi ssion's standardi zed
systemati c process for neasure devel opnent was
enpl oyed and initiated for the devel opnment of
this nmeasure set. And as a part of this process,
as Ann nentioned, the technical advisory panel
was established to define the scope of the
measures and to recommend neasures whi ch woul d
address key aspects of care.

The Advanced Certification Program was
actually inplenmented in January of this year, and
to date we have 58 participating organi zations.
And in order to participate for the certification
process, it is mandatory that they collect all
six of these measures and submt data to the

Joi nt Conm ssi on.
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CO CHAI R KOTTKE: Ckay, thank you. Who
is - Henry or Kristi?

MEMBER TI NG Yes, | think we agreed
that | would | ead the discussion and certainly
Kristi would chinme in.

So, this is Measure 2438, beta bl ocker
t herapy, specifically three |ong-acting beta
bl ockers, bisoprolol, carvedilol, or sustained-
rel ease netoprolol for left ventricular systolic
dysfunction prescribed at di scharge.

| just want to make sure everybody can
actually hear me okay through the phone.

CO CHAI R KOTTKE: Sounds good.

MEMBER TI NG The neasure steward is
the Joint Comm ssion. The level analysis is a
hospital facility. I'll start with the evidence.
This is a process neasure. | felt that the
evidence was low to noderate, and the rationale
being this is a Class 1 Level of Evidence A
Qui del i ne Recommendation fromthe heart failure
recommendati ons. There is no systematic review

provided in the - devel oped fromthe neasure
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devel opers.

Also, it's not explicitly stated in
the - and it was admtted that this - the
enpirical evidence includes all studies in the
body of the evidence. If we | ook at the
gui del i nes, which sort of recomrended this as
Cl ass 1 Level Evidence A Recommendation, there
were six trials quoted in the guidelines from
1990 to 2003. In the proposal we were given from
t he neasure devel opers, they quoted four
di fferent studies.

| would note that these studies are
all from 2003 or ol der, and nmuch has changed in
heart failure therapy since that tine.

The only other concern | had about the
evidence is that although this is a Cass 1
recomrendati on, the Class 1 recommendation i s not
for prescription of these three nedications at
the tine of discharge. The benefits of these
drugs are actually fromlong-termtherapy and
conpliance, not for prescribing these nedications

at the tinme of discharge.
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CO CHAI R KOTTKE: So, Tom here. | guess
| have a couple of questions. You inply that
maybe by saying that a | ot has changed in the
| ast 12 years, SO are you suggesting that the
prescription of these drugs is no |onger -

MEMBER TI NG |'m suggesting that the
studi es being used to justify the evidence is
from 1999 to 2003, and we all know nuch has
changed since that tinme. | don't think we know if
t hese drugs have the sane rel ative benefits in
the setting of the other nedications and
therapies we're using for heart failure patients.

CO CHAIR KOTTKE: Are you aware of
trials that have been done since 20037

MEMBER TING | have not done that
anal yses nysel f, but that was not provided by the
measure steward either.

CO CHAI R KOTTKE: Ckay. And the other
guestion is if it's long-term when would you
suggest the drugs be started?

MEMBER TI NG Well, you know, when

t hese patients are discharged, | could imgi ne a
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situation where they' re sick enough that you

m ght start themon a short-acting drug so that
you can titrate and escalate them and then
convert themover to these |ong-acting beta

bl ockers. |'m not questioning the benefit of a

| ong-term beta bl ocker, both for conpliance and
benefit, but at the tinme of discharge |I could

i magi ne patients potentially being discharged on
a short-term beta bl ocker because you're going to
be escal ating other therapies and eventually
converting themin the next 30 days, two nonths,
or three nonths to a |ong-acting beta bl ocker.
Again, this neasure is |ooking at beta bl ocker
prescription of these three | ong-acting agents at
the tinme of discharge.

CO CHAI R KOTTKE: Ckay. M aden and then
Judd.

MEMBER VI DOVICH Well, | probably
woul d want to add to this that | think the
evidence is quite strong. Maybe it may not have
been presented in the nmeasure, but | think there

is - | probably can't quote because |'m not
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specifically a heart failure specialist, but I
mean there's good evidence that if nedications
are not started in the hospital, they may not be
continued. And | think the escal ation of

medi cation in the hospital and then continuation
has al so been shown, | think nore than once, to
be associated with conpliance and good outcones.
So, while perhaps it m ght have not been
presented, | think the data for this is quite
overbearingly strong to suggest that this would
be an appropriate measure, | think.

CO CHAI R KOITKE: Ckay, thanks. Judd,
can | have |l eana make a commrent or offer
somet hi ng?

DR. PI NA: Thank you. Thank you for
asking me to cone. | really appreciate it. So,
first of all, we haven't needed new nortality
trials since 2003-2004 because beta bl ockers are
entrenched as part of what we now call GDMI or
Qui deline Directed Medical Therapy. However,
having said that, there's been an evolution in

the way that the guidelines have | ooked at this.
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There are two studies, one is called
| MPROVE HF, and one is called OPTIM ZE, that
showed very clearly that if the beta bl ockers are
not started in the hospital there is a high
| i kel i hood that at six nonths the patients will
not be on it.

In addition, these new guidelines
published in 2013 clearly state that the beta
bl ockers and the ACE inhibitors should not be
stopped at the tinme the patient is admtted, so |
see this nmeasure as both reinforcing the fact
t hat stopping the beta bl ockers is not indicated
and that nost deconpensati ons have nothing to do
with the beta bl ocker. But, again, getting the
clinicians thinking that they need to - if they
haven't been on it, they need to start it because
of that high |ikelihood.

The drugs are lifesaving: 34 percent
nortality reduction, reduction in
rehospitalizations, and ventricul ar inprovenent.
| nean, we reverse about a third of our patients

with beta bl ockers, so | think that adding this
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to the sort of the thinking at the tine of
di scharge to ne is like really critical and

keeping right with the guidelines.

CO CHAIR KOTTKE: So, are ready to vote

on evi dence?

MEMBER TING So, just -

CO CHAI R KOTTKE: Go ahead.

MEMBER TI NG This nmeasure has not hing
to do with stopping beta bl ockers. And the issues
t hat have been brought up about sort of
conpliance and prescribing this nedication at the
time of discharge, and conpliance of patients
afterwards was not anywhere in the proposal. And
I"d i ke to see sone evidence about conpliance
rates on patients who are prescribed at the tine
of di scharge because nost studies | ooking at
medi cations prescribed at the tinme of discharge
and | ooking at |ong-term conpliance at one year,
and two year indicate that close to half of our
patients have stopped Cuidelines Directed Medical
Therapy for nost cardiovascul ar conditions at

one year despite being prescribed for themat the
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time of discharge.

W note that the prinmary non-
conpliance rate with these nedications is
probably 20 percent primary, neans they never
fill it, and about 50 percent at one to two
years, neaning they stopped it thensel ves.

CO CHAIR KOTTKE: Are we ready to -

Judd, oh?

MEMBER HOLLANDER: Just one questi on.
This - ny reading of this and, you know, |
haven't read every word. | wasn't one of the
primary reviewers. It's just beta bl ocker
therapy. It's not limted to these three | ong-
acting beta blockers. Is that correct?

MEMBER TING No, it's for these three
specific long-acting beta bl ockers at the tine of
di scharge, Judd.

MEMBER HOLLANDER: Ch, okay. Thank you
for clarifying.

CO CHAI R KOTTKE: Ckay. Are we ready

CGeor ge?

MEMBER PHI LIPPIDES: | can - let's
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vot e.

CO CHAI R KOTTKE: Ckay. Are we ready to
vote? Oh, no, sorry, Liz.

MEMBER DeLONG. | guess not being a
physician treating heart failure, I'mtotally
confused. | mean, we have Henry saying there's no
evi dence. W have ot her people saying there is,
but apparently evidence was not presented
sufficiently within this application.

CO CHAI R KOTTKE: No. Henry is not
saying there's no evidence; Henry is saying
there's no evidence since 2003. Il eana says the
reason there's no evidence since 2003 is that the
evi dence before 2003 is so clear that there have
been no subsequent trials. The reason that it's
| ong-acting beta blockers is that's what was used
in the trials, and so it's specific to the
evidence. And there's - I'mnot a heart
failureol ogist either, but there's a difference
bet ween short-acting and | ong-acting beta
bl ockers in efficacy for the treatnent of heart

failure.
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DR. PINA: Actually, carvedilol is a
short-acting formthat's being recomended; it is
not the long-acting form The only |ong-acting
form here happens to be netoprol ol succinate
because the short-acting formhad a negative
trial versus carvedilol, which is why we use
succi nate which is what was done in the trial
MERI T- HF. Bi soprol ol happens to be a | ong-acting
j ust pharmacol ogically, has a long half-Ilife,
that's all.

MEMBER TING Let ne try again. Maybe
| wasn't as clear or effective in ny
communi cation. | think the evidence is clear that
i f you take these three nedications |ong term and
stay conpliant to them there is benefit in terns
of heart failure nortality. There's no
di sagreenent on ny end or with Il eana on that
| ssue.

The question that's at issue is, at
the tinme of discharge prescribing these three
specific beta bl ockers, calling themout, is that

associated with long-term survival benefit?
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There's not a single study that says prescribing
these three specific nmedications at the tinme of
di scharge i nproves survival -- no random zed
trial. It would be assunptions that prescribing
t hese nedi cations at the time of discharge would
correlate to what was done in the trials, which
is random zed trials of patients taking these
medi cations long term | think that's the

evi dence.

CO CHAI R KOTTKE: Ckay, other - seeing
nobody sneaking toward their nane tag, let's vote
on evi dence.

M5. LUONG Polling for evidence starts
now, one for high, two for noderate, three for
| ow, four for insufficient evidence, and five for
i nsufficient evidence with exception. Evidence
passes With 25 percent voting high, 69 percent
voting noderate, and 6 percent voting | ow.

CO CHAI R KOTTKE: Thank you. Henry,
per f or mance gap?

MEMBER TI NG So, the opportunity for

i mprovenent was provided by the devel opers. The
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data and the literature from 2003 to 2004 found
that 78 percent of patients with heart failure
wer e di scharged on beta bl ockers. | don't know
whet her they mean any beta bl ocker, or these
three beta bl ockers. That's not specified.

During pilot testing of this neasure
at nine sites involving 878 patients total, the
performance varied from61.5 percent to 100
percent. No data was provided by the devel opers
on any disparities in the application.

CO CHAI R KOTTKE: Thank you. Any
di scussion, any - are we ready to vote on
performance gap? | believe we are.

M5. LUONG Polling for performance gap
starts now, one for high, two for noderate, three
for low, four for insufficient. Performance gap
passes wWith 37 percent voting high, 58 percent
voting noderate, and 5 percent voting
i nsufficient.

CO CHAI R KOTTKE: Thank you. Priority?

MEMBER TING So, for priority there's

no question congestive heart failure is a
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national health priority, and it's something that
cardi ovascul ar professionals nust focus on. My
concern is that I"mnot sure that this specific
nmeasure is a national health priority, and this
is a neasure using one of these three beta

bl ockers at the time of discharge.

Again, | just want to express that ny
concern is that | don't think there's a body of
evi dence that measuring this neasure prescribing
of these three nmedications at the tine of
di scharge has been correlated or linked to any
desired heal th care outcone.

CO CHAI R KOTTKE: Sur e.

DR. PINA: So, in both | MPROVE and in
OPTIM ZE, the patients who were not on beta
bl ocker at the six-nonth | evel and had not,
therefore, been started early had a greater
nunber of rehospitalizations, so we do have sone
link to outconmes by the absence.

| also want to point out that there
are other beta bl ockers that have actually had

negative trials in heart failure, including
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buci ndol ol and netoprolol tartrate, so you really
can't expand this and say beta bl ockers. And the
others really haven't been studi ed.

CO CHAI R KOTTKE: Thank you

MEMBER TI NG So, |leana, that's at six
nonths. Right? That's not at the tine of
di schar ge.

DR. PINA: Right, right, but the study

MEMBER TING | nean the nmeasure --

DR. PINA: Yes, the study | ooked at
patients being di scharged on the drug, and then
were they subsequently - that was the question
that the Registry asked, is if they were -

MEMBER TING Yes. And |'mjust
guestioning the tinme - |I'mnot questioning at
all that these drugs are hel pful and benefici al
if patients take themlong term The question is
whet her prescribing just these three nedications
at the tinme of discharge is an issue for ne,
because | don't think there's evidence, and |

have yet to hear any evi dence quoted that
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di scharge for the - on these three nedications
correlates to any heal th out cones.

CO CHAI R KOTTKE: Ckay. Cerard, and
t hen Judd.

MEMBER MARTIN: | think a question for
you. Are you getting at the whole idea that who
is - who would be nore likely to prescribe this,
whether it's the hospital-based physician, or the
primary care physician, or outpatient
cardiologist? |Is that the issue?

MEMBER TI NG Are you asking ne?

MEMBER MARTI N: Yes.

MEMBER TING Yes. No, |I'mgetting at,
| think - | want a nmeasure that we're going to
hol d peopl e accountable for, for inprovenent for
endorsed by NQF to actually reflect actually what
t he evidence says, which is are you taking these
t hree beneficial nedications |ong tern? And
creating sort of these interimsurrogate neasures
whi ch we think may be correl ated, but we have no
evi dence thereof, is creating sort of clerical

checklists for people to do. And if these
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patients are just sinply discharged on it and
never fill it, and there's no mechanismto keep
themon it at six nonths or a year, there's no
benefit.

CO CHAI R KOTTKE: Judd?

MEMBER HOLLANDER: |I'mwestling with
this because | think Henry is right, but | think
Ileana is right. | nmean, the best tinme to start
the nedication is the time of discharge; there's
no doubt about that. Every tine it's ever been
| ooked at, if you don't start it at discharge, it
doesn't get started.

On the other hand | tal ked yesterday
about sonething | feel passionate about, that you
can't take data fromthe outpatient setting over
the long termand appl it to the acute care
setting. It doesn't work. And, in fact, the ACCHA
gui delines on heart failure basically say nothing
about the acute managenent of heart failure.
There's not a single therapeutic O ass 1A Level
of Evidence A recommendation in those guidelines,

not one. There's two pages in the 8 mllion pages
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of the docunent effectively that focus on acute
care. And I'mafraid of the slippery slope here,
and the slippery slope is taking what we know
chronic and now applying it to the tail end of
the acute care setting, and that's dangerous. The
next step would be: everybody needs to get this
when they get into the hospital, so it's not -

and | agree with you, Tom it's not exactly the
sanme, but it's getting closer to that.

So, | think what we need from an
evi dence-based point of viewis nore research in
the acute care of heart failure patients and what
the right therapies are, and then we could
devel op the guidelines. So, |I'mjust saying this
is in a funny area where sonmewhere between what
Il eana and what Henry say is at |east the way |
feel about it.

DR. PINA: So, we just reviewed the
literature and we have a paper in the Anmerican
Journal of Cardiology actually this nonth as a
comentary to exactly what you're saying. Mst of

the acute heart failure trials have only really
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| ooked at the first 48-72 hours, and they w ||
really take you to what you do later, but it's a
probl em because if you don't give the diuretics,
if you don't give the ACE, if you don't give the
beta bl ockers, they'l|l be back, two weeks |
guarantee. So, we went through the literature,
and actually the paper we are reconmendi ng t hat
we need nore research into that transition from
the very, very acute to sending them hone, which
is an el enment of four and a half days. That's all
you' ve got, is four and a half days. And we're
encour agi ng, you know, sponsors of acute trials
toreally not to stop at their drug, but to take
the clinicians to the next step.

So I was just |ooking at the inproved
data. There's actually a 10 percent i nprovenent
in ejection fraction in | MPROVE, which | ooked at
the earlier adoption of beta bl ockades.

CO CHAI R KOTTKE: Ted, you have the
floor.

MEMBER G BBONS: Yes, thanks. This

rem nds ne of an earlier core neasure for
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nmeasuring ejection fraction where although there
wasn't any evidence, you have to neasure it in
the hospital. It was quite efficient to do so, or
you had to state that you had a plan to neasure
the ejection fraction in followup. So, it seens
that many of the subtleties here may be that
there is a plan to begin beta bl ocker, and if the
patient is stable enough froma henodynani c

st andpoi nt you can begin it in the hospital, or
nmake a statenent that you will begin it with the
first week or two of post-discharge follow up
based on the patient's recovery.

So it seens that in terns of how
peopl e actually practice, that it makes sense to
have it optimal to have it prescribed at
di scharge, but to have a plan to begin it when
the patient is a candidate for it.

MEMBER TING | think that's a great
summary of it. This is Henry, again. | think
we' ve seen both sides, and again it's not the
evi dence that long-termtherapy with these three

beta bl ockers inproves survival. | don't dispute
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that at all. It's when you start in when the
patient is stable, because we've seen the other
side, as well, where, you know, previously we
know t hat wi th spironol actone/ Al dact one t hat

t hose are beneficial for heart failure, and
there's studies that show that they were
beneficial for heart failure. And we started them
at the tinme of discharge because everybody

t hought that's when you had to do it, and then we
had nore readm ssions because of hyperkal em a.

So, you know, ideally all of us who are taking
care of these type of patients would want to make
sure that we're starting the nedications that are
evi dence- based when the patient is able to take
them even acute or subacute outpatient setting,
and escal ating them and not just putting them on
a single standard dose.

So, ny only quibble with this is the
fact that you're creating a neasure that's going
to be held for accountability or quality
i mprovenent, and it's at the tine of discharge as

opposed to what has been described as optimally
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getting these patients on it for the next 12
nont hs, or 24 nonths.

CO CHAIR KOTTKE: So -

DR, PINA: Let ne just say - |I'm
sorry.

CO CHAI R KOTTKE: 1've been asked to
redirect the -

DR. PI NA: Ckay.

CO CHAI R KOTTKE: We voted on evidence
already. It's passed evidence. W' re discussing
priority. Anybody have anything to say about
priority? Linda does.

MEMBER BRI GGS: So, | think that we all
agree that priority of heart failure and heart
failure treatnent is a very high priority across
the nation. There's a | arge nunber of patients,
it's like the nunber one reason for admi ssion in
the hospital, very high readm ssion rate, there's
20 percent | think or nore that was quoted as a
statistic in here. It's a high cost, so in terns
of priority |I think we have good evi dence that

there's high priority.
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MEMBER TI NG High priority for heart
failure which | agree with. Is there high
priority for this specific nmeasure, which is what
we' re being asked to vote on?

CO CHAI R KOTTKE: Right, so that's been
rai sed. Cerard, are you - okay, everybody has
their - are we ready to vote?

M5. JOHNSON: Can you let me just add
inalittle bit? | know high priority is a
confusing criterion, and as a matter of fact we
are seriously thinking about what we're going to
do with this, but what we really want you to
think about is the priority of the - what the
measur e addresses overall, so not the details of
t he neasure per se, but basically this is a heart
failure nmeasure that is a high priority. So, it's
alittle bit of a higher |evel think about
priority.

(Si nul t aneous speaki ng.)

MEMBER VIDOVICH Priority of heart
failure, priority of beta bl ocker are we voti ng,

or priority of those specific beta bl ockers?
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Right? | nmean, you can split this in several
conponents. Right? Because | think we just

di ssected this into nultiple pieces. Right? It

al nost seens that yes, giving these beta bl ockers
in setting of heart failure patients nmakes sense,
but are we splitting this into specific beta

bl ockers that we are voting for, or -

CO CHAI R KOTTKE: My under st andi ng from
Karen is that it's priority of heart failure,
that it's priority of the condition.

MEMBER VIDOVICH: Priority of the
condition. Ckay.

CO CHAI R KOITKE: Carol, did you have
somet hi ng?

VMEMBER VI DOVI CH: So, not - we're not
voting on bisoprolol. Ckay.

MEMBER ALLRED: Yes. | would just |ike
to add fromthe patient standpoint, | would
consider these a high priority for quality of
life.

CO CHAI R KOTTKE: Thank you. Are we

ready to vote? It |l ooks |like we're ready to vote.
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M5. LUONG Polling starts now for high
priority, one for high, two for noderate, three
for low, and four for insufficient. H gh priority
passes with 58 voting high, 37 voting - 58
percent voting high, 37 percent voting noderate,
and 5 percent voting | ow.

CO CHAI R KOTTKE: Thank you. Scientific
acceptability and reliability. Henry?

MEMBER TI NG Sure. So, the nunerator
statenment is patients who are prescribed on one
of these three beta bl ockers for LV dysfunction
at the tinme of hospital discharge. The
denom nator statenment is patients with heart
failure with current or prior docunentation of
ej ection fraction of |less than 40 percent.
There's quite a long list of exclusions fromthe
denom nator which is provided by the neasure
devel opers. The data source includes el ectronic
clinical data, electronic health records, paper
medi cal records, and pharnmacy.

Wth regards to - |I'Il stop there,

that's the scientific acceptability.
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CO CHAI R KOTTKE: | ssues or concerns,
then reliability. Kristi?

MEMBER M TCHELL: For the neasure
devel opers, | notice that there is quite a bit of
detail around particularly the 1CD-9 and a
crosswal k to I CD-10, but not as much detail
around the - the data elements that were
captured in the Registry or in electronic nedical
records. Is there an inplenentati on manual of
some sort that could be submtted in addition to
this application?

DR. PINA: So, Get Wth The Qui deli nes,
HA has a very large registry, adopted this as a
nmeasure even before the guidelines. W had a | ot
of discussions about this and we adopted it even
bef ore the guidelines, so we now have data in
there that needs to be mned to see what there
is. And | can certainly suggest that to the
scientific commttee of Get Wth The Cui delines
for us to take a fresh | ook because we have now
t housands, and t housands, and thousands of

patients. And now we have a 30-day formthat we
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didn't have before, so we are going to know what
happens to those patients at 30 days. And | think
that's a great idea.

CO CHAIR KOTTKE: Ot her issues with
reliability?

MEMBER TING Ch, reliability?

CO- CHAI R KOTTKE: Yes.

MEMBER TING | thought we stopped with
scientific acceptability.

CO- CHAI R KOTTKE: No.

MEMBER TING The reliability | have
several comments.

CO CHAI R KOTTKE: Ckay, fire away.

MEMBER TI NG Ckay. So, reliability
testing was done at the nine participating pilot
sites. The Joint Commi ssion actually went to
visit these hospitals fromApril to July of 2012,
and actually re-abstracted 201 medi cal records,
so reliability was actually tested by what was
reported versus what the Joint Conm ssion saw
when they sort of re-abstracted the charts.

There inter-reader analysis
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reliability had a kappa ranging from.31 to .77,
so with the specific data el enents that were
extracted the prescription of the three beta
bl ockers at the time of discharge actually had a
kappa of 0.72 which indicates substanti al
agreenent. For docunentation LV systolic
dysfunction | ess than 40 percent, the kappa was
0.77, again, denonstrating substantial agreenent.
The docunentation of reasons why the
patient was not prescribed one of these, so
excl usi ons, or documentation why a patient
couldn't take one had a kappa of 0.33, which is
guite low, and only shows a fair agreenent. So,
that is a concern specifically with the
docunent ati on of why patients had a
contraindication or were not discharged on it.
And there was quite a bit of disagreenent between
what was reported fromthe sanple size versus
what the Joint Comm ssion found. In fact there
was in that sanple 25 m snatches for what was
abstracted versus what the Joint Conmm ssion found

on manual review of the charts.
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CO CHAI R KOTTKE: Li nda?

MEMBER BRI GGS: Looki ng at that
section, there is a bullet point that says no
reason for the bisoprolol and other drugs that
we' ve been tal king about. The sites didn't
realize that the docunentation of a reason for
adm ni stering beta bl ockers was not required for
patients with an LV, or systolic dysfunction
greater than 40. So, it's, | guess, again,
education around the particul ar neasure that was
maybe the issue there based on what's reported,
anyway.

CO CHAIR KOITKE: |, frankly, nyself am
not too concerned about the reason. Wth nultiple
providers entering opinions into the chart, it's
easy for one abstracter to choose one, and one to
choose another. You know, | think the crucial is
the ejection fraction and whether or not they
were on the drug.

MEMBER TING Well, | think that's an
assunption, Tom | would agree with you if that

was the reason. | don't think we were provided
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that | evel of detailed granularity as to why. Was
it just they chose different ones, or whether
t here was docunentati on of exclusions when none
exi sted. You know, because you can i nagi ne
patients bei ng docunented as bei ng excl usi ons
when they shoul d have been on this beta bl ocker
at the tinme of discharge. So, | was not given in
t he proposal the reasons for this | ow kappa, and
where the di sagreenents occurred, so froma pure
reliability perspective | didn't feel like it was
sufficient, or it was quite low for that specific
reason. Because there's a very long |ist of
exclusions, and | don't know whether it was just
because they picked different ones, or whether it
wasn't done when it should have been done.

CO CHAI R KOTITKE: |1l eana, or anybody
have any -

MS. WATT: This is Ann. As noted, a
| arge part of the reason for the di sagreenent was
because the abstracters in the hospitals did not
have a cl ear understandi ng of the specifications

with regard to the ejection fraction, so they
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were | ooking for reasons where they didn't exist.
That's one.

The other thing is that what we find
is that sonetines the hospitals who are doing the
abstraction for these pilots tests, they have --
they're clinically savvy peopl e because generally
it's done in that service, and a |l ot of tinmes we
find that they infer that, oh, well, obviously it
wasn't done because of this, but there is no
di rect docunented link the nedical record. And
our instructions are that unless there is a link
in the docunentation between the condition and
not doi ng sonething that it doesn't count.

DR. PINA: There's been sone back and
forth about the | evel of 40, 35, and sone trials
have used 40, and sone trials have used 35. There
really isn't a heck of a lot of difference
between 35 and 40. And if you go even higher up a
little bit, 40 to 45, that's really like the gray
zone. So, | think that a |lot of people interpret
40, or interpret 35. | don't think there's that

nmuch.
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MEMBER DeLONG |'ma little bit
concerned that if there is a long |ist of
excl usions that nust be because there's potenti al
harm |Is that right? | nmean, why a long list of
exclusions if it's perfectly fine to give it to
all of these people? Are we not worried at al
about downside risk of pronoting nmeasures that
coul d have an inpact on the wong patients?

DR. PINA: | can answer that
clinically. It is very rare the day that |I can't
start a beta bl ocker. And, for exanple, below 18
we need to exclude because the data in the
pedi atric population is not as robust as it is in
the adult popul ation. And you have to tell them
about worsening heart failure. You have to do
t hat because that's part of the | abeling of those
drugs. But like | said, it's a rare day that |
can't start a beta blocker in the hospital.

CO CHAI R KOTTKE: Geor ge?

MEMBER PHI LI PPIDES: This is nostly to
educate nyself, Ileana. |'ve seen cases where

patients get started on netoprolol, not the | ong-
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acting form not succinate with the intention
that when they get to the next visit outpatient
they'll be switched over. By this netric, that
woul d be a bad performance. Is that correct? And
| understand there's a conparison between short-
acting nmetoprolol, | believe, and carvedilol, but
are saying that nmetoprolol short-acting is worse
than not starting it all in the hospital?

DR. PINA: You bring up a great point.
So, the true netoprolol tartrate dose for heart
failure is actually TID, if you | ook at the
phar macol ogy of the drug. And we don't have any
data on that because even the COVET trial was
done on BID, and I think it was obviously stacked
up so the carvedilol would | ook good. And the
nortality really wasn't that different, but the
hospitalizations rate were.

| don't know that | would penalize
anybody for starting nmetoprolol tartrate with the
plans to switch themover to succinate at the
first visit, but there are side effects to the

tartrate, like a drop in heart rate that may be,
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you know, when the drug peaks, a drop in bl ood
pressure when the drug peaks, and succinate just
gi ves you such a nice even keel absorption and
bl ood | evel that the patients tolerate it
extrenmely well, and even the bl ood pressure
doesn't drop nuch.

| nmean, in our place where | am
fighting constantly QGuideline Derived Medica
Care, patients are going hone on |like 90 percent
beta bl ocker which is pretty darned good.

MEMBER TI NG So, |leana, or nmaybe the
nmeasur e devel opers, since we're discussing the
exclusions and Liz brought it up, one of the
| i sted exclusions fromthe denomnator is, and |
guote, "Patients with a docunented reason for no
bi soprol ol, carvedilol, or sustained-rel ease
netoprolol at the tinme of discharge.” That's it,
so there's no further indication that you just
have to docunent a reason, but it doesn't give
you the clinically appropriate reasons.

M5. WATT: That's correct.

MEMBER TING So what is a clinically
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valid versus invalid reason to give the checkbox
and exclude that patient fromthe denom nator of
this neasure?

M5. WATT: The neasure doesn't address
what is a clinically valid versus a clinically
invalid reason because we - the Joint Conm ssion
general |y speaki ng does not establish goodness or
badness of reasons because we understand the
physi ci ans have a stronger understandi ng of a
patient's particular case. So, if a doctor or
nurse practitioner, advanced physician's
assi stant and so on docunents a reason and |inks
it, that counts. |I'mdoing air quotes here for
t he purpose of that neasure.

CO-CHAIR KOTTKE: Yes, this is
inferential, but it's - | think it's the reason
ACC Cui del i nes say strongly reconmended versus
must, just that it's always defer to the
i ndi vi dual physician's judgnment that they nmay
know sonet hi ng about the patient that we can't
predict into the future, but that's inferential.

Are we ready to vote on reliability?
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MEMBER TI NG But, Tom doesn't that
become sort of a potential issue of ganmi ng and
just docunentation, because if ny reason is
because | want to start short-acting metoprol ol
with a plan to convert to long acting at, you
know, the first medical visit. Ileana pointed out
that is an i nappropriate reason, | don't want to
start the long-acting netoprolol. So, this
nmeasure theoretically with any appropriate
docunent ati on becone 100 percent for everyone.

CO CHAIR KOTTKE: Sure, sure. Yes, any
gui deline can be gamed. Any tinme you leave it up
to professional judgnent can be gamed, but if you
el i m nate professional judgnent you won't get any
gui del i nes.

Are we ready - yes?

MEMBER M TCHELL: Yes, but | just have
to cooment. We're tal ki ng about neasures now and
not gui delines, so the concept of gam ng the
systemis incredibly inportant in this context.
So, to Henry's point, | do think we need to

better understand what that exclusion criteria -
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what is it, because | don't think we want to put
forth a nmeasure in which we're setting it up to
gane the system

CO CHAI R KOTTKE: Anybody el se have a
coment in response to that? Seeing none, let's
vote on reliability.

M5. LUONG Polling for reliability
starts now, one for high, two for noderate, three
for low, and four for insufficient. Reliability
passes wWith 11 percent voting high, 68 percent
voting noderate, 16 percent voting low, and 5
percent voting insufficient.

CO CHAI R KOTTKE: Henry, would you |ike
to tal k about validity?

MEMBER TI NG Yes. So, when | | ooked at
validity, the statistics that were done for
reliability testing and validity included just
ni ne hospitals. The overall rate was 87 percent
with a mninmumof 61, and maxi nrum of 100 percent.

Because of this rather small sanple
si ze, beta bl ocker therapy was correlated but did

not reach any statistical significance in
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correlating with other neasures of heart failure,
i ncl udi ng di scussi on of advance directives, as
wel | as post-di scharge eval uati on of heart
failure patients. So, there isn't really I felt
sufficient evidence that this nmeasure was - has
enough data for validity testing with other
neasures of heart failure performance neasures
based on what was provided.

CO CHAI R KOTTKE: Any ot her di scussion?
Seeing no action, are we ready to vote on
validity and threats? Any other - Henry, do you
have any other comrents on threats to validity?

MEMBER TING O her than | didn't find
evi dence of -

CO CHAI R KOTTKE: Ckay, let's vote on
validity.

M5. LUONG Polling starts now for
validity, one for high, two for noderate, three
for low and four for insufficient. Measure 2438
passes wWith 11 percent voting high for validity,
58 percent voting noderate, 26 percent voting

|l ow, and 5 percent voting insufficient.
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CO CHAI R KOTTKE: Henry, would you |ike
to tal k about feasibility?

MEMBER TING |'mnot sure that | have
anything el se to say other than what's been
stated about feasibility.

MEMBER M TCHELL: So, it stated in the
proposal that five sites dropped out, but the
reason wasn't as clear as to - | think they
started with 15 sites in total and they ended up
with nine that conprised the sanple. Wat were
sonme of the reasons for the drop out?

M5. RYAN. The pilot actually was
conducted during the sumer nonths, and that's a
time when a ot of the facilities are | ower on
staff because of vacations. And at the tine of
the pilot it was nore or |ess having the
resources to do the abstraction. Sometinmes when
the staff turns over they start out with a
project with certain |ead staff, and the staff
turns over md-project, and then that creates
sonme conflict for the organi zations.

CO CHAIR KOITKE: | have a question. Do
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you conpensate the sites for - you do not
conpensate the sites for participation.

MS. WATT: No, we do not.

CO CHAI R KOITKE: Ckay, thank you

MS. WATT: No, we don't.

CO CHAI R KOTTKE: Ckay, yes. So, that

- | mean you can tell your Health Partners eager
to junp in, you know, we think tw ce.

M5. WATT: We'll renmenber that.

CO CHAI R KOTTKE: W do do sone
testing, but it - | nean, it's real, it's a real
burden on the organi zations to participate and
col l ect these data.

kay. Feasibility, seeing no - oh, |
do. Linda?

MEMBER BRI GGS: So, | did have a
guestion again about the five sites dropping out.
And the other piece is in the feasibility it
tal ks about how nuch tine and cost was conput ed,
30 m nutes per neasure, $10.34 to take care of
this, but these sane statistics are |listed for

several neasures. And while they may have al
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been done in the sane sort of batch, | would kind
of posit that different neasures require
different anmounts of time for you to collect that
data, particularly since you had devel oped a
tool for a pilot or whatever, but yet said that
sites were free to do whatever they want going
forward in terms of how - if they want to design
their own tool, blah, blah, blah. So, | don't
think we have a really good feel for how nuch
each individual nmeasure actually did cost per
site, and so I'd ask you to clarify that.

MS. WATT: | don't know, is the short
answer. The | onger answer is because, as Elvira
noted, all six of these neasures are required to
be collected in real life, there's one data
collection tool that collects all of the data
elenents for all of the neasures, and it was that
whol e col | ection period that you see, you know,
the 30 m nutes and the $10 or whatever it was.
And | really can't break it out by individua
nmeasure because that's just not the way that they

abstract. And that's why you see the sane nunber
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reported because it's for the entire set.
CO CHAI R KOTTKE: Ckay. Let's vote on
- oh, Judd, sorry.

MEMBER HOLLANDER: So, | see this as a
reasonabl y burdensone neasure because you can't
do it electronically. You need to go into the
record to see why sonebody did or did not give a
drug. | nean, if they give one of these three
drugs it's easy, you could probably get that from
your EMR, or figure that out easily from coding
stuff. But if they didn't get it, then soneone
really actually has to dig into the chart to see
what the docunentation is. So, thisis alittle
nore conpl ex.

| nean, on the opposite side of ny
argunment peopl e managi ng care transitions for
heart failure patients, and there may be sonebody
that this would be tagged to, but it's actually a
real cost. It's not an easy thing to do.

COCHAIR GEORCE: It's stated in the -

| think for all of these nmeasures that they are

planning to retool them as e-neasures. |s that
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correct?

M5. WATT: This is Ann. That is
correct. You know, the problemis, and we've been
doing - and I'msure that you all are invol ved
with this, too, have been doing significant work
in trying to re-engi neer nmeasures for the nedical
record, or the electronic nedical record. And
what we're finding is unless you have these data
in standardi zed fields that you're using
structured vocabul aries, you can't collect the
data. So, unfortunately, at this point anyway,
it's very difficult to get conplex clinical
nmeasures reported via the EHR W' re working on
it, we're trying, and that is the goal down the
r oad.

DR. PINA: The hospitals have becone
very aware of this 30-day readm ssion rate, and
the penalties that they' re paying which are
pretty high this year because it's of the tota
Medi care charges. So, they've come up with
commttees and groups to try to do this, so |

think a ot of the hospitals are doing this, and
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they are spending the tinme. They have a set of
abstracters that are actually going into the
records to try to find out what is driving the
30- day.

CO CHAI R KOTTKE: Ckay, seeing no
further action, let's vote on feasibility.

M5. LUONG Polling starts now for
feasibility, one for high, tw for noderate,
three for low, and four for insufficient. For
feasibility 5 percent voted high, 58 percent
vot ed noderate, 32 percent voted low, and 5
percent voted insufficient.

CO CHAI R KOTITKE: Usability and use,
Henry?

MEMBER TI NG So you use and usability
is the extent to which potential audi ences,
consuners, purchasers, providers, policy nakers
are using or could use these performance results
for both accountability and performance
I mprovenent to achi eve high-quality efficient
care for patients of popul ations.

Again, | think the concern as |'ve
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al ready expressed with sort of you can docunent
any reason to exclude themfromthe denom nator,
and this is just a prescription of these three
medi cations at the tinme of discharge, so | felt
t hat was | ow.
CO CHAI R KOTTKE: Anybody el se have -

seeing no nanme tags, let's vote on usability and
use.

M5. LUONG Polling starts now for
usability and use, one for high, tw for
noderate, three for low, and four for
i nsufficient information. For usability and use,
11 percent voted high, 47 percent voted noderate,
42 percent voted | ow.

M5. JOHNSON:. This is not a mnust-pass
criteria so we don't really tal k about present
for this one.

CO CHAI R KOTTKE: So, we're ready for
overall up or down.

M5. LUONG For overall suitability for
endor senent, one for yes, and two for no.

Polling starts now. For neasure 2438, 89 percent

Neal R. Gross and Co., Inc.

57

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




10

11

12

13

14

15

16

17

18

19

20

21

22

58

voted for overall suitability for endorsenent of
t he neasure, and 11 percent voted no.

CO CHAI R KOTTKE: Ckay, thank you very
much. Thank you for your comrents, Henry. we
appreci ate -

MEMBER TI NG There's actually an issue
of conpeting neasures, Tom

CO CHAI R KOTTKE: Gh, okay, go ahead.

MEMBER TI NG There are actually two
conpeting neasures which are actually nore than
conpeting. Measure 0083 for heart failure is beta
bl ocker therapy for left ventricular systolic
dysfunction, neasure 0615 heart failure is use of
beta bl ocker therapy. So, | think these are
actually not just conpeting, they're conflicting.

MS. HI BAY: So, the neasure for - the
conpeting neasure 0083. Henry, | think that's
what you're speaking to.

MEMBER TI NG And 0615. They both refer
to beta bl ocker therapy for heart failure.

M5. HI BAY: kay. So, 0083 is at that

poi nt anticipated to be reviewed the next phase,
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t he next phase of the project, and we wl|
conpeting conversation at that tinme. It mg
del ayed to the next one. W're still not to
sure on the phasing because we have so nany
nmeasures already for the next phase. So, we
- we would like to defer the conversation

conpeting until the tinme when 0083 conmes up

MEMBER TI NG And 06157

M5. HI BAY: | need to |l ook into
t he phase comes up for that one, Henry.

MEMBER TING Just in our librar
you sent us, so I'mjust trying to pick tho
out .

MS. HI BAY: Very good.

MEMBER BRI GGS: |Is the 0083 an e

measur e?

guesti on agai n?

beta bl ocker therapy for left systolic

dysfunction, is that an existing that woul d

for renewal rather than a new nmeasure?
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M5. HI BAY: |I'msorry, can you ask the

MEMBER BRI GGS: |Is 0083 heart failure

be up
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MS. HI BAY: 0083 is up for naintenance
at this point intime for the next phase. W
still have to -

MEMBER DeLONG. So, it seens as though
we shoul d be packagi ng conpeting neasures
t oget her, and that conpeting nmeasures shoul d have
been rolled into the discussion before we got to
suitability for use. I'm - | feel not conpetent
enough to vote against this neasure, but | do
think it creates a slippery slope of gam ng the
system and i nmposing a convention on practice that
isn't fully specific enough.

MS. JOHNSON: So, let ne at | east
address your first question about why aren't we
di scussing these things in tanden? And, actually,
that was our plan originally, and what happened
wi th Phase 1, you guys nay not have realized it,
but we ended up getting a whole | ot nore new
nmeasures in Phase 1, so these were actually - we
were initially planning on tal king about these in
Phase 1 and all of these together. And we've had

to nove t hem because new ones cane in the door,
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so we did try but, unfortunately, we just had too
many to be able to do it. So, that's why we're
actually going to push the conpeting of these
neasures to the next phase so that you guys wl|
be able to | ook at both in depth, and then nake a
decision if you need to on best in class or
superi or.

MEMBER DeLONG But we've al ready
deci ded on this one.

M5. JOHNSON. Right. So, this one --
what this one nmeans is is that for nowif all
goes through, it would be endorsed, you know,
again if all goes through. The next time when you
do the next one in Phase 3 or 4, wherever it
| ands, you'll have that discussion for that
nmeasure, and then we'll decide then at that point
if they really are conpeting. W would ask you to
select the best in class, if you can, or else
provi de sone rationale and justification of why
it's appropriate to have nore than one neasure at
t hat point.

MEMBER HOLLANDER: Let's say we have a
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conpeting neasure that cones up in Phase 3 or
Phase 4, but this neasure is not there, and we
| i ke the conpeting neasure better, what happens?

M5. JOHNSON: |If you had one in Phase
3 or 4 that points back to this one? W will be
| ooking at those, just like we'll be |looking -

or we'll actually be | ooking back, so as a
matter of fact on your post-neeting call we
actually will be seeing that scenario, and we're
going to be doing that. So, there was sonething
that was passed in Phase 1 that is directly
conpeting to sonething that you're | ooking at
right now in Phase 2, so we're actually going to
do that scenario in your post-neeting call.

CO CHAI R KOTTKE: Ton?

MEMBER JAMES: My under st andi ng had
been that the roles of the work groups is to be
able to judge the suitability and scientific
appropri ateness of individual neasures, not to
make determ nations as to prioritization. And |
think you' re hearing is - and that that body

then falls to CSAC and to other users to nake
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determ nations and come up with that infanous
reduction in - the P word for a small nunber of
nmeasures. Parsinony, yes. Keep thinking of a
church nouse, but anyway, but what | think you're
hearing is a sense fromthis body is that we
woul d Iike to be included in at |east previous
and prioritization of conpeting neasures.

M5. JOHNSON: Yes. And, again, that
ki nd of goes back to your role as overseer of the
portfolio, so this kind of feedback is hel pful
for us as we try to nake that nore clear.

MS. HI BAY: And, Henry, to provide
update on 0615, that measure was previously in
front of this Cormttee, and it | ooks |ike
endor sement was renoved fromthat measure in
February of 2014, so that should not be a
conpeting neasure unl ess they would bring that
nmeasure again forward at a subsequent phase.

But in addition, just to let you know,
we do hear the rub there, that you want to be
tal ki ng about sim |l ar nmeasures at the sane tine,

and we're working very hard, and we will take
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i nto consideration, you know, hearing the
priorities fromthe Comrittee. But | think you
understand if we don't have it, it's silly to
have the conversation right now because we don't
even know when 0083 is going to be presented so,
you know, if that comes to us in the next phase,
we can go through this activity now, but -

MEMBER TI NG Yes, but if we're the
overseers of the neasures, you know, all | have
is actually a docunment that lists all the
nmeasures in the portfolio, and I can't recall
whi ch ones was endorsed, com ng up for
mai nt enance, or -

MS. HI BAY: That's fine. Yes, that's
fine, Henry.

MEMBER TING It's hard for nme to -

M5. HI BAY: Yes, | just went on the fly
right now right into our database to see what
was active, and what was up to date. So, when you
get a list of the neasures in the inventory
dependi ng upon what |ist you're |ooking at,

you're | ooking at all neasures, neasures that are
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not endorsed, and neasures that are endorsed, you
know. So, you can filter it by those three areas,
so you may have the all neasure one.

CO CHAI R KOTTKE: Ckay. So, Carol has
to | eave sonewhat earlier, so we're going to go
to Measure 2440.

CO CHAI R GEORGE: Carol, did you want
to start, or do you want ne to start? Ckay,
great.

MEMBER ALLRED: Do the devel opers have
anyt hi ng?

M5. RYAN: Hi. This neasure |ooks to
see was the care transition record transmtted to
a next level of care provider within seven days.
And within that, there's al so consideration given
that the care transition record includes
di scharge nedi cations, reason - |'msorry,
followup treatnments and servi ces needed,
procedures perfornmed during the hospitalization,
reason for hospitalization, and treatnents and
services provided during the hospitalization.

MEMBER ALLRED: Ckay. This is a neasure
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that is very closely related to the one Henry
just presented. It's the same group, the sane
hospitals, pretty much the sane evidence that we
presented in the other one. The nine hospitals,
858 patients invol ved.

The neasure itself | think is a very
good neasure because the whole purpose of it is
to set up a foll ow up appointnment transferring
the information fromthe hospital record to the
attendi ng physician, and there are five data
poi nts that have to be included in that. And it
needs to be done within seven days of discharge,
the reason for hospitalization, the procedures
performed during the hospitalization, treatnent
and services provided during the hospitalization,
di scharge nedi ci nes includi ng dose and indication
for use, and any followup treatnent or services
needed, so it looks to ne like that's a wonderf ul
way to transition that care fromthe hospital
back to the private physician.

In terns of evidence, | think the

evidence is okay. It may be a little bit shy in
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pl aces, but | don't see anything wong with it
all. So, I would say let's go ahead and vote on
evi dence.

CO CHAIR KOTTKE: Mary would like to
add a little bit.

MEMBER ALLRED: Okay.

COCHAIR GEORGE: So, | will say that
the devel opers did performa literature review
resulting in about 35 different references with
evi dence- based gui del i nes, cohort studies, other
references. And | think while this process itself
Is not specifically unique or needs to be unique
to heart failure patients, the timng referenced
in the neasure is probably very specific for
heart failure patients.

They cited evidence fromfive
citations, rather than enpiric studies, and 17
references for this pilot neasure. So, | thought
t he evidence was fairly good.

MEMBER HI LLEGASS: | ki nd of disagree
about the evidence. | don't feel that the

evidence is that strong for this whole group of
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nmeasures specifically. So if you want to go back
to Henry tal ki ng about the specific beta
bl ockers, if we carry that discussion over here,
these are specific things that need to be
nmeasured for all patients. It shouldn't be just
for heart failure. So | really think it's a
val uabl e measure, but | don't think the evidence
supports it, in my opinion.

COCHAIR GEORGE: | think - and
agree with you to a certain extent on this whol e
package of transition neasures. One of the things
t hat CDC conmi ssioned a study of transition of
care for heart failure, for M specifically, and
stroke specifically in 2011 from AHRQ with their
evi dence- based revi ew process, and there was
basically nothing in terns of evidence in the
literature. It's because it hasn't been done;
peopl e haven't studied it. So, you know, it's one
of those things, how - so we fault and absence
of the literature?

DR. PINA: May I? | think that what's

been happeni ng and why there are no nore data on
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t he evidence for here is because heart failure
care, all care has becone so fragnented. And we
have seen such a drastic increase in hospitalists
taking care of all these patients, and they'l|
never be seen by that sane person in the
outpatient. And the outpatient doctor nost of the
times don't even know that the patient has been
in the hospital. And | think sone of this may get
better as we're noving - | sit on the Electronic
Health Initiative, as we're noving with the
O fice of the National Coordinator to get the
EMRs in better shape so that the outpatient EMR
talks to the inpatient EMR And | think that
that's what's happened; it's why we don't have
any nore evidence, because it's been so fast that
the fragnmentation of care. The Comonwealth calls
it a cottage industry, that's what they call
heal th care.

CO- CHAI R KOTTKE: So, let's see, Linda,
t hen down the line, Tom M aden, Judd, and then
George. W'll go around this way. Ch, sorry, |

m ssed -
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MEMBER DeLONG. Could | just interject
that evidence - I'mgoing to go all the way
opposite fromwhat | usually say. Evidence in
this kind of a thing where you' re | ooking at care
processes is very difficult to get. W have tried
to anal yze things |like a follow up appoi nt nent,
and it is so totally confounded with the site
that it is very difficult to have firm evi dence
regardi ng sone of these things. So |I wonder about
that criterion for sonmething like this. You can't
do a trial.

MEMBER BRI GGS: | would agree that it's
difficult for this type of neasure, but the one
thing that concerns ne about this neasure is that
there are so nmany pieces of it. And because of
that, trying to nmake any one pi ece of evidence
match it is difficult in and of itself. So,
there's one study that we were given with the
packets. Yes, there may be other data, but given
the conplexity of this neasure, | don't think
that the evidence really is there to support the

full conplexity of this measure.
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CO CHAI R KOTTKE: Ton?

MEMBER JAMES: This week's issue of the
New Engl and Journal of Medicine has an article on
t he handoff, on a standardi zed handoff process
bet ween residents, showi ng a significant
reduction in adverse events at that |evel. But
the question | have has to do with the seven-day.

In nmy past enployer, we did a study
| ooki ng at readm ssions with heart failure and
several other significant diseases and found that
you nmaxi m ze at three days, 72 hours, and that -

to make contact. If you went out to seven days
there was a nmuch hi gher readm ssion rate, so |I'm
guestioni ng the seven days as opposed to an
earlier time frame for handing off. And goodness
knows, we all got our hand slapped if we didn't
dictate as hospitalists right away.

DR PINA: | think that what has never
conme through with our seven-day and our three-day
is that there are physiologic reasons why the
patients get worse at about seven days. And it

has to do with neurohornones. Wen they get
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excessively diuresed in the hospital, which is
what we all do, there is a rise in al dosterone

| evel s that happen at about a week to 10 days
where then they becone avid sodi um absorbers. And
if you don't see the patients then and try to
adjust their diuretic and go up on the other
drugs, | assure you a readmi ssion. | nean, | can
even put the Good Housekeeping Seal on it that
they' Il be back. So, there are physiol ogic
reasons that | don't think have ever cone out in
any of these papers, but that's the reason why we
have al ways thought of that seven-day, or that
seven to ten day.

(O f-m crophone comrent.)

DR. PINA: Right, but if the clinician
who' s taking over the patient sees the - knows
that the patient has been in the hospital they're
nore likely to act on it. And, obviously, that's
the extension that we can't al ways neasure;
you're right.

M5. RYAN: | think another thing to

explain is that this nmeasure correlates with a
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neasure that we haven't yet discussed with
respect to the appointnent within the seven days.
And we're not saying, you know, seven days, but
wi thin that seven-day tinme franme, and the
expectation being that by the tine the patient
has the appoi ntnment, the -

(O f-m crophone comrent.)

MEMBER HOLLANDER: |' m questi oni ng
whet her those shoul d be paired neasures. And |'m
- you know, we're doing an Epic inplenentation,
so automatically we neet this if it's referred to

sonebody in our system Right? But that's not
really good care; it just neans sonmewhere in sone

electronic cloud void the record exists. So, it's
- you know, | agree with the philosophy. |

frankly think it should be the day of discharge;

| don't see why we tolerate things going on for

weeks. You have to do the damm work anyway; do it

when it's best for the patient rather than when
it's best for the doctor. But | do question

whet her we're going to get what we want. W're

just going to have it go into a void somewhere;
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they're going to neet the neasure. W're going to
sell nore EMRs to deal with this because it's
going to fit into the RO on doing that, but it's
not entirely clear to nme it's going to inprove
care unless there's an appoi ntnment that cones
with it. So, if part of the other measure was
havi ng an appoi ntnent with the care record in
hand, that would be really good.

CO CHAI R KOTTKE: Gerard and then
M aden.

MEMBER VI DOVI CH First just nmake a
coment, it may sound stupid. But | think it's
| i ke, you know, do we need a clinical trial? You
know, the fanobus thing for junping out with a
parachute. Right? This conpletely nmakes sense,
everybody needs a discharge summary. Right? This
is - 1 mean, this is in your genone. Right? So,
| have no problens with evidence here. This
essentially says please wite a discharge
sumary, so that's great. No problens there.
don't think anybody needs evidence for this, but

| have sone problens with - you know, again, the
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devil is in the detail.

Care transition record, what is a
record? And | think this is what Judd nenti oned,
is everybody is going to EMR Ri ght? You know,
the Affordable Care Act tal ked about EMR
i ntegration so maybe one day our EMRs will talk
together. What is a record, is it paper, is it
el ectronic, is it inplied in some sort of -
think that's a problemthat records at this tine.

Then definition of next |evel of care.
VWhat is next level of care? Is this a nurse
practitioner, is this an internist, is it a heart
failure specialist? Wthin seven days. Ri ght? You
know, it should be instantaneous. Right? You
know, again, if you |look at these pure
definitions, just semantically | have a probl em
with that. And then is this a doubl e standard?

Ri ght ? You know, are we treating heart failure
patients with this, and then if you don't have
heart failure then you don't get a discharge
sumary, or you could wait two weeks. Right?

That's a question for Joint Comm ssion. Right?
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The Joint Commi ssion does a great job in
standardi zi ng care across many, nany hospitals.
Right? Is this cool to do this for heart failure
and not for pneunonia? | nean, do you have a
simlar neasure for a zillion other conditions
that al so need a di scharge sumary?

M5. WATT: This is Ann fromthe Joint
Comm ssion, and we have - there is a Joint
Comm ssi on standard that says that the nedi cal
record needs to be conpleted within 30 days, and
that all nedical records need to have a di scharge
sunmary.

| think the reason why, you know,
that's a standard, and that's what every -

MEMBER VI DOVICH: Thirty days?

MS. WATT: - hospital is |ooked at,
or that's actually two standards, but every
hospital in the country is |ooked at those
things. | think the reason why we pulled this out
for this particular performance neasure set was
because of the issues related to readm ssions and

so forth. It seenms to have a hi gher resonance,
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t hi nk, woul d be the thing.

In answer to your question about what
is a care transition record? W have a detail ed
i npl enentati on gui de that we've prepared, and
there are data el enent definitions for every one
of these things. And in here we state that a care
transition record may consi st of one docunent or
several docunents, which could be considered a
care transition packet. The hospital nust be able
to identify which docunents make up the care
transition record, and the hospital mnust identify
what specific docunents are transmtted to the
next |evel of care provider. It could be in the
formof continuing care plan, discharge
i nstruction form or another patient-specific
docunent contained in the nedical record. So we
do try to describe very clearly what we're
| ooki ng for.

MEMBER ALLRED: We're still on
evi dence.

MEMBER PHI LI PPIDES: So this is just a

general question. There are specific things we're
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asked to look for in regards to ranking the
evidence. Did the devel oper present data
supporting the idea that instituting this nmetric
| eads to better patient outcones. |Is that right?
But sonetines it feels to ne that if we like the
metric enough, or it feels right, we're willing
to forego that threshold and say well, we don't
need t he evi dence.

|"mactually okay with that because |

like this transition care things. | think they're

really inportant, | think that's where we're
noving into the next phase of good health care,
but 1'mjust concerned as to whether that woul d
really - do we need to hold ourselves to what's
witten there as far as evi dence. Because to ny
knowl edge, and correct nme if |I'mwong, Mary,
that the data suggesting that if we do this, it
will lead to fewer adm ssions or better outcones
is not that robust. | mean, it nakes sense. |
think it has face validity to all of us, but I
don't think there's been data presented. Am |

wrong about that?
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(O f-m crophone comrent.)

MEMBER PHI LI PPIDES: So then |I'm | ost.
| don't know whether to follow the guidelines as
witten and | ook for that evidence, or to say
well, in this particular case we all have a good
feeling about it. W think it nmakes sense
logically, let's just pass it. | don't know what
to do with that.

CO CHAIR KOTTKE: Ted is on the phone.

MEMBER G BBONS: It strikes nme that
we're - when we're | ooking at these six measures
that we are at risk of falling into the sane trap
as yesterday with 670, 71, and 72 where it seened
to me since | was going to present 672 and didn't
have the opportunity, that that should have gone
first because it was the broadest neasure. And
then 671 and 672 woul d have followed thereafter
because 672 had the strongest evidence for
asynptomati c individuals in general.

So, | wonder if what we're doing here
is criticizing the limted nature of one neasure

and hoping that it will followto the next
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nmeasure such that if someone gets an appoi nt nment,
then they get the 72-hour phone call, then they
show up to their appointnent and they have their
di scharge summary with the provider. So |I wonder
if part of this is the way we're presenting the
measures, and in what order.

CO CHAIR KOTTKE: | have a rhetorica
guesti on. How many people could get that study
through the IRB -- the usual care arm of sending
the patient honme w thout a di scharge summary?

MEMBER HOLLANDER: | coul d guarant ee at
the two institutions |'ve been at, that would go
through the IRB. It's usual care versus expedited
transition. One is the doctor does whatever the
doctor normally does. W don't slow it down, but

CO CHAIR KOTTKE: W normally send a
di scharge - the patient does not |eave a
hospital on our system w thout a di scharge
sunmary.

MEMBER HOLLANDER: That's a system |

want to go to, so nove to Philly.
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(O f-m crophone comrent.)

MEMBER HOLLANDER: Ri ght, so you can't
but, you know, | think a lot of the world - |
mean, | ask the question now if the Joint
Commi ssion standard is 30 days to send a note,
but yet the Joint Commi ssion says we shoul dn't
have readm ssions within 30 days, there's a bit
of a problemthere.

MEMBER VI DOVI CH: That's the double
standard. You can't have 30-day and a 7-day sane
for different conditions. That concerns ne.

M5. WATT: Just a clarification. Nunber
one, the Joint Conmm ssion doesn't say anything
about readm ssions within 30 days; that's CMs.
But secondly, what we say is that a discharge
summary has to be conpleted within 30 days. W
don't say anything about transmtted or anything
el se. What we are saying in this nmeasure is that
we need to have a care transition record created
and transmtted within seven days of discharge
for heart failure patients.

And in ternms of the paired neasure,
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you know, the way - because, as you know, al

si x of these neasures are required for

organi zati ons that have the Advanced
Certification for Heart Failure, they are in
effect paired neasures; they don't have a choi ce.
And the intent - the reason why we do measures
in sets like that is so that when you | ook at the
results as a whole, it gives you a pretty good

i ndication of the care presented or given to the
patient, and that's why we do it.

DR. BURSTIN: 1'Ill just make a comment,
|"msorry, just briefly. So we've gone through
this a lot in our care coordination projects
where nost of these transition nmeasures reside.
There actually is a fair anmount of evidence about
transitions. You know, | don't know about the
specificity of the seven days, but at tinmes that
commttee, in particular, and it is certainly
wi thin your purview, can go ahead and put forward
a neasure with the - using the evidence
exception if the benefits significantly outweigh

the risks. And that's certainly within your
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purview, to Liz's point earlier. | wll point
out, though, although it's not in this project,
but care transition group also did endorse a
measure of a transition record within 24 hours
for all patients, so | just want to put that in
cont ext .

MEMBER ALLRED: The neasure al so does
state that it could be transferred by phone, by
email, by various other things, so if you just
pi ck up the phone and calling the attending
physician and tell himwhat's going on, | think
t hat suffices.

MEMBER DeLONG Then there's no record

of that.
CO CHAI R KOTTKE: Hel en and then --
MEMBER HI LLEGASS: But for
clarification, | think we need to set a bar |ike

we tal ked yesterday. And we need to make a
decision: are we going to constantly bypass our
al gorithmand do insufficient, you know, with
what ever exceptions, or are we going to stick to

what we were given, which is ook at the
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evi dence, decide on the evidence, rate the

evi dence. And maybe an exceptional case, and |I'm
saying this as a devil's advocate because there
are five neasures that are very simlar. W're
going to be addressing the sane issues because |
read all of them | couldn't just read one; |
read all of them And they're all very simlar in
| ack of evidence, so we need to decide now are
we going to bypass the evidence which is
bypassi ng what we've been told to do, go through
our algorithm or are we going to actually rate
t he evi dence?

The reason | say we need to set the
bar is there are other groups that these neasures
could go to. And maybe we need to nake a standard
as to what comes here and what doesn't cone here.
And | don't know, naybe |'mtalking out of school
here, but | do believe that we need to make a
decision. Are we going to go by the rules, or are
we going to constantly bypass and do five,

i nsufficient, you know, with exceptions. And

where do we make that decision as a group,
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because it's silly to keep arguing this on the
next four issues that m ght have simlar |ack of
evidence. So, | think we need to make sone ki nd
of decision here where we go with the evidence,
how often we bypass it.

W all think these are quality issues.
W think these are - we all believe in 24 hours
you shoul d have this care transition. Were do we
set the bar with this group?

MEMBER DeLONG Helen hit the nail on
the head. Is there any risk - | nmean, if it's
hard to get evidence and you' ve got a neasure
that you can't imagine a risk does the evidence
criterion have to really be strict? | nean, |
woul d say on the first one | had doubts about
risk. On this one, |'m having trouble imagining
any ri sk.

MEMBER HI LLEGASS: And you're talking
about bypassing our algorithmand witing a new
al gorithm Correct?

(Si nul t aneous speaki ng.)

MEMBER HI LLEGASS: Making a | ot of
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t hese fives.

DR. BURSTIN. Except, just to be clear,
the exception is part of your algorithm W put
that there intentionally when the evidence tests
were submtted several years ago. So, it's not
going outside the algorithm | wll say, though,
we do view it as an exception. It is not
sonmet hing you want to invoke constantly, but in
the right instances for the right kinds of
measures where evidence is weak, certainly not so
much on the clinical side, but | think nore of a
crosscutting side we see it nore invoked than
usual .

MEMBER HI LLEGASS: But we have five
measures - and you're saying we need five
excepti ons.

DR. BURSTIN: No, |'mnot saying that.
|"mjust offering to you that that is -

MEMBER HI LLEGASS: Just throwi ng it out
t here.

DR. BURSTI N: - certainly a

possibility, and that you should really be
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weighing - this is when your expertise cones

i nto hand. Does the benefit of having that
nmeasure in the portfolio significantly outweigh
any risks for patients?

CO CHAIR KOTTKE: Well, | can tell you
our primary care docs do not ask rhetorically;

t hey ask how do you expect ne to treat this
patient when | don't even have an idea they were
in the hospital? | nean, you know, does a tree
fall when there's no forest?

CO CHAIR GEORGE: And | was going to
bring up what Hel en nenti oned about the NQF was
the preferred practices and perfornmance neasures
for reporting care coordination. And this is one
of the preferred practices in that NQF docunent.
Al so recomended in the transitions of care
consensus policy statenent from American Col | ege
of Physicians Society of General |nternal
Medi ci ne, and Soci ety of Hospital Medicine,
American Geriatric Society, and the Anerican
Col | ege of Energency Physicians, and the Society

of Academ ¢ Energency Medicine, so it's evidence
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that's reconmended from many, nany different
societies in NQ.

CO CHAI R KOTTKE: Ger ard.

MEMBER MARTI N: So, again, new to NGQF,
not new to quality inprovenent, it seens to ne
that we're arguing over sonething that's pretty
silly. There are two aspects to evidence. There's
evi dence where you're saying | want to do Drug A,
whi ch has this outconme, and a new drug. And we're
going to try to inpact survival, quality of life,
bl ah, bl ah, blah, where we say wow, to do that
there's a lot of risk involved. And we're going
to go for a random zed doubl e blind study.

Soneone in the quality inprovenent
realm and | don't know still what NQF is, |'m
| earning, thereis a - | don't want to say a
| ower bar, but there is a different risk
i nvol ved, where you're looking at - and I'm
sorry, | think fromny hospital we've |earned
that hand-offs are critically inmportant. And if
you don't do hand-off well, even if it's inside

the hospital, you're in trouble. So, the idea

Neal R. Gross and Co., Inc.

88

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




10

11

12

13

14

15

16

17

18

19

20

21

22

that you don't hand-off outside the hospital is
unbel i evabl e. Ckay?

To Tomis point, | can get this through
ny |RB. | have through a National Quality
| mpr ovenent col | aborative | ooking at single
ventricle patients, and part of - one of the key
drivers was a better handoff to the outpatient
world. And we left it blank, because we didn't
know what the strategies were going to be, and we
| ooked for best practices within hospitals.

So, if this is about quality, and this
is a hand-off, | think the evidence, and whet her
you want to use the exception thing, then great,
use the exception thing because hand-offs are
i mportant, and this shouldn't be a random zed
doubl e blind study; it should be does this nake
sense, and is this the right thing to do?

The only point | would take is, you
know, with Joint Conmission is it probably
shoul dn't be heart failure; it should be every
di scharge. And it's only because, you know, this

is that whole thing about you' re comng to the
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cardiac group, that it's with us, but this should
be part of Joint Conmission telling every
hospital to do this within seven days for
everyone that |eaves.

CO CHAI R KOTTKE: Thank you. Leslie, on
t he phone you had a question or comment.

MEMBER CHO Yes, ny coment: | totally
agree with the previous speaker. There will never
be a random zed controll ed study versus, you
know, care transition versus no care transition.
But | still think this is such a good and
i mportant thing, that even if we don't have the
random zed controll ed study fromthe New Engl and
Journal, it should go forward. And | advise the
NQF staff again, evidence the way you guys have
put it in that algorithmis very difficult unless
it's like a random zed control |l ed study of drugs.
And | really think that for nmany of these
measures where it really makes | ogical, pragmatic
sense, that algorithmis really not that hel pful

CO CHAI R KOITKE: Carol, was that you

or is that Ceorge?
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VMEMBER ALLRED: Yes, | was.

CO CHAI R KOTTKE: Ckay.

MEMBER ALLRED: | just wanted to make
a comrent about the discussion. Yesterday we got
hung up on evi dence, and we were tal king about
new nmeasures and the |ack of evidence. And it
| ooks to ne like this is the sane thing. Are we
going to say the evidence isn't good because it's
not there, or are we going to figure out how to
deal with new nmeasures that inprove quality?

CO- CHAI R KOTTKE: So, Kristi, Judd, and
t hen back to Liz.

MEMBER M TCHELL: My question isn't so
much about the evidence; it's about the bar that
we need to establish for accountability. So, |
think in the context of quality inprovenent, this
is all good. This is notherhood and appl e pie.
Right? But | think when we're tal ki ng about
dollars and cents, and incentivizing hospitals
and providers, individual attribution around
accountability, then the question becones clear

to me that we have to figure out what we're going
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to do around evidence. So, | just put that out

t here because | think that those concepts get
conflated in our discussions. So, quality

I mprovenent and accountability are not the sane.

MEMBER HOLLANDER: | agree with all
t hese sentinments, and I'mall fine with this
going forward. | guess what |'m questioning is,
this is a proxy outcone for sonething where we
al ready have a hard outcone, and we now have a
whol e series of proxy outcomes for heart failure
where we're neasuring, you know, the nore
i mportant thing which is, you know, 30-day
readm ssions or 30-day quality of care framed as
readm ssions. So, | wonder if we're not better
of f havi ng one conposite neasure that | ooks at
the things that would get us there.

So, | think we can all agree you have
to have the record transmitted, but if you just
have an institutional -w de el ectronic nedica
record you neet this criteria. That really does
not hing for care. Ckay? You need to have an

appoi ntment at sone period of tine. There's not
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great evidence whether it could be seven days, or
14 days, there are sone uni ntended consequences

i f you get people who don't need an appoi nt nent
to have an appoi ntnent and bl ock peopl e who need
it fromit, but we all agree at sone point in
time you need the appointnent. And maybe it
really should be a conposite neasure that you do
the three, or four, or five things that get you
to the likelihood of decreasing 30-day outcones.
There's a great paper in the STEM world that

El i zabeth Bradl ey wote years ago that has |ike
seven things that you should be doing at your
institution to i nprove your STEM outconmes. And
we' ve seen conposite neasures here, and |'m

rai sing the question. | knowit's not the measure
in front of us, but we have a whol e group of
nmeasures. Maybe we shoul d have them cone back
framed as a conposite because this one neasure is
not going to help anybody on an EMR, it's not
going to do anything to their institution that's
al ready being done. It's in the record and may be

i gnored, but the next step mght actually be
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really useful at that institution with that

patient. And if it's put together that's just one
way where | think we're really inproving quality
rat her than | ayering on a bunch of proxy neasures

where we already have the outconme neasure in the

portfolio.

CO CHAI R KOTTKE: Li z?

MEMBER BRI GGS: | just want to
reenphasize - sorry, I'mgoing in a different

direction, but what Leslie said was if it nmkes
sense, the evidence isn't as inportant. | think
there are a lot of things that make sense of f hand
and have been shown in trials to not work. |
think it has to pass a different bar, and that is
absolutely mninmal risk. And if it feels good,
and it's mnimal risk, and risk includes cost,

t hen maybe t he evidence bar is too high.

CO CHAI R KOTTKE: Ckay. Does anybody
have anything new to say, new plus relevant, two
attributes. Seeing nothing, let's vote on
evi dence.

M5. LUONG Voting for evidence starts
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now. one for high, two for noderate, three for

| ow, four for insufficient evidence, five for

i nsufficient evidence with exception. And this is
for Measure 2440.

Measure 2440 did not pass with 22
percent voting noderate, 6 percent voting | ow,
and 72 - oh, it did pass. I'msorry, with
exception. So, Measure 2440, 22 percent voted
noderate, 6 percent voted |ow, and 72 percent
voted insufficient evidence with exception.

CO CHAI R KOTTKE: Thank you. Carol, do
you want to tal k about performance gap?

MEMBER ALLRED: There's definitely a
performance gap. | think the statistics were | ess
t han 40 percent of the people are actually
getting the transmtted record within a tinely
basis. And that's not within the seven-day tine
period. So, there's a definite roomfor
i mprovenent there.

CO CHAIR KOTTKE: Disparities?

MEMBER ALLRED: Disparities, yes. There

are disparities in care, but none of the studies
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on this particular group of five actually
designated the disparities, so they went to the
literature and actually are showi ng that white
Angl o Saxons have a better rate of getting that
first review out than mnorities do.

CO CHAI R KOTTKE: Does anybody need to
di spute what Carol just said? Ckay, let's vote on
per f or mance gap.

M5. LUONG Polling for performance gap
starts now. one for high, two for noderate, three
for low and four for insufficient. Performance
gap passes with 56 percent for high, 44 percent
for noderate.

CO CHAIR Kottke: Priority?

MEMBER ALLRED: Priorities. Cbviously,
heart failure is a major problem it's a high-
cost, high-risk disease, so | think it is a high
priority.

CO CHAI R KOTTKE: Looks 1i ke everybody
wants to vote.

M5. LUONG Polling starts now for high

priority: one for high, two for noderate, three
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for low and four for insufficient.

CO CHAI R KOTTKE: Even | can pick up
the subtle bodily notions that -

M5. LUONG Priority passes with 66
percent voting high, 22 percent voting noderate,
and 11 percent voting no.

CO CHAI R KOTTKE: Scientific
acceptability and reliability.

MEMBER ALLRED: COkay. Scientific
acceptability, the nunerator statenent and the
denom nator statenent | think are good. The
exceptions there, exclusions fromthe denom nator
are limted to left ventricul ar assist devices
and heart failure, which makes perfect sense to
me. So, | would say the scientific acceptability
i s good.

Reliability, the data points are
easily extracted fromthe el ectronic record or
paper record.

CO CHAIR KOITKE: | just have a
guestion of why do you exclude patients with

LVADs, with transitions?
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DR. PINA: They are usually in the
hospital a | ot |onger, and the VAD coordi nators
are all over them so it's really part of the
expected care of LVADs. But yes, | nean, if
you're in a place where nobody has seen you in a
few days, you're in trouble.

MEMBER CLEVELAND: | guess | would just

- Tom if | could make | guess a coment as a
VAD surgeon; | would actually like to see the VAD
patients. |'d advocate that they put into this,

t oo, because particularly the increase in the
rate of thronboses with Heart Mate 2 punps, et
cetera, et cetera, INRs that - bleeding, | think
that it's critical they be seen within a week and
have a proper discharge. So, | actually think
t hat we shoul d i ncl ude, not exclude, VAD
patients. | can understand excludi ng heart
transplant patients. That's a different kettle of
fish, but I would ask that the VADs be placed in
t here.

CO CHAI R KOTTKE: Have we heard about

reliability?
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MEMBER ALLRED: Yes. | thought | did
reliability, but the data again seens to be
accurate data points to have in.

CO CHAI R KOTTKE: Ckay, ready to vote
on reliability?

M5. LUONG Polling starts now for
reliability: one for high, two for noderate,
three for low, and four for insufficient.

MEMBER ALLRED: Usability? Feasibility,
| would say the only thing about feasibility -

M5. LUONG Reliability passes with 17
percent voting high, 72 percent voting noderate,
and 11 percent voting | ow.

CO- CHAIR KOTTKE: Validity.

MEMBER ALLRED: Validity. | think the
data points are valid; | think they're the right
ones to use.

CO CHAI R KOTTKE: Judd?

MEMBER HOLLANDER: |'m just going to
reiterate ny comrent before that if you're in a
health system w de, enterprise-w de el ectronic

medi cal record then sort of it loses its face
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validity of getting it to the primary care
provi der because there's no evidence that they'l|l
ever see it or put it inafile.

CO CHAI R KOTTKE: O her coment s? Ready
to vote on validity?

M5. LUONG Polling for validity starts
now. one for high, two for noderate, three for
| ow, and four for insufficient.

MEMBER ALLRED: COkay, feasibility?

CO CHAI R KOTTKE: Feasibility?

M5. LUONG Yes.

MEMBER ALLRED: | think we tal ked al
around feasibility for this particular neasure.
One of the things I'd like to raise is that there
is a part of this that suggests a care
coordi nator, which would certainly add to the
cost of doing the procedure. And as everybody has
tal ked about, can the institution get the records
out in the seven-day tinme frane without it being
an undue burden? G her than that, | think it's
f easi bl e.

CO CHAI R KOTTKE: Seeing no action
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let's vote on feasibility.

MS. LUONG Before we vote on that, the
results for validity testing: 83 percent voted
noderate, and 17 percent voted | ow.

CO CHAI R KOTTKE: Hel en noted that it's
feasibility of the nmeasure, not feasibility - so
feasibility of collecting the data about the
nmeasure, not the feasibility of sending out the
di scharge summary.

M5. LUONG Voting for feasibility
starts now. one for high, two for noderate, three
for low and four for insufficient. For
feasibility, 39 percent voted high, 50 percent
vot ed noderate, 6 percent voted |ow, and 6
percent voted insufficient. It passes for this
criteria.

CO CHAI R KOTTKE: Usability and use?

MEMBER ALLRED: Usability and use,

t hose are suggestions they nade was internal use
for the hospitals, using it for health care
plans, things like that, but this is a new

nmeasure so usability is really not proven
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CO CHAI R KOTTKE: Ready to vote on
usability and use?

M5. LUONG Polling starts now for
usability and use: one for high, tw for
noderate, three for low, and four for
insufficient information. Usability and use
passes With 22 percent voting high, 56 percent
voting noderate, 6 percent voting |low, and 17
percent voting insufficient infornmation.

CO- CHAI R KOTTKE: So, overall vote?

M5. LUONG Polling for overall
suitability for endorsenent starts now. one for
yes and two for no. For Measure 2440, it passes
with 89 percent voting yes for endorsenent and 11
percent voting no.

CO- CHAI R KOTTKE: So, Sharon or
sonebody, we're running consi derably behind, but
we haven't had a norning break. Are we going to
conpeting neasures, | - yes.

MEMBER HI LLEGASS: Does this new
nmeasure add sonething that's not already neasured

by 06487
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MS. JOHNSON: So, that is a discussion
that we're going to table until the post-neeting
call. And, also, Ann brought this to ny
attention, and | apol ogi ze for the confusion, but
t hese neasures as a group when they originally
put their subm ssion in, they were planned for
use in the Joint Conm ssion prograns, but those
went into play January 1st, 2014. So, these are
actually in use at least in the Joint Comm ssion
Prograns. Do | have that right, Ann?

M5. WATT: That's correct.

CO CHAI R KOTTKE: Break until 11:15.

(Wher eupon, the above-entitled natter
went off the record at 10:58 a.m, and resunmed at
11:13 a. m)

CO CHAIR KOTTKE: W are going to
start with 41 and 42 because they're very closely
related to 40.

COCHAIR GEORGE: We'll be doing them
separately beginning with 2441. |'m sorry.

We're just taking things all out of order today.

Any introductory comrents fromthe devel opers?
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M5. RYAN: Sure. 2441 is for
di scussion for advance directives and 2442 is for
advanced directive executed. W would just like
to explain that initially this was a conbi ned
measure, but during the pilot process the
facilities had indicated that with the neasure
bei ng conbined it was hard for themto tell was
t he neasure passing because they had di scussion
with the patient as opposed to the advance
directives being executed. And the priority for
the facilities was to nake sure that the
directives were executed. So they had actually
requested that these two nmeasures be separated
out. And that's why it went fromone to two.

COCHAIR GEORGE: Al right. So we
have Li nda, Tom and Ceor ge.

MEMBER JAMES: This is the 2441. Make
sure I'mon the right page. Let nme just do a
gui ck sunmary for the evidence, because this is
anot her one where the scientific evidence is not
fair, in ny estimation, for a discussion of

advance directives leading to a definitive
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outconme. However, as sonmebody who has spent tine
in areas working with patient-centered care and
patient-focused care, this is one of those
nmeasures that gets into the heart of that.

Maki ng sure that patients are -- or the intention

is the patients are engaged and help direct their

care.

Problemfor ne with this particular
nmeasure: |It's a discussion by any health care
professional. And we all know about the tines

that a nurse comes in to sign the pre-ops sheet
for patients and gets consent. And that counts
as a di scussion of the operative procedure. This
is end-of-life discussions and it should not be
passed off. It should be by sonebody who's
really caring for the patient. And | would |ike
to have seen that rather than just any health
care professional.

Secondarily, this is for patients --
an exclusion is patients |ess than 18 years of
age. The portion of nme that's a pediatrician

recogni zes that children and their famlies

Neal R. Gross and Co., Inc.

105

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




10

11

12

13

14

15

16

17

18

19

20

21

22

106

shoul d be very nuch engaged in this kind of
di scussion, so I'ma little unconfortabl e about
t hat .

| understand why discharge to a
hospi ce. That neans that -- the suggestion is it
nmeans we' ve already that discussion, so it would
i mprove your ratio for including it.

So this is one where the balance is
| ack of scientific evidence, so | would recomend
a five on this versus the patient-centered focus
that this is still an indirect neasure of what
t he patient should be engaged in a neani ngf ul
di scussi on.

CO- CHAI R GEORGE: (Go ahead, Gerard.
And then Joe.

MEMBER MARTIN: So as the pediatrician
| guess it depends upon the type of heart
failure. N nety percent of our patients with
heart failure have a structural heart defect,
which is readily anenable to either cardi ac
surgery or interventional cardiology and with

survival rates that are over 98 percent. And so,
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if it's advanced heart failure, | couldn't agree
nore where they're noving on towards heart
failure. But if it's -- | nmean to having that
type of discussion. But just for age itself, it
woul d have to be defined by kind of the -- what
type of heart failure.

MEMBER CLEVELAND: | guess if | could
ask a point of order, too, and clarification from
t he devel opers, because as | understand it our
program went through Joint Comm ssion
certification for an LVAD center and one of the
metrics on that was that there had to be an
advance directive discussion to be approved as
t he Joi nt Commi ssion over that program And here
we have a denom nat or exclusion that excludes
LVAD patients. So | think that exclusion should
probably be noved, otherw se we've got a neasure
that directly conflicts with sonmething that's a
process for Joint Conmmi ssion certification.

M5. WATT: | think that's the reason
for the exclusion, because it is included for the

LVAD and we know that everybody who is certified
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for LVADs has to have our certification

MEMBER CLEVELAND: Ckay.

M5. WATT: So it's like a nutually
excl usi ve thing.

CO CHAIR GEORCGE: Is that Kristi?

MEMBER M TCHELL: darification. Wen
you say "all heart failure,” we're including
patients who have pul nonary hypertension as well?

(O f-m crophone comrent.)

MEMBER M TCHELL: So, okay. Just
maki ng sure |I'mclear on that.

CO CHAI R GEORGE: (George?

MEMBER PHI LI PPI DES: And then there's
no differentiati on between obvi ous systolic
dysfunction inpatients who have heart failure on
the basis -- with normal LVEF, is that correct?

DR. PINA: This should include, if I'm
correct, half N, half for F, both.

MEMBER PHI LI PPI DES:  Ckay.

DR. PINA: Low EFs and hi gh EFs.

MEMBER PHI LI PPI DES: Because |'ve just

general ly considered the patients with the very
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urgent than patients who had their first heart
failure presentation and their EFs are 65
percent. So this groups themall together?

DR. PINA: Yes, because even those
patients are ol der and they have a | ot of
conorbidities and many of them we keep doi ng
things to themthat really haven't changed much
their outcome. So | would include this as a
conversation that | have with mne. And they get
so edematous and they just -- their pul nonary
functions get worse, their kidneys get worse. So
whet her the node of death is cardiac or the node
of death is fromone of the conorbidities, the
di scussion | think should be had. | don't know
that we specified.

MEMBER PHI LI PPI DES: Ckay. |'m not
sure | understand what you're saying, but | think
that could |lead to sone discussions wth sone 30-
year-old fol ks that m ght not be as inportant as
the ol der folks with bad LVs.

CO CHAI R GEORGE:  Judd?
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MEMBER HOLLANDER: Yes, | actually
agree 100 percent with what CGeorge is saying, but
| think I"'ma little nore afraid of the concept
of a one-tinme discussion with sonebody who cones
in wwth A-fib and a little bit of heart failure.
The A-fib is totally fixable or it's related to
drinking too nuch the night before and now havi ng
a di scussion about end-of-life planning with a
32-year-old that is otherwise really fine, that
has no difference in nortality as conpared to an
advanced heart failure patient regardl ess of the
i njection fraction.

And so, | think in the end for a | ot
of these nmeasures we're stuck between |ow or with
exception, and I think the fact that this
i ncl udes a whol e bunch of people that | frankly
think m ght be inappropriate to go near an end-
of-life discussion, and it's overly concerning
and overly broad, | have trouble in nmy m nd
making this with exception. | think it's
probl emati c.

COCHAIR GEORGE: | have just a
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guestion for the developers. D d this cone up
with any of your pilots?

M5. WATT: No. Actually no. I'm--
no, is the short answer.

DR. PINA: | think probably in the
context of this is a together neasure from Get
Wth the Guidelines, that is in Get Wth the
Gui delines. Get Wth the Cuidelines concentrates
nore on the | ow EF patients, because that's where
we have the evidence for the care and we don't
have great evidence in HEF F as to what to do.

CO CHAI R GECRGE: Ton?

CO-CHAIR KOTTKE: Yes, |I'll take a
di anetrically opposed position fromJudd that any
adult shoul d have an advance care directive, and
the short formcan sinply be if you re unable to
make a deci sion about care, who is it that is
your proxy? And that's enough. And you don't
know when you're going to slip on the stairs here
at NQF and -- of course if you take the el evator,
you won't slip on the stairs, but you could get

stuck and starve to deat h.
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MEMBER PHI LIPPIDES: 1'd like to be
resuscitated, for the record. | just wanted to

(Laughter.)

MS. HI BAY: Good news, George. That
made the transcripts.

MEMBER DeLONG | think there's a
di fference between what everybody should do and
what we shoul d i npose as criteria for endorsing a
nmeasure that could cause sonme psychol ogi cal
distress. | don't knowthat it's our position to
pronote that sort of thing.

MEMBER VI DOVICH: My question for
devel opers is again simlar to the previous
nmeasure. |It's how does this conpare to other
Joint Conm ssion standards in a place for advance
directives for all patients admtted to the
hospi tal ?

M5, WATT: [I'msorry. |'m not
fam|liar enough with the standards to answer
that. |'msorry.

CO CHAI R GEORGE: Any other coments
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on the evidence? |f not, we'll vote.

MEMBER PHI LI PPI DES: Actually | have
one comment. | think that this is another case
where there's not a ot of sort of hard evidence
showi ng that if you have this discussion that
down the road there are significantly better
out conmes or noney saved. | think this is another
one that we all know that to be the case. If you
have better communi cati on and avoi d intubations
and all those kind of things that it nakes sense.

| just wanted to nmake sure Tom and
that we all agree on that in reading through this
protocol .

CO- CHAI R GEORGE: Linda, did
you - -

MEMBER BRIGGS: | was just going to
say that there is again very little evidence
there, and what we do have is very old. There
was part of a study -- the Krumholtz group in
1998. One of the issues that they found -- they
actually interviewed patients at three days and

si x days, between three and six days of
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enrol I ment in the support study and then two
nont hs after discharge, and a | arge nunber of
t hose patients actually changed their m nds about
what they wanted. So | nmean, that's a whol e
other issue to be dealt wth.

So when you tal k about a one-tine
di scussi on, you have that discussion with that
setting in the acute care area where the person
ei ther does or doesn't think they're going to
live, and then quality of |ife changes again two
nonths out. And what you really want to know is
what's going to happen to themin the |ong run.

So | would agree that there's
i nsufficient evidence, but based on what we've
sai d about the fact that there could be sone
psychol ogi cal harmto certain groups because this
isin all heart failure rather than our | ow
ej ection fraction group of people, that there is
sonme degree of harmthat we could consider in
this. So | would not consider this insufficient
with exception. | would consider it

i nsufficient.
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CO CHAI R GECRGE: Any ot her comments?

(No response.)

COCHAIR GEORGE: Al right. w'l
vote on the evidence.

M5. LUONG Polling for evidence
starts now. One for high, two for noderate,
three for low four for insufficient evidence,
and five for insufficient evidence with
exception.

For evidence 6 percent voted high, 17
percent voted |ow, 33 percent voted insufficient
evi dence, and 44 percent insufficient evidence
with exception. It's in the gray zone.

CO CHAIR GEORGE: So we'll continue.
So conments on the performance gap and
di sparities?

MEMBER JAMES: |f we're | ooking
strictly at the nmeasurenent of reported advance
directive, there is clearly a performance gap.
There is no nmeasurenent of what is the person's
i nput, the patient's input into the decision

maki ng. That woul d be a better neasure, but
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there's no way to get that. This becones a
surrogate neasure and this surrogate neasure does
show a perfornmance gap and significant
di sparities.

CO CHAI R GECRGE: Any ot her comments?
Geor ge?

MEMBER PHI LI PPIDES: | think that what
they cited was just sort of |low rates of having
t hese discussions in heart failure groups. |
don't know that they cited performance gap
bet ween conmmi ssions or between entities. And as
far as disparities, they cite disparities in
heart failure care, not in asking or having a
di scussi on about advance directives. So again,
it's very little and it really focuses nore on
heart failure treatnent in general and | think
| ess on this particular netric.

Any thoughts, Linda?

MEMBER BRIGGS: | agree with that. |
think that there is -- the disparity issue in
particular was not really addressed in terns of

this indicator. It was related to -- in-patient
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care of heart failure patients was the disparity
guote that we were given.

CO CHAI R GEORGE: Any other coments
on performance gap disparities?

DR. PINA: So, even though it's not
directly related to advance directives, there's
an of fshoot of this, which is the I1CD
conversation, whether to put it in ICD or not,
whi ch does have to do with dying if you don't
have the I1CD. There is an N H study going on
right now called WSDOM that is | ooking at the
conversations around the ICD. And hospitals have
random zed to either be the conversation or talk
to the patients who already have an I CD and see
i f the conversation was had by soneone el se about
this.

So hopefully we're going to have a
little bit nore data when the trial is over.

It's at | east hal fway done. | know we're
enrolling, and it's a very interesting study.

MEMBER JAMES: Actually, just to that

poi nt, there are those studies that have shown
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t he incidence of discordance between patients
wanting the ICD turned off and that doctor's

actually doing it. That's another neasure that

shoul d be --
DR PINA: [It's a scary one.
MEMBER JAMES: Yes, it is.
CO- CHAI R GEORGE:  Linda?
MEMBER BRIGGS: Oh, | don't have
anot her conment. |'msorry.

COCHAIR GEORGE: Al right. Ww'Il go
ahead and vote on performance gap.

M5. LUONG Polling for performance
gap starts now for Measure 2441. One for high,
two for noderate, three for low, and four for
i nsufficient.

For performance gap 6 percent voted
hi gh, 24 percent voted noderate, 24 percent voted
| ow, and 47 percent voted insufficient. Does not
pass.

M5. JOHNSON: And so for this one 1'd
like to get fromthe Commttee just so that |

understand it as we wite the report -- can
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soneone just hel p ne understand why those of you
who said insufficient did?

MEMBER JAMES: Let ne just throw out
what | think may be our view, and that is the
intention of the neasure is excellent and there
is a real need. The issue cones in what is being
nmeasured and whether that directly relates to
what the need is. And that | think is reflected
in this vote.

M5. JOHNSON: Thank you, Tom | do
appreciate that. Go ahead, Linda.

MEMBER BRI GGS: So | woul d say that
al so because it really didn't speak to disparity
i ssues directly related to the group of patients
that were being potentially asked this one tine
di scussion issue. That was part of ny reason for
choosi ng i nsufficient.

M5. JOHNSON. Ckay. So, and, Judd, go
ahead and then remnd ne to cone back to that,

Li nda.
MEMBER HOLLANDER: GCh, go ahead. o

back to that first.
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M5. JOHNSON: | just want to make sure
t hat everybody's clear, and maybe everybody
isn't. Wth the disparities question we are
interested in disparities, but we think of
di sparities as hel ping to i nform whether or not
there's a gap.

So there's three ways really that you
can tal k about having a gap in performance. One
is if everybody just is doing poorly across the
board. Right? Another is that sone fol ks are
doing well and naybe sone folks aren't, so you
have wi de variation in practice. And then the
ot her way that you can denonstrate a gap is
havi ng certain sub-popul ati ons have poor
per f or mance.

So having the disparities is a way to
denonstrate a gap, but if the devel oper does not
show di sparities, that doesn't nean that there's
not a gap. There's a couple other ways that a
gap may be denonstrated. So hopefully that's
nore clear now.

But, Judd, go ahead.
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MEMBER HOLLANDER: So | was going to
say this says |l ess than opti mal perfornmance
across providers, and | think we just had a
pretty robust discussion about what is optinal
performance, that not everybody with heart
failure should have the discussion. So ny vote
is that | don't believe it should be 100 percent.
| do believe that they docunented it's 50
percent. | think 50 percent mght actually be
the ideal nunber. | don't know. So it's hard to
go forward.

And I'll just add to this just in case
t he devel oper is going to resubmt, when you | ook
ahead to reliability, which we haven't gotten to,
a kappa of 0.18 is probably kind of a fatal flaw
in the whole process, too. So I'd just throw
that out there. Wen people are thinking about
the effort, | think we would have gotten stopped
there had we not gotten stopped here anyway.

M5. JOHNSON: So with ny explanation
about disparities not necessarily being able to

kill the gap piece, let ne ask with a show of
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hands does anybody feel |ike that they would |ike
to re-vote or is everybody happy with where this
has | anded, that it stops here?

(Show of hands.)

M5. JOHNSON: Ckay. | see no hands
saying that they want to continue, so the neasure
stops here, correct?

(No audi bl e response.)

M5. JOHNSON: Thank you.

CO CHAI R KOTTKE: Okay. 2442. That's
M ke and Ellen. And do the neasure devel opers
want to offer any prelimnary comments?

MS5. RYAN: As | nentioned earlier,
this one correlates with the 2441, and this
measure | ooks at where the advance directive is
execut ed.

CO CHAIR KOTTKE: M ke, are you the
guy?

MEMBER CROUCH. Ditto.

(Laughter.)

MEMBER CROUCH: It's the sane issues.

The kappa of 0.18. The reliability is terrible.

Neal R. Gross and Co., Inc.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

I"min favor of the concept of advance directive
for patients with heart disease, which is what
this is targeted to. There's good evi dence that
it's not happening often enough, that a very
smal | percentage of patients have had a chance to
express their wi shes to the doctor or had a

di scussion with the doctor. Ten percent are
confident that their doctor understands that.
It's a problem | don't think the neasure as
conprised is likely to fix that with the

nmet hodol ogy of the neasure.

But the other problemis that they
say, well, we have this pilot, too. | |ooked at
the pilot too on the Wbsite and there's no
operationalization of what an executed advance
directive is and how the chart orders are
supposed to know that an advance directive has
been executed, what that neans to be execut ed,
how much di scussion went into the process prior
to whatever execution is. It's sonething that
really needs work, but it's a nmessy area and very

difficult to deal with given the state of
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searchabl e data fields and current nedical
records. So | don't think it's a practicable
measure at this tine.

CO- CHAI R KOTTKE: El Il en?

MEMBER HI LLEGASS: | would totally
agree. | think this is going to get stopped
along the way if it's not stopped in the
begi nni ng because it doesn't have any
reliability. It has a lot of red flags
t hroughout it with mnimal to no evidence. Sane
thing with performance gap. W can go through
each one and vote as we go along, but | don't
think there's any strength in this proposal.

CO CHAI R KOTTKE: Anybody el se care to
junp in the water before we vote on evi dence?

(No response.)

CO CHAIR KOTTKE: COkay. Let's vote on
evi dence.

M5. LUONG Voting for evidence starts
now for Measure 2442. One for high, two for
noderate, three for low four for insufficient

evi dence, and five for insufficient evidence with
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exception.

For evidence 19 voted | ow, 56 percent
voted insufficient evidence, and 25 percent voted
i nsufficient evidence with exception, so this
nmeasure does not pass.

CO CHAI R KOTTKE: Ckay. Karen, do you
want to ask or inquire?

MS. JOHNSON: Yeah, | think it's
probably worth having in the transcript so that
we make sure that we wite our report accurately.
So maybe just make sure that | understand your
thinking here a little bit nore. Technically
we' re not supposed to say it would fail on
reliability. So this should be the evidence
vot e.

MEMBER HOLLANDER: | did not see a
singl e piece of evidence in the sunmary t hat
suggest ed people do not foll ow advance

directives. Right? That's what this neasure

was. It was about executing the advance
directive. It was silent on that.
M5. WATT: Sorry. | just wanted to
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clarify: This neasure doesn't have to do with
whet her or not what the patient asked for in the
advance directive was carried out. It has to do
wi th whether or not an advance directive was
actual ly created.

MEMBER HOLLANDER: Then explain to me
how that's different than the | ast one.

CO CHAIR KOTTKE: One was just a
di scussion. Was there a one-tine discussion
about advance directives. This one was that it
executed. That is what Sharon pointed out. It's
a legal term

kay. On, Leslie is on the phone and
would like to offer a conment.

MEMBER CHO  Yeah, that's exactly what
| was going to ask, about the execution part,
because that does seemlike a -- it's a | egal
thing, isn't it, that's totally different from
t he previous neasure we voted down. So if a
patient brings in an advance directive, it's
whet her that advance directive got executed at

t he hospital.
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M5. WATT: Okay. So this is Ann from
the Joint Comm ssion, and | would | ove to say yes
you're absolutely right, but really the intent of
the measure is that whether or not an advance
directive was created after the di scussion that
happened in | ast neasure.

MEMBER CHO (Ckay. So that's totally
confusi ng, because to ne when | saw this |
actually thought what | first said about
executi on.

My second point is is these are re-
endorsed neasures. Howis it that we are voting
all these down when it was initially passed with
the sane criteria, either the sane algorithm the
sanme thing fromthe Cardi ovascul ar Conmittee
initially? [|'masking the NQF staff, actually.

M5. JOHNSON: This is actually a new
measure, so this has not been | ooked at before.

MEMBER CHO  Ch, okay. Thank you.

CO- CHAI R KOTTKE: Linda, Ellen and
t hen M ke.

MEMBER BRI GGS: (kay. So we have a
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little nore clarification fromthe Joint
Commi ssi on about what executed neans. And if you
actually do go back to their docunents related to
t he advanced heart centers, yes, | have that
page. So anything -- and there's a whole |ist of
things that qualify for that -- would include an
advance care plan, an advance deci sion naking,
advance directive. The MOLST form the POLST
form a personal directive, a power of attorney
for health care would all be consi dered docunents
that would apply to that. So there is definition
in that sense.

That being said, in terns of the
evi dence to support the particular neasure
itself, | still think that there's not enough
evi dence.

CO CHAI R KOTTKE: El Il en?

MEMBER HI LLEGASS: Al of the evidence
says it should be done. But if you read the
evi dence, there's no evidence to say it actually
has been done. So we're voting on a should

versus a -- we're voting on the fact that they
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say it should be done, and this is saying that it
is done. So | don't think that there is evidence
to say that this is done, to show that.

| think it's a val uabl e neasure and
think it should be done. | don't see that
there's any evidence saying that one of the
outconmes is to decrease anxiety. I'mtrying to
| ook at the specific. It was reduces -- it
beconmes transitioned to focus on palliative care.
There's no evidence on that. And there's no
evidence that it decreases anxiety, etcetera.

So we could call it insufficient, but
| just don't think there's evidence to support
it.

CO CHAI R KOTTKE: M ke?

MEMBER CROUCH: One of the biggest
problenms is there are 11 different data sources
in the record, or potential data sources in the
record, all the ones that she enunerated and sone
others. And that's why the kappa was so | ow,
because the chart order is going through. W're

| ooki ng through progress notes, HPlIs, |ooking for
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evi dence of these other -- a power of attorney,
an order by the doctor that there was do not
resuscitate orders, all these potential things.
And the nore data sources that you | ook through
totry to find sonmething, and you're not even
guite sure what you're |looking for, the
reliability and validity both are very suspect.

So conceptually | agree that it ought
to be done, but there are trenmendous problens
with it being done this way and hol di ng anybody
accountable for whatever this is.

CO CHAI R KOTTKE: Anybody el se care to
wei gh i n?

M5. JOHNSON: So what 1'd |ike to ask
you guys to do now that the devel oper has cleared
up whether or not these docunents, sonme of these
docunents were created, not fulfilled, | would
like us to just do this vote one nore tine so
that everybody is extrenely clear about what
we're voting on. So thank you for hunoring ne on
t hat .

M5. LUONG W will re-vote on
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evi dence for Measure 2442. Polling starts now.
One for high, two for noderate, three for |ow,
and four for insufficient.

So for Measure 2442 for evidence 6
percent voted noderate, 41 percent voted |ow, 41
percent voted insufficient evidence, and 12
percent voted insufficient evidence with
exception. So this neasure does not pass.

M5. JOHNSON: No, it does not pass.

CO CHAI R KOTTKE: COkay. So we're back
to the |ast two neasures, 2439 and 2443.

CO CHAIR GEORGE: Any comments from
t he devel opers on 24397

M5. RYAN. 2439 is a neasure | ooking
at post-di scharge appoi nt nent made for the
patient before discharge or at hospital
di scharge, and it basically | ooks at was there an
appoi ntment made within seven days of di scharge.

CO CHAI R GEORGE: And our discussants
are Ted and El I en.

MEMBER G BBONS: Yeah, |1'd be happy to

discuss this. And | want to thank the Joint
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Commi ssion for putting this forth because | think
it really does reflect what the Heart Failure
Soci ety of Anerica wants to push forward on the
agenda, but | think it still needs sone work.

Now, just to clarify with the
description, this to ny reading was that the
appoi ntnment for location, date and tinme for an
office or hone health visit is scheduled wthin
seven days post-discharge. So it's actually the
appoi ntment must be within seven days post-
di scharge, not that the scheduling was done
wi thin seven days. |Is that correct?

MS. RYAN: Yes, that's correct.

MEMBER G BBONS: Good. GCkay. Thank
you.

So this is a new neasure. |Its |evel
of analysis is at the facility level. It's a
process neasure. And if we go to the evidence,
the evidence is based primarily not on a
systematic review, but quoting some well-witten
gui delines that come fromthe ACC from 2013 and

the Heart Failure Society of Anerica in 2010,
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whi ch are guidelines, as well as the Joint

Conmmi ssion's diagram of optimal care, which by
itself is not evidence, but a trajectory for care
coordi nati on.

The only study that is relatively
pertinent to this is the often-quoted Hernandez
study from JAMA in 2010, which was an
observational study followi ng up patients after
di scharge for acute deconpensated heart failure
where it was denonstrated that there was a
reduction of readm ssions if the patient actually
saw a caregiver within the tine period of
observati on, which was around seven days. So it
wasn't the nmaking of the appointnment. It was the
actual appointnment showi ng up and that there was
about, by ny recollection, about a 20-percent
reduction in readm ssion for that popul ation.

The tinme frame for that particular
study was 2003 to 2006, so it's fairly old data.
And t he evidence that making the appoi nt nent
separate from keeping the appointnment is not

there. So this is an indirect neasure where this
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maki ng of the appoi ntnment nmay influence outcones.
Qoviously if you nake the appoi ntnment and show
up, the two appear to be linked, but it's not
been proven by the evidence.

So in the spirit of our previous
di scussions, | can | think truncate it to say
that | would say that this is a valuable part of
the care transition, but it's insufficient
evi dence with exception fromny standpoint.

MEMBER SPANGLER:  So, | know we'l | get
to this later because it's a conpeting neasure,
but we had this same discussion with 2455 in
Phase 1I.

MEMBER G BBONS: Ri ght, vyes.

MEMBER SPANGLER:  And | don't know if
we're going to conme out differently or not,
because it's the exact sane issue that we've
di scussed previously today, that we discussed in
Phase | as well .

MEMBER G BBONS: Yes, right.

MEMBER SPANGLER: So it doesn't seem

to be any different than before.
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MEMBER G BBONS: The only difference
in the measures that | saw was that 2455 does not
state seven days and this one does, and the 2455
was based on registry data from ACC, and this is
a Joint Conm ssion --

MEMBER SPANGLER. Right, and | think
you're exactly right. |'mnot conparing the two
nmeasures. |'mjust saying the issue of the
evi dence with both neasures --

MEMBER G BBONS: Right.

MEMBER SPANGLER: -- is the sane
| ssue.

MEMBER G BBONS: Correct. Correct.
Well, and | think you could argue both ways, that
it's insufficient evidence overall or it's
i nsufficient evidence with exception. As soneone
who is a heart failure doctor in a public health
hospital | can tell you that each of these six
measures fromthe Joint Conmm ssion are ones that
we al ready have in place and which probably
account in part for the fact that our readm ssion

rate for our indigent population has fallen from
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39 percent to 16 percent.

So | think that there is value in each
of these, and the question is whether we support
the care coordination neasures that are in the
spirit or that the measures as they are witten
don't give correct instruction about -- we give
to an institution about how to inplenment them

MEMBER SPANGLER:  And if | recal
correctly, the last tine we endorsed this
measure, but | thought it was insufficient
evi dence with exception and we noved on. |s that
correct?

MEMBER G BBONS: Yes. |

t hought --

(Si nul t aneous speaki ng.)

MEMBER G BBONS: Yeah, it did npve on,
right.

MEMBER HI LLEGASS: |'d like to discuss
the evidence a little further. 1 do think that

it's inmportant in this measure to not only put in
di scharge appointnment, but | think that since the

evi dence supports that the patient actually has a
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visit, | think that's a key conponent of this
nmeasure, that it shouldn't be just an
appoi ntnment. Because your evidence tal ks about
good support when there's a visit and not just
the appointnent. So I'd like you to re-| ook at
the evidence and really | ook at the evidence
tal ki ng about the visit and not the appointnent.
So ny reconmendation --

MEMBER G BBONS: Coul d you nmake the
di stinction what you nmean by a visit?

MEMBER HI LLEGASS: Well, that the
patient --

MEMBER G BBONS: A face-to-face?

MEMBER HI LLEGASS: -- was actually
seen by soneone. And |I'd have to go back and
| ook at the research for -- they | ooked at a
post-op evaluation, so | think an eval uation
woul d be nore inportant than a seven-day
appointnment. | think the evidence does not
support appointnent. | think the evidence
supports a visit.

MEMBER G BBONS:  Yes.
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MEMBER HI LLEGASS: And so | think we
need to distinguish between the two, because | do
think there is evidence to support a visit.

MEMBER G BBONS: Well, | think we need
to be clear about what a visit is, because |
think you' re absolutely right that the evidence
dating back to 2000 woul d support an interaction
wi thin seven days has just as nuch of an effect
as a face-to-face visit. So | think a visit
woul d mean an interaction, whether it's on soci al
media or email or a phone call, but | agree with
you that that's where the nost conpelling
evi dence is.

MEMBER HI LLEGASS: Well, so | think
there is sufficient evidence for an evaluation or
an interaction.

CO CHAI R GEORGE:  Judd?

MEMBER G BBONS: That's not what the
measure says.

MEMBER HOLLANDER: Yes, so we tal ked
yesterday exactly about the points that are being

outlined here. This is actually one of the very
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few things where there's evidence that renote
nonitoring and tel enedi ci ne can actually decrease
visit and decrease costs. So | would argue that
a visit should include that.

But again, as we're rolling out nore
and nore neasures, |'mpretty sure you can't
actually get a visit w thout an appointnent. And
we have anot her neasure com ng up that's about
evaluation, so to ne this seens unnecessary,
because if | make an appointnment and | don't nake
arrangenents for the patients to get there and
they can't access the appointnment, this is just
silliness.

So | think in the absence of evidence
this doesn't rise to the insufficient with
exception because although it is the first step
in getting an appoi ntnent, we need themto have
t he appointnent or the visit or the eval uation.
And this is a short-termproxy for a proxy for an
outconme. So | could live with skipping this one
since there's no great evidence.

CO- CHAI R GEORGE: M aden and then Tom
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MEMBER VI DOVICH:  Yes, the only things
| want to say is if the patient -- you know, and
working in an inner city hospital with a | ot of
i ndi gent patients, they may get an appoi ntnent,
but they don't show up. You can't penalize the
hospital for the patient not show ng up, although
t hey made every effort of scheduling the
appointment, right? So this neasure |ooks at
maki ng every best effort to send them hone with
an appoi ntnment and beta bl ockers and, hey, say if
t hey don't show up because -- | can nane a
| aundry list of reasons, you're penalizing a
different entity here, right? So I don't know.

MEMBER HOLLANDER: Can | ki ck back on
that; it's directly related to my comment, before
Ton? So we give them an appoi nt nent between 9: 00
and 5:00. That's what we do now. | think that's
unaccept abl e for sone patients. So the question
is do we want to have patient-centered neasures?
There's many other tinmes they can be seen. W
coul d send people to their house if they want.

We could give them appoi ntnents to cone in. W
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could do telenedicine. | think just giving an
appoi ntnment in a non-patient-centered manner
probably isn't the best way to decrease 30-day
readm ssions. So | would kick back on that a
little bit.

CO CHAIR GEORGE: || eana?

DR. PINA: Yes, let nme respond to
that. The problemis that if you don't even make
the attenpt to nmake that appoi ntnent before they
go out the door, | assure you that they won't
have an appointnment if you just hand them a piece
of paper that says here's the nunber to call on
Monday. So, yes, it would be best if we could
docunent the appoi ntnent, but the appoi ntnent nmay
be in their primary care, which may be out of the
system Coul d be anywhere.

In our nunbers, | can tell you that
since |'ve been looking at this; and we just had
an abstract at the Anerican Heart, about 50
percent of the patients that are given the
appoi ntnment do not show up for |ots of reasons.

Mostly transportation. And now|l'mtrying to
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target those reasons. But if they hadn't gotten
that, they wouldn't have been seen. O the ones
that do get seen, ny nunbers are very simlar to
t he Hernandez paper. The readnission rate is
very, very low, if they get seen.

And obviously we need to expand it to
a bigger population. But | think it's our
attenpt to get at that business of at |east put
it there, because if you don't, then you're
totally at the mercy of themcalling. And they
have been in the hospital for four-and-a-half
days where they haven't absorbed nmuch of anything
and they're certainly not totally diuresed, as we
know how we send themhonme. So | think this is
our attenpt to do that. Not perfect.

CO-CHAI R KOTTKE: Yes, | think one of
t he assunptions we're making here is that the
patients are seen in the system And |l eana
mentioned this, that there are patients who are
seen in the hospital and they are not -- cone
from 150, 200 miles away. And we've had ot her

di scusses particularly around cardi ac rehab where
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we just couldn't even -- we were very concerned
about doubl e-di ngi ng doctors for little mnor --
for being accountable for asking patients if they
had been in cardiac rehab. Now we're saying even
if the patient is out of systemfroma | ong way
away, that the hospitalizing organization is

responsi ble to make sure that patient is actually

seen.
And | nean, maybe that's right, but I

just to point out that -- take May Cinic

Rochester. Are they -- patient cones from Dubai.

Are they responsi ble for making sure that patient
is seen in Dubai within seven days?

MEMBER HI LLEGASS: | want to point out
sone data. There's a study done by COPD
patients, and they knew the patients woul dn't
follow up in the seven days. So what they did is
is they hired an individual who would go out to
the hones and visit the patient wwthin three days
and made a huge difference in re-hospitalization.
That's a visit. That's a visit.

So I think we need to be | ooking at
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nore than an appointnment. |f you know your
patient population is 50 percent not going to
show up, then you hire sonebody to do that visit
for you. | don't think the appointnent is well
docunented for any kind of evidence. And | think
outside the heart failure range -- real mwe have
ot her evidence that shows that visits nake a
difference, or interactions. However you want to
define that.

CO CHAI R GEORGE:  Ann?

M5. WATT: I n our data el ement
definition the question is was a foll ow up
appoi ntnment for an office or home health visit
for managenent of heart failure scheduled wthin
seven days. And it has to have a docunented
| ocation, date and tinme. And then in our notes
to the abstractors we say a foll ow up appoi nt ment
is an appointnment with a physician, APNPA in a
physi cian office or anbulatory care clinic, or a
hone health visit with an RNV APN for professional
nur si ng services that occurs within seven days,

bl ah, bl ah, blah. So we did try to capture that
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in the definition for this nmeasure.

MEMBER G BBONS: This is Ted G bbons.

You know, | agree with Il eana's experience that
in order to operationalize this you have to have
t he subsequent neasure, too, 2443, because what
happens with our patients is that they are
overwhel ned with the ability to take care of

t hensel ves and the foll ow up tel ephone call,

whi ch we have also instituted, reinforces the
fact that they have a visit, however you want to
define it, available to them and that the
principles of that visit, the reasons and the
time and date are reinforced.

Now, how t hat subsequent one is
operationalized is a matter of debate, but the
appointment can't exist in isolation fromits
followup. So | guess that is a difficulty in
nore concepts than the fact that this particul ar
measure doesn't provide val ue.

CO- CHAI R GEORCE:  Tonf

MEMBER JAMES: Well, | think that the

next neasure answers what Ellen is | ooking for.
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Wth this particular neasure |'d like to be able
to refer to a simlar neasure in the nental
health community, and that is the experience with
a neasure that says a patient discharged froma
psych hospital needs an appoi ntnent w thin seven
days. That has done a great deal to reduce
psychi atric readm ssions. | would guess the sane
woul d hol d here.

CO CHAI R GECRGE: Any further
di scussi on on the evidence?

(No response.)

COCHAIR GEORGE: If not, we'll vote
on the evidence.

M5. LUONG Voting for evidence for
Measure 2439 starts now. One for high, two for
noderate, three for low four for insufficient
evi dence, and five for insufficient evidence with
exception.

For evidence, 24 percent voted
noderate, 24 percent voted |low, 18 percent voted
i nsufficient evidence, and 35 percent

i nsufficient evidence with exception, so the
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measur e proceeds.

CO CHAIR GEORGE: W'Il nove onto a
di scussi on of the gaps.

MEMBER G BBONS: Just as in the
previ ous discussion the gap is a bit indirect,
al t hough the devel opers do quote the fact that
fromold billing data there was a 52 percent |ack
of follow up. So that there's a significant gap
t here.

| think the sanme issue arises for the
perceived gap in non-white populations in that it
may be the gap in heart failure care in general.
But | don't think that dim nishes the fact that
there is a gap and need to fulfill this
coordi nati on of care need.

DR. PINA: As a matter of fact, in the
Her nandez paper that everybody quotes where the
visit actually happened, 34 percent only of the
progranms had a scheduled visit at 7 days in their
planning. |In other words, that that was part of
their processes of care. So, and we recently re-

| ooked at this in Get Wth the Qi delines, and
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it's gotten a little bit better, but not great.

MEMBER G BBONS: Right, and that was
in 2003 to 2006 from Hernandez. | think people
have gotten a little bit better, but it's only
with a tremendous anount of effort and clinical
deci si on support data that we review on a nonthly
basis that allows us to inprove. |It's a |ot of
wor K.

CO CHAI R GEORGE: Any other coments
on performance gap?

MEMBER BRI GGS: | just wanted to say
that it's pretty obvious that there is a
per formance gap because what you see in the rates
of re-hospitalization. The problemis the data
you present is old, so | would vote it nore a
noderate | evel for this rather than high.

CO CHAI R GEORGE: Shall we vote on
gap?

MEMBER G BBONS: The data is old from
Her nandez, but the devel opers present data from
when they did their chart review that was from

April to July of 2012, | believe. So even that
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showed that there was a significant gap at that
point, so | would still as it's high.

M5. LUONG The polling for
performance gap starts now. One for high, two
for noderate, three of |ow, and four for
i nsufficient.

For performance gap, it passes with 18
percent voting high, 71 percent voting noderate,
and 12 percent voting | ow

COCHAIR GEORGE: Priority?

MEMBER G BBONS: For priority based on
the fact that there's a gap in an inportant
managenment issue, | would list it as high
priority.

CO CHAI R GEORGE: Any di scussi on about
priority?

(No response.)

CO- CHAIR GEORGE: Al right. Wwe'll
vote on priority.

M5. LUONG Voting for priority starts
now. One for high, two for noderate, three for

| ow, and four for insufficient.
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For high priority, 65 voted high, 24
percent noderate, and 12 percent voted low It
passes.

MEMBER HI LLEGASS: Do you want to go
t hrough the nunerator versus denom nator?

MEMBER G BBONS:  Sure.

MEMBER HI LLEGASS: The nunerator is
for any patient with a foll ow up appoi nt nent
i ncluding location, date and tine for an office
or home visit for managenent of heart failure
schedul ed within seven days post-di scharge.

And then the denominator is certain
| CD codes, all heart failure discharged froma
hospital inpatient setting to home or hone care.
Those seem appropri at e.

MEMBER G BBONS: Yes, so the data
extraction was sinmlar to the previous neasure
where there are 201 records that were | ooked at,
bot h paper and EMR  And this was, as nentioned
before, a four-nmonth review fromApril to July of
2012 of nine hospitals after a nunber of other

hospi tal s dropped out.
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The hospitals were snall to noderate
in size, and in 5 cases greater than 400 beds.
I nterestingly enough, the re-adm ssion rate even
at that point seened to be fairly high because
there were 878 patients with 1,372 adm ssions. |
wonder if Joint Conmmission could tell us what the
re-adm ssion rates were per 30 days.

But the exclusions were still
troubl esone to nme because 37 percent of the
patients were excluded based on the listed
excl usions including LVED and | ength of stay
greater than 120 days. | would assune, but
pl ease correct me if it's not correct, that the
excl usi ons were based on the previous di scussion
about LVED enrollment. |Is that correct?

MS. RYAN: Yes, that's the sane.

MEMBER G BBONS: Ckay. One of the
ot her exclusions was that docunented patients
wi th no docunented reason for no post-discharge
appoi ntnment within seven days. Wat's the
rati onal e for that?

MS. RYAN: There are sone
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ci rcunst ances where patients m ght be from out of
state or even out of country, so it is not within
the purview of the caring provider to be able to
make that appointnment. So there was

consi deration given for that.

MEMBER G BBONS: Ckay. But it's |ess
than optimal, but that's a reasonabl e excl usi on.
Ckay.

So the specifications seened
reasonabl e and it was done by direct JCAHO
extraction of records fromthe sanple of records
taken. So it seens an acceptabl e approach.

CO CHAI R GEORGE: Ellen?

MEMBER HI LLEGASS: So with the
speci fications though they only | ooked at whet her
there was a docunented appointnent. So again, |
want to go back to tal king about they only
docunent ed an appoi nt mrent and not whet her the

patient was seen by somneone.

MEMBER G BBONS: Right, but that's not

within this nmeasure.

CO CHAI R GEORGE: (George?
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MEMBER PHI LI PPI DES: Do we know how
often they use the patients with a docunented
reason for no post-di scharge appoi ntment within
seven days? Was it used often or was it nostly
t he other exclusionary criteria that dinged thenf

MEMBER G BBONS: It's nostly the
ot hers.

MEMBER PHI LI PPI DES:  Ckay.

MEMBER G BBONS: | think it was |ess
than three percent that was no post-di scharge
appoi ntnment. It was uncommon.

MEMBER HI LLEGASS: And | wanted to
talk to the reliability testing. It was alittle
concerning to nme that five hospitals wthdrew
fromtesting due to | ack of resources to conplete
t he project.

M5. RYAN. That was conmmented on
earlier with respect to the timng of the pil ot
testing, and some of the hospital |eads for the
proj ect had sone turnover.

CO- CHAI R GEORGE:  Judd?

MEMBER HOLLANDER: | actually hadn't
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pi cked this up the first tinme through, but | have
real concerns about the exclusion and being
sonmewhat subjective and not contai ned where you
could just say | can't get an appoi nt nent done.
| understand that out-of-the-country thing. |
kind of get that. | don't really get the I-Ilive-
200-m | es-away. Soneone could get on the phone
and make that appointnment. That's sonething we
shoul d be able to do.

| would also like to see; just and
sort of a friendly anendnent; doesn't inpact ny
voting, that telehealth is clearly defined as a
visit, because a tel ephone call is. And so | can
easily inmagi ne sone payer saying, oh, telehealth
doesn't count as a reason to ding people because
it's not considered a phone call and has an
entirely different regulatory structure. So |
woul d Iike to see as this goes forward that that
gets built into the neasure.

But one can imagine today that if this
is a pay-for-performance neasure sonebody has a

not e saying they were discharged at night. The
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of fice was closed. Couldn't nmake an appoi nt nent.
And that's not acceptable to nme, but it would
fall as an acceptable exclusion criteria here.

CO CHAIR KOITKE: Yes, |I'll change ny
prior coment. | mean, | think wherever in the
worl d you ought to be able to pick up the phone
and call sonebody and say this patient needs to
be seen. Being responsible for them bei ng seen
is a different story.

MEMBER HOLLANDER: But don't you think
that's the whole point of the neasure? | nean, |
get calling Dubai may be a little nore difficult,
but if sonebody refers sonebody to the Mayo
Clinic, then the Mayo Cinic has a obligation, |
believe, to get them an appointnent. And | would
say that the Mayo dinic should then set them up
for a telenmedicine visit or a tel ephone consult,
whi ch woul d neet the criteria, to tide them over
to the tinme that they could get that appointnent.

So I think within the | anguage of this
there's plenty of opportunities for people to

provi de care during that care transition period
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if they can't get an appointnment. And | think
that that's going to inprove the care of these
patients.

CO CHAI R GEORGE: Any other coments
on reliability? If not, we'll vote.

M5. LUONG Polling for reliability
starts now. One for high, two for noderate,
three for low, and four for insufficient.

For reliability it passes with 76
percent voting noderate, 18 percent voting | ow,
and 6 percent voting insufficient.

CO CHAIR GEORGE: GCkay. W'Il nove on
to validity.

MEMBER G BBONS: In terns of validity
t he sane type of analysis was done and appeal ed
to conparison to other heart failure transition
nmeasures, but they found that the overall
percent age of patients who had a foll ow up
appoi ntrment was only 14.9 percent with sone --
one center | think approaching 90 percent.

And the correlation that didn't neet

statistical significance was that nedical record
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transm ssion was 56 percent and a post-di scharge
call was 35.5 percent. So I think this
accentuates the gap, but it still appeals to what
we consider to be an appropriate definition of
appoi ntment as has been di scussed before. But
certainly the extraction nethod seened to support
the fact that this was reasonably valid.

CO CHAI R GEORGE: Comments on
validity?

MEMBER HI LLEGASS: |'mjust going to
say for the record again that this is only
measuri ng appointnent. And so, | think it would
be a nuch stronger valid testing done and valid
information if we were | ooking at sonme sort of
interaction with a health care provider, a visit
or sonet hi ng.

CO CHAIR GEORGE: O her comments?

(No response.)

COCHAIR GEORGE: W'Il vote on
validity.

M5. LUONG Polling for validity opens

now. One for high, two for noderate, three for
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| ow, and four for insufficient.

Validity passes with 71 percent voting
noderate and 29 percent voting | ow

CO CHAIR GEORGE: Al right. W'l
nove on to feasibility.

MEMBER G BBONS: Again, | think that
feasibility was questioned by the fact that
several hospitals dropped out, but | think we had
a reasonabl e explanation for that that over four
nont hs that there were perhaps under-staffing,
but | don't know that we've conpl etely understood
why that should be the case. But nonethel ess,
the sinplicity of just docunmenting whet her
there's an appoi ntnent does not seemto be
burdensone, so | would say it's feasible.

MEMBER DeLONG. This is basically a
check box, right?

M5. WATT: The measure requires that
t he appoi ntnent be made. That requires an action
on the part of the hospital staff to get that
appoi nt ment made.

MEMBER DeLONG  How does JCAHO fi nd
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t he data?

M5. WATT: In the medical record.
Chart abstraction.

MEMBER DeLONG  Chart abstraction?

MS. WATT: Correct.

MEMBER DeLONG So this involves a
fair anount of work to determ ne whether sonebody
actually wote nake a foll ow up appoi nt nent, or
what ever ?

M5. WATT: All of these neasures are
chart abstracted. And as we di scussed earlier,
all of the data elements for all of the neasures
are generally abstracted at the sane tine, yes.

CO CHAI R GEORGE:  Linda?

MEMBER BRI GGS: | just wanted to point
out that in this chart abstraction for the
appoi ntnment made, it's actually three conmponents
to say yes. They actually have to a |ocation,

t hey have to have the date and the tine. So in
order to say yes there's three different pieces
that have to go in that. | just wanted to add

t hat .
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CO CHAIR KOTTKE: Well, it actually
shoul d be pretty easy to find this in the
di scharge summary if a hospital has its act
together. It's not |ike looking for famly
hi story or some other things that could be
anywher e.

CO CHAIR GEORCGE: O her comments on
feasibility?

(No response.)

CO CHAIR GEORCGE: We'Il vote on
feasibility.

M5. LUONG Polling starts now for
feasibility. One for high, two for noderate,
three for low, and four for insufficient.

For feasibility it passes with 6
percent voting high, 88 percent voting noderate,
and 6 voting | ow

CO- CHAI R GEORGE: Usability?

MEMBER G BBONS: Based on the comment
before, it sounds |ike the Joint Conmm ssion has
enacted this part of the advance certification on

heart failure beginning in January. So at sone
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point | suppose it will be reported. It's
i ntended as an e-neasure. And | was wondering if
t he devel opers could tell how that is going.

M5. WATT: We're breathlessly awaiting
t he endorsenment decision before we nove forward
with the e-specifications.

MEMBER G BBONS: But as far as the
advance certification are people reporting this
in a usabl e nunber?

M5. WATT: Oh. Onh, yes. Sorry. It's
a requirenment. There are close to 100 hospitals
now reporting for the advance certification for
heart failure and every one of themis reporting
on this neasure. They have not rebelled yet.

MEMBER G BBONS: Ckay. Thank you. So
| would say that if there's feasibility, then
usability would allow the foll owup that would
t hen i nform 2443.

CO CHAIR GEORGE:  Any coments on
usability? If not, we'll vote.

M5. LUONG Polling starts now for

usability and use. One for high, two for
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noderate, three for low, and four for
insufficient information.

For usability and use, 24 percent
voted hi gh, 65 percent noderate, and 12 percent
voted low. |t passes.

COCHAIR GEORGE: So we'll nove on to
t he overall vote.

M5. LUONG Polling starts now for
overall suitability for endorsenent. One for
yes, and two for no.

For Measure 2439 for overall
suitability for endorsenent 82 percent voted yes,
and 18 percent voted no. It passes.

CO CHAI R GECRGE: Any conpeti ng
measur es?

MEMBER G BBONS: We've tal ked about
that before. 2455 presented by ACC and voted on
bef ore doesn't specify that the appointnment be
within seven days. And it's a registry rather
than an EMR.  Interestingly, if you look at their
subm ssi on, again they actually presented data

showi ng an i nprovenent that was significant
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bet ween 2011 and 2012 based on the registry. So
it would be interesting to see what happens with
this from JCAHO

M5. HIBAY: This is a neasure that the
rel ated and conpeting discussion will be hosted
at our post-call neeting on the 19th of Decenber.

CO CHAIR GEORGE: COkay. And | believe
we're going to do public coment.

MS. ISIJOLA:  Operator, can you open
the lines and see if there are any public or
menber conments?

OPERATOR: Ckay. At this tinme if
you'd like to nake a conment, please press star
t hen the nunber one on your tel ephone keypad.

(Pause.)

OPERATOR: At this tinme there are no
conment s.

M. ISIJOLA: Okay. So, having no
comments, we have one additional measure |eft.
And | see people that need to catch their flights
and travel, so we'll table this | ast neasure,

Measure 2439 for our post-neeting call and we'll

Neal R. Gross and Co., Inc.

163

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




10

11

12

13

14

15

16

17

18

19

20

21

22

work with the Joint Conm ssion to ensure that
they're available for that call. Onh, is it?
Measure 2443, we'll make sure that that's
avai l abl e for the post-neeting call.

M5. JOHNSON: Can we just get a show
of hands? W're a little confused here. How
many people could stay another half hour, 45
mnutes to finish this up? Half hour at nost.

MS. HI BAY: How about the devel opers?
Ckay.

M5. JOHNSON: This is the Joint
Commi ssion. OCkay. So how many has to | eave?

MS. HI BAY: How about on the tel ephone
as well? Are you able to hang for a half hour?

MEMBER CHO  Yes.

MEMBER d BBONS:  Yes.

M5. HI BAY: Ckay. We'Ill proceed with
revi ewi ng neasure 2443.

CO CHAI R KOTTKE: Ckay. Devel opers,
anyt hi ng you need to say?

M5. RYAN: Sure. This neasure |ooks

at a post-discharge evaluation for heart failure
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patients within 72 hours. And within this

eval uation we're | ooking for an eval uati on of
synptons or if the synptons are worsening, if the
patients are able to adhere to their mnedication
regi men and al so how they're doing with their
activity levels.

CO CHAI R KOTTKE: Ckay. Linda, you're
t he di scussant.

MEMBER BRI GGS: (kay. So the neasure
is patients who received this evaluation in 72
hours. And so that would be the nunerator for
this.

And then the denom nator is very
simlar to others that we've | ooked at. The
denom nator being that it's heart failure
di scharged. This tine it is patients going to
hone, hone care or | eaving agai nst nedi cal
advice. There are exceptions that we had again
as before. So in the evidence the sane evi dence
was cited as previously for the appointnent,
which is the one non-random zed observati ona

study from Her nandez. And the di scordance here
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is that the tine interval is seven days there,
and in the neasure it's three days.

Now, there are two clinical guidelines
that the devel oper cites and both of those say
preferably within three days is reasonabl e,
reasonabl e fromthe Anerican Heart Associ ati on,
and that's a Cass 2-A reconmendation with a
| evel of evidence being B. And that was just
citing the Hernandez study. And the Heart
Failure Association is recomending a visit in
t hree days, and that strength of evidence was C,
whi ch was expert opinion only.

So | would say the evidence for this
particul ar nmeasure is insufficient. But it
doesn't cause harmto anyone, so | would say it's
i nsufficient with exception.

COCHAIR GEORGE: And | would just add
| think some of the evidence -- there was a 2012
Cochrane review of 25 clinical trials on post-
hospital interventions that was cited when we
reviewed the nmeasure in Phase | about naking the

appoi ntrment, but it covered various interventions
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i ncluding early post-hospital followup to reduce
readm ssions. And | think that evidence is
sonewhat relevant to this discussion, but it
wasn't cited by the devel opers.

MEMBER JAMES: | think the practica
experience that that's been held by nany health
plans is that for those people who are di scharged
wi th higher |evel degrees of heart failure; New
York Class 3 and 4, that this has been a gane
changer as far as the ability to reduce
readm ssion rates. R ght? | think that's the
only issue, is it's separation as to those people
who have mld failure, first time systolic
dysfunction versus sonebody who's got known
di sease.

CO CHAI R KOTTKE: Ckay. Anybody el se
urged to comrent ?

(No response.)

CO CHAIR KOITKE: Ready to vote on
evi dence?

M5. LUONG Polling for evidence

starts now. One for high, two for noderate,
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three for low four for insufficient evidence,
and five for insufficient evidence with exception
for Measure 2443.

For Measure 2443 on evi dence, 7
percent voted high, 36 percent noderate, 7
percent voted | ow, and 50 percent insufficient
evi dence with exception. This measure passes.

CO CHAI R KOTTKE: Perfornmance gap?

MEMBER BRI GGS: So, there is a gap.
The performance gap cited by the devel opers is
that of the nine test centers that reported the
m ni mum group of folks that conplied with this
nmeasure was actually 0 and the maxi nrum was 37. 8.
So there's a huge, huge area where there could be
i mprovenent in having this eval uation done.

CO CHAI R KOTTKE: Anybody urged to
comrent ?

(No response.)

CO- CHAI R KOTTKE: Let's vote on
per f or mance gap.

M5. LUONG Polling for performance

gap starts now. One for high, tw for noderate,
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three for low, and four for insufficient.

For performance gap, 71 percent voted
hi gh, and 21 percent voted noderate. It passes
this criteria.

CO CHAIR KOTTKE: Priority?

MEMBER BRI GGS: | think we've
di scussed this a nunber of tines, that heart
failure is a high priority.

CO CHAI R KOTTKE: Seeing no notion
let's vote on priority.

M5. LUONG High priority polling
starts now. One for high, two for noderate,
three for low, and four for insufficient.

High priority passes with 93 percent
for high, and 7 percent for noderate.

CO CHAIR KOTTKE: Scientific
acceptability and reliability. Linda?

MEMBER BRI GGS: kay. So, they did
inter-rater reliability. They only reported on
one data elenent itself, which was the actual
conducting of the evaluation. There was 95

percent agreenent and the kappa was 0.75. So
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that's strong agreenent. Usually again
nuner at or, denom nator and excl usi ons are what
the Conmttee wants, but they did report on the
one.

CO CHAI R KOTTKE: Thank you. Judd?

VMEMBER HOLLANDER: Just one conmment,
and |"'mnot sure where the right place to say
this is, but I think every time we hear heart
failure and adm ssion or discharge, we need to
t hi nk adm ssion and observation. W're seeing a
huge shift to put these patients in observation.
And | can kind of interpret the | anguage either
way, but it says inpatient somewhere, and
observation is strictly outpatient in
termnology. And I think it should be included.
So | don't knowif there's a way to anmend it.

Il eana and this group discussed that
on the last round. | think it's really
i mportant. QO herwi se, we're taking patients who
really -- we all know this. W're taking
patients who warrant inpatient adm ssions,

squeezing theminto observation. Their inpatient
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stay is less quality care. And now we're going
to send them wi thout the sanme transition
mechani snms. That's a really bad thing to be
doi ng.

CO CHAI R KOTTKE: M aden?

MEMBER VI DOVI CH: Yes, fantastic
poi nt, because at the VA we have |ike a chest
pain unit. Fantastic point.

CO CHAIR KOTTKE: COkay. So ready to
vote on reliability?

M5. LUONG Polling for reliability
starts now. One for high, two for noderate,
three for low, and four for insufficient.

Reliability passes with 14 percent
voting high, and 86 percent voting noderate.

CO- CHAIR KOTTKE: Validity?

MEMBER BRI GGS: This is the section
where | think this neasure stunbles a little bit,
and it mght be easily rectified by changing the
evaluation tine frame to that within seven days.
Because the evidence that is cited fromthe very

beginning is the study that has to do with
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eval uation within 7 days, not the 72 hours, even
t hough there are clinical guideline
recommendati ons for shorter time periods. So
again, | would say that that's a validity issue
that those things don't reflect the sane

i nf or mat i on.

Do you want ne to speak to the
validity as well? GCkay. |In this case they used
conpari son or correlations with simlar types of
sanpling that they were doing with other
indicators within the center's data set and they
di d beta bl ocker and post-di scharge appoi nt nent.
Interestingly enough, the correlation with the
post - di schar ge appoi nt nent was poor. So even
t hough they m ght have had an appoi ntnent, maybe
t he re-eval uati on never occurred. W knows?

Nei t her one of these actually reached
statistical significance. The beta bl ocker
t herapy one was -- the correlation was 0.512.
The sanple sizes were relatively snmall even
t hough we're tal king about 800 patients that were

actually in the sanple that they | ooked at.
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CO CHAIR KOTTKE: M aden, do you stil
-- No? Ckay. Ready to vote on validity.

M5. LUONG Polling for validity
starts now. One for high, two for noderate,
three for low, and four for insufficient.

Validity passes with 7 percent voting
hi gh, 64 percent voting noderate, 21 percent
voting low, and 7 percent voting insufficient.

CO CHAIR KOITKE: Usability and use?
Did | mss feasibility? Sorry.

MEMBER BRI GGS: No, we're good. So
feasibility, we were quoted the sane statistics

as before, because it's the sane data set

basical |l y.

CO CHAI R KOTTKE: COkay. No other
comment s?

(No response.)

CO- CHAI R KOTTKE: Let's vote on
feasibility.

M5. LUONG Polling for feasibility
starts now. One for high, two for noderate,

three for low, and four for insufficient.
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For feasibility, 14 percent voted
hi gh, 79 percent voted noderate, and 7 percent
voted low. |t passes this criteria.

CO CHAI R KOTTKE: Now usability and
use.

MEMBER BRI GGS: (kay. So this is a
new nmeasure. There is a desire to use it in the
data set. And you say you're actually
i npl enenting that as we speak, essentially.

CO CHAI R KOTTKE: Ckay. Seeing no
cards up, we'll vote on usability and use.

M5. LUONG Polling starts now for
usability and use. One for high, two for
noderate, three for low, and four for
i nsufficient information.

For usability and use it passes with
29 percent voting high, 71 percent voting
noder at e.

CO- CHAI R KOTTKE: COveral | ?

M5. LUONG Polling starts now for
overall suitability for endorsenment for Measure

2443. One for yes, and two for no.
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For overall suitability for
endor senment of Measure 2443 100 percent voted yes
for endorsenent. This neasure passes.

CO CHAI R KOTTKE: Conpeti ng nmeasures?

MEMBER BRI GGS: | would say the main
ones were discussed.

CO CHAIR KOITKE: Ckay. So that's it.
Oh, we'll open it one nore tine for public
conment .

MEMBER BRI GGS: For Judd this one does
say tel enedi ci ne.

CO CHAIR KOTTKE: M nor victories.

MS. ISIJOLA:  Operator, can you open
the lines again for public and nmenber commrenting
once nore?

OPERATOR: (kay. Once again, to nake
a comrent pl ease press star, then the nunber one.

(Pause.)

OPERATOR: (Ckay. There are still no
conments at this tine.

DR. BURSTIN. And just one conment.

| know you had a di scussi on about sone of those
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overused measures yesterday. So those typically
do go to the clinical commttees if they're
clinically-related to overuse. W're happy to
get input if you' d like fromthe Cost Resource
Use Cormittee chairs, but they are really dealing
with cost nmeasures. W very mnmuch consider these
wi thin your purview, so you'll have an
opportunity to get back to those at a | ater date.

M5. HI BAY: | just want to nmake one
nore conment related to any conpeting neasures of
the neasure we just did, which is 2443. They
will be held on the post-call neeting on Decenber
19t h.

COCHAIR GEORGE: I'd just like to
t hank everybody for all your hard work and great
coments. Thank you.

CO CHAIR KOTTKE: Sanme. It's obvious
you' ve given a |l ot of serious thought and the
devel opers appreciate it, and | think we're
i mproving care in Anerica. Thank you. And happy
travel s.

DR. BURSTIN:. And thanks to our Co-
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chairs as well, and all of you.

M5. |1SIJOLA: Thank you all again for
attending. We'll definitely send you infornmation
for next steps, particularly for the post-neeting
call. And please have |lunch on your way out.

Thank you everyone who j oi ned us
online as well.

(Wher eupon, the above-entitled natter

was concl uded at 12:43 p.m)
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