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P-ROCE-EDI-NGS
8:29 a.m

DR. W NKLER: Good norning everyone.
Thank you for joining us for day two. It's going
to look a lot |ike day one as we continue the
eval uati on of eight nore Measures.

So, yesterday | think there was a good
day. | hope you all had a pl easant evening.
know a goodly nunber of you went out to dinner.
And | hope that was enjoyable for everybody.

Any conments, questions fromthe group
before we get started for today?

(No response)

DR. WNKLER: Al right. Wll then,
comrents from our Co-Chairs?

CO CHAI R YAREMCHUK: Wl cone. W'l
get started nmoving into the Measures. The first
one that we're going to be |ooking at today is
t he Di abetic Retinopat hy.

No, sorry, | had an Age-Rel at ed
Macul ar Degeneration, 0087, Dilated Mcul ar

Exam nation. And that's Bill Rchis -- and
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Flora Lum Again, any coments?

DR RICH Yes, | think -- thank you
very nmuch. Today we're going to | ook at the
ot her two | eadi ng causes of blindness in the
elderly. And that's age-rel ated macul ar
degeneration and di abetic retinopathy.

The -- as we discussed yesterday, the
natural tinme line for quality inprovenent and
better outcones is good science, education
gui delines and finally, neasurenent and
registries to actually coll apse the rate of
adoption fromBeth McAynn's Article that shows
only a 50 percent uptick in ten years.

Both of these, the first two Measures
deal with nmacul ar degeneration. They're
bol stered by Level One evidence. And again, the
difference in these exam nations of the retina is
that we are able to conpletely stage the course
of a di sease, unlike cancer or even di abetes
where you want to | ook at kidney function.

W can actually see all the pathol ogy,

stage it. And how effective is that in affecting
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the natural course of the disease, again the

di abetic blindness from di abetes after the
publication of the DRS trial was down 50 percent
in five years.

The same dramatic results with the
di abetic macul ar edema. And with macul ar
degenerati on, we've decreased the | eadi ng cause
of blindness in the western world by 90 percent.
Which is pretty dramati c.

There is still gaps in care. And
we're al so going to deal with a counseling
Measure. And probably has the nost, | think al
of us at NQF are a little | eery about counseling
nmeasur es.

This one has Level One evidence of the
ef fi cacy of the counseling. Decreasing nunber --
new cases of wet nmacul ar degeneration within five
years if the adoption of appropriate antioxidants
I s used.

That decrease of 300 thousand patients
results in a savings dependi ng upon the use of

anti - VEGF agents between $2 and $12 billion over

Neal R. Gross and Co., Inc.
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five years. So, not only are we decreasing the
cost, but we're dramatically saving vision.

So, and the last two are di abetic
neasures. And we'll address them when we get to
them Thank you, M. Chairnan.

CO- CHAI R YAREMCHUK: And di scussant s,
Scott ?

MEMBER FRI EDMAN:  Good norning. So,
the first Measure deals with age-rel ated nmacul ar
degeneration, dilated nacul ar exam Age-rel ated
macul ar degeneration is the nbost commobn cause --
briefly the nost conmmon cause of |egal blindness
in adults over 75 in the United States.

And basically there's two types.
There's a wet type, which is the | east common or
nore severe type. And a dry type, which is the
nore conmon and | east severe type.

So, people go through a progression.
They develop mId changes. And then the natural
history is it typically gets worse.

And you can devel op abnornal bl ood

vessels, which are treatable. 1In order to

Neal R. Gross and Co., Inc.
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di agnose the wet type of nacul ar degenerati on,
one needs to do testing. Including but not
limted to actually |l ooking in the back of the
eye.

And so, what this Measure, basically
| ooks at is, did you | ook at the back of the eye.
And did you define the | evel of degeneration,
i.e., absence of macul ar thickening, which can be
a sign of wet macul ar degenerati on and/ or
henor r hage.

It can also be a sign of wet macul ar
degeneration. There's no scientific proof
t hrough random zed clinical trials that actually
| ooki ng at the back of the eye saves vi sion.

But it just nakes sense that in order
to diagnose it, one needs to actually | ook at the
eye and docunment the findings. | guess in theory
you could do other ancillary tests w thout
| ooki ng at the eye, but nobody in ny opinion does
that or should be doing that.

So, there is fairly good evidence that

| ooking in the back of the eye and docunenting
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the | evel of retinopathy is advantageous in

di agnosi ng and treati ng nmacul ar degenerati on.

to vote for evidence? O is there any
di scussi on?

VMEMBER MADONNA: | have nothing to
add.

CO CHAI R YAREMCHUK:  Ckay.

Di scussion? Go ahead Matt.

we' re saying the value of this Measure is that
we' re doing staging. And therefore, can add an
intervention |ike an AREDS 2 suppl enent

reconmendat i on.

woul d think the odds of diagnhosing wet in a
tinmely fashion, where you see an actual

i mprovenent, woul d be unlikely.

Neal R. Gross and Co., Inc.
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CO CHAI R YAREMCHUK: Ckay. So this is

a process neasure. And if you want, we're ready

MEMBER CARNAHAN: So, just to clarify,

As opposed to diagnosing wet, which |

MEMBER FRIEDMAN:  So | think it's two
fold. | think if they have -- if you look in and

they have mac -- well, it says they al ready have
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macul ar degenerati on.

So if you look in the back of the eye
and they have noderate to severe dry macul ar
degeneration, which again, is the nore conmon
type, then one should recomend vitamn
antioxidants for treating that condition.

But if you look in and they previously
have been dry and they' ve been stable. Then they
conme in and they're still -- they're still
asynpt omati c.

They have no change in their synptons.
But you see a little bit of bleeding in the eye
that requires nore testing and possibly different
types of treatnents.

So in order to actually diagnose early
stage of wet macul ar degeneration, which can
occasionally present w thout new synptons, you
actually need to ook in the eye to see if
t here's new bl eedi ng which wasn't there before.

CO- CHAI R YAREMCHUK:  Yes, Andrew?

MEMBER FRI EDVAN: I f that answers your

guesti on.

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

11

MEMBER SCHACHAT: Right. And so as
far as the issue about whether you have to | ook
in the eye to see any of this. There are
alternative ways of doing it, which is screening
wi t h phot ogr aphs.

That's done for diabetes. It's not
been shown to work very well yet, and so it's not
an option for AMD.

So this is the only option. And as
far as the comment about not detecting wet, |
echo what Scott says. Wt can definitely be
asynptomatic. So you can see it by | ooking in.

And there's evidence froma nunber of
trials that earlier treatnent gets better
outcones. So, it makes sense.

MEMBER CARNAHAN: Right. | was just
suggesting that perhaps the likelihood of
catching a person at wet, if you're trying to do
a cost effective intervention, that this would
likely not -- | would say that the highest
percentile not capture wet patients.

MEMBER SCHACHAT: That's right. But

Neal R. Gross and Co., Inc.
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it's cost effective for dry. And this is just an
extra added benefit for those wets that you
catch, make it even nore cost effective.

Because you get the free thing. Once
they're looking in, you can find the wet.

CO CHAI R YAREMCHUK: Are we ready to
vot e?

M5. ROBI NSON- ECTOR:  Voting is now
open for evidence for Measure 0087. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient
evi dence.

M5. LUONG And Judith, you can send
me an enmail for the voting. Thanks.

MEMBER LYNCH: | don't know that |
should vote. |Is this the Measure that we just
started tal king about?

| just got on. They kept nme on hold
for a very long tine.

M5. LUONG Ch, they did. GCkay. Al
ri ght then, thank you.

MS. ROBI NSON-ECTOR:  So, it |ooks |ike

Neal R. Gross and Co., Inc.
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we're waiting for three nore votes in the room
| f you guys could point your clickers at this
| apt op. Thank you.

kay. Great. Al the votes are in.
62 percent voted high. 31 percent voted
noderate. Eight percent voted low. Zero voted
i nsufficient evidence. So for evidence, Masure
0087 passes.

CO CHAI R YAREMCHUK:  Qpportunity for
| mprovenent ?

VMEMBER FRI EDVAN:  So t he Devel opers
gave us sone data using PQRS data from 2009 to
2012. And the neani ngful performance results
range from94 to 96.1 percent.

So, the people that are reporting are
doi ng an awesone job. But out of the nunber of
eligible professionals, only 14 to 19 percent of
peopl e are reporting.

So, it is a small nunber of people
that are reporting. And this is a couple of
things. So this is a very common condition.

And even if you increase the mean

Neal R. Gross and Co., Inc.
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performance result by one or two percent, you're
still going to save a vision in several thousand
patients.

And so as Bill alluded, save billions

of dollars, depending on which anti-VEG- that you
use. So it is very cost effective. You're going
to save noney on the back end.

And the other issue is that we think
with the changes in reporting, that nore people
will report. And we think maybe the peopl e that
are reporting are doing a better job.

So, it's certainly plausible that the
mean performance will be | ower as nore people
report. So | think there is roomfor
i mprovenent .

And even if there wasn't room for
i mprovenent, a snmall percentage woul d nean a
| ar ge anount of saved vison over the course of
tine.

DR RICH Just to augnent Scott's
comments. Again, an issue you have to report on

ni ne neasures i nstead of three.

Neal R. Gross and Co., Inc.
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And so in IRIS we're able to | ook at
the three that were selected. But we al so | ook
and can see their performance on ot her neasures.

And it's dramatically | ower for
nmeasures that you are not focused on. And we'll
be glad to supply sone data if you'd |ike, but.

VMEMBER MADONNA:  Yes. | would only
add to what Scott said about detecting wet ANMD
and saving vision there. But additionally, you
get this -- you will stage persons with dry AMD
and then appropriately counsel them about
antioxi dants, which also will lead to vision --
savi ngs of vision.

And al so, reduce the nunber of side
effects for people who should not be taking
anti oxi dants but do nevert hel ess.

DR, LUM Just to follow up with Dr.
Rich. W did actually collect information on the
ANMD neasur es.

As we said, the severity should be
according to the AREDS scale. And we've known

that in nmedicine it probably takes 17 years for
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clinical trials to actually reach the bedsi de.

So, our performance rate, | ooking at
el ectronic records and the real docunentation
that practices do is only ten percent. And
that's because they aren't using the right
severity scale.

They're not |ooking -- they're not
docunenti ng macul ar thickening. And we give them
the practice pattern and it's really at the point
of care and that they're being nmeasured that
they're going to change their practices.

Even though we have wonderful practice
gui delines and a | ot of great education, we do
really find that a | ot of our ophthal nol ogi sts
aren't following the |atest guidelines and the
| at est severity scal es.

So that's the performance that we've
seen just | ooking at EHR docunentation across
2722 physicians in 2014.

DR RICH One last comment. We've
all tal ked about physician support. WlIl, when a

physi cian -- physicians are pretty conpetitive.
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And when they see their perfornmance
rate is ten percent they how. And we have a
practice person assigned to that practice that
will explain to themwhy their perfornmance is
terrible.

They' re not neeting the guidelines.
And you tal k about a turnaround in the adoption
of gui del i nes.

We were one of the first three
societies to develop themin 1985. Well, all of
a sudden, they get adopted pretty quickly when
they see their score.

DR. WNKLER: | guess, Flora's
beginning to ask this, but if the way you get
into the neasures i s because there's an encounter
with the clinician, and so, | guess I'mtrying to
understand the quality problem

Because exactly around -- because
aren't they examning these patients? And is it
the not examining? O is it the not docunenting
t he stagi ng?

And that's what |'m-- and | want --

Neal R. Gross and Co., Inc.
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and this Measure can differentiate that.

MEMBER SCHACHAT: Actually sone of
bot h. Because you have to put drops in. And so
this will encourage putting nore drops in.

So it changes the existing.

CO CHAI R YAREMCHUK:  Any ot her
comment s?

(No response)

CO CHAI R YAREMCHUK: Ready to vote?

M5. ROBI NSON- ECTOR:  Voting is now
open for performance gap for Measure 0087. And
for those on the call, option one is high, two is
noderate, three is low and four is insufficient.

M5. LUONG H Vaishali, | know you
just got on the line. WII| you be voting?

MEMBER PATEL: |'Il just sit out this
one since | didn't hear the discussion.

M5. LUONG Ckay. And Judith?

MEMBER LYNCH. Yes. I'mgoing to wait
probably until the next one as well.

M5. LUONG Ckay. Geat. Thanks.

MS. ROBI NSON-ECTOR:  So, all the votes

Neal R. Gross and Co., Inc.
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are in. 69 percent voted high. 31 percent voted
noderate. Zero voted | ow and zero voted
insufficient. So for perfornmance gap, Measure
0087 passes.

CO CHAI R YAREMCHUK:  Reliability?

MEMBER FRI EDVAN:  So t he Devel oper
presented two types of testing. The first one is
nmeasure score reliability using the 500 docs from
the RIS Registry.

And the reliability rates were 0.89 to
1, which is extrenely high. They also | ooked at
data elenent reliability using inter-rater
reliability froma single doc.

And for the denom nator PQRS versus
gol d standard was 96 percent, extrenely high.
But the nunerator was only 45 percent, which is
noder at e.

And then they used reliability, the
EHR chart extraction versus gold standard. And
the nunerator was, this tinme was 97 percent.
Which is extrenely high.

So with exception of the one nunerator

Neal R. Gross and Co., Inc.
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45 percent, reliability was extrenely high

CO CHAI R YAREMCHUK:  Ri chard?

MEMBER MADONNA: Not hing to add.

CO CHAI R YAREMCHUK:  Any ot her
coment s?

(No response)

CO CHAI R YAREMCHUK: Are we ready to
vot e?

M5. ROBI NSON- ECTOR:  Voting for
reliability for Measure 0087 is now open.

Okay. Al the votes are in. 54
percent voted high. 46 percent voted noderate.
Zero voted | ow and zero voted insufficient. So

for reliability for Measure 0087, the neasure

passes.
CO CHAI R YAREMCHUK:  Validity?
MEMBER FRI EDMAN:  So, the devel opers

exam ned validity using a -- using face validity

with an expert panel of 16 nmenbers who agree that
t he measure was valid.
And there are no threats to validity

with this Measure.
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CO- CHAI R YAREMCHUK: Go ahead, Reva?

DR. WNKLER: | just want to point out
that the data that Flora just gave us, which says
that only ten percent of the folks in the
regi stry woul d neet the neasure | ooking at their
EHRs.

Yet PQRS is reporting 95 percent. And
so to ne that 95 percent probably doesn't
represent what we think we're measuring.

So, tone that is a -- | would
guestion the validity of the results you get in
t his Measure.

DR RICH Okay. Actually | brought
that up yesterday in ny initial comments. That
we -- we're finding dramatically different
results from PQRS, where people msinterpret it
as just dilating and | ooking at the eye.

When you actually | ook at what they're
doing, they're not -- we don't think they're even
nmeasuri ng.

So | nmade that point yesterday that if

we're going to look at all these issues, and we

Neal R. Gross and Co., Inc.
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| ook at clains, | think you're going to find out
with -- we're going to see a lot of -- we're
probably the first ones to cone before you with a
| ot of new registry measures.

W're going to see dramatic
di fferences between the clainms. And this is a
great exanple. Docs think they're doing things
and it's not fraud.

But they don't understand the demands
of staging the diseases. And they don't get a
score.

MEMBER STEIN: | think that's one
possibility. The other possibility is whether
the IRIS Registry is fully capturing the
i nformati on adequat el y enough.

So there may be an underestimate on
t hat end.

DR LUM That is true. So because it
is ten percent, but because it's not counting for
PQRS, peopl e haven't been working on the
docunentation as nuch as the ot her neasures,

whi ch are counting for PQRS this year.

Neal R. Gross and Co., Inc.
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So that it is probably an
underestimate fromthe first initial mapping and
extractions fromelectronic nethods. W probably
coul d dig deeper and there would be sone better
conpl i ance.

DR RICH The data is the data. You
know, they're not doing it.

DR. WNKLER: | guess froma criteria
perspective, when we're assessing validity, what
we're hearing is, depending on how the data is
collected, we get wildly different results.

So, the question | would ask you is,
what do we think, or how could we know what
provides us with the nost valid results? Because

that's what we're | ooking for.

And that's the neasurenent that works.

| nean, we don't really want to conti nue
pronoting a neasure that doesn't provide us with
valid results.

So, if there's truly an issue around,
you know, different data sources give us

different results, | think we need to have a

Neal R. Gross and Co., Inc.
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better understandi ng of which ones gives us, you
know, valid results. [If we can possibly know
t hat .

DR RICH Geat point. You' re not
going to see any clains data for this thing from
now on. Because no one -- it's physically
| npossi ble for soneone in practice to by clains
make ni ne nmeasures.

| don't know anyone in the United
States that's trying to do it. It's all going to
be EHR or it's going to be registry reported.

So, again and | made that point
yesterday and now we're seeing the nanifestation
of that.

DR. WNKLER: Essentially this Measure
before us is the registry neasure. You're not
bringing an E-Measure for this particul ar
ver si on.

So, we're |ooking at the registry.
Are you saying that you' re not reconmmrending a
clainms version of it be part of this endorsed

Measur e?
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DR RICH No. |'msaying that
practically, | don't know anyone that's going to
do cl ai ns.

But | think the option should be
avai l able to themthat physicians are trying to
do a good job. They're close to retirenent.

They don't have an EHR, which you need to do an
extracti on of dat a.

| just -- | couldn't do it physically.
But | hate to take away that option fromthem

DR. LUM The other thing I think is
we coul d do better education about how to use
this Measure. And the Measure specification does
specifically state the di sease severity and the
macul ar thi ckeni ng.

And that all has to be document ed.

So, we could do a better job of educating people
usi ng the Measure through clainms and the registry
to do all those things.

That's what it neans -- it neans to
nmeet the neasure.

CO- CHAI R YAREMCHUK:  Scott ?

Neal R. Gross and Co., Inc.
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MEMBER FRI EDMAN:  Wel |, one of the
ot her possible scenarios is that the peopl e that
are reporting through PQRS are retina docs. And
retina docs deal primarily with treating nmac
degener ati on.

And general ophthal nol ogi sts may not
be reporting on this. Maybe very little or not
at all.

But then when we | ook at the registry
data, we can capture that. And maybe they're
doing a poor job of reporting it. That's where
we need to have our enphasis and nove them
forward

But clearly, all the retina doctors
and | report on this Measure for exanple, | do
not dilate 100 percent of ny patients. |It's kind
of ridiculous for nme not to because | couldn't do
ny j ob.

So | dilate 100 percent of ny
patients. And |I'm probably in the 96th
percentile because this is what | do themall. |

don't do -- | do a poor job of docunenting the
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anterior stuff because | don't really care about
it for exanple, as nuch, because it gets in ny
way .

So, maybe we need to get our genera
opht hal nol ogi sts to do a better job of
docunenting the findings for nmacul ar degeneration
as well as the retina specialists.

CO CHAI R YAREMCHUK: | was wonderi ng
if the PORS woul d al so be early adopters of both
that m ght be the ones that are reporting. And
therefore doing a better job of it.

And that's only a question. Go ahead
Ri chard.

DR RICH | don't think so. As a
general ophthal nol ogist | think Scott is right.
We have 12 in ny group. | don't think any of us
reported this Measure. W report on other
measur es.

VMEMBER MADONNA: Yes, | just have a
coupl e of questions about the Measure. The first
one is, we specify a dilated nmacul ar exam nati on.

But we don't specify how the dil ated macul ar

Neal R. Gross and Co., Inc.
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exam nation i s performned.

And | would think that the retina
specialists woul d agree that that should be done
stereoscopically. And so that's question one.

And the second one is that there
appears to be the ability to have exclusions from
-- and | just don't have a sense of how often
t hose excl usi ons have been used.

You know, how often is it being
reported that | didn't dilate because the patient
didn't want it? O sonething |like that?

Patients with AVD need to be dil ated.
So the exclusions should be rare.

MEMBER SCHACHAT: There are all Kkinds
of good reasons for exclusions. And sone of
t hese patients are com ng nonthly and don't want
the other eye dilated each visit or something
i ke that.

The other eye may al ready have the
disc reformscarring and they don't need to be
checking the other eye on that day and so on.

And as far as the first question about
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a stereoscopic exam | think that's generally
covered in the preferred practice patterns and
general recomendati ons about how to exam ne the
retina. It's sort of basic teaching in

opht hal nol ogy.

You know, in the henogl obin AlLC
nmeasures, do you di scuss how they shoul d achi eve
better blood sugar? So |I'm not sure the Measures
get into the detail of howto do steps in the
exam or the treatnent or sonething el se.

MEMBER MADONNA:  Under st ood. But,
still would be able to get a positive check on
this measure by just putting drops in the eyes
and not doing the appropriate exam nati on.

MEMBER SCHACHAT: | think it says to
| ook at the macul ar and nake some observati ons.
And so it would be fraud not to | ook.

MEMBER MADONNA: But again, wthout
doing it stereoscopically, it's probably not
going to get done.

MEMBER STEIN. The hi gh percentages,

you know, that the PQRS is generating, it's not
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sonmet hing specific to this particul ar Measure
conmes up. Wth all these measures.

It's nore of a gl obal problemof, you
know, who's using PQRS to report what. And |
don't think that -- | nean, | think that people
are going to report on the things that they're
doing a lot. And that they feel they're doing
nost appropriately.

But | don't think it's an issue with
any of these particular Measures. |It's just, you
know, how the systemis capturing it.

And whet her, you know, by going to an
| RIS Regi stry where you can | ook beyond just the
fol ks who are choosing to report on that neasure,
you're going to see nore variability. And you're
going to probably capture quality better.

The question is whether IRIS is there
yet. So, | nean, | think it's inportant.

CO CHAI R YAREMCHUK:  Thank you
St eve?

MEMBER STRODE: |'d also like to

foll ow up as a non-eye doctor on the stereoscopic
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eye process. |Is that necessary -- is that the
i deal ?

O is that necessary for an adequate
exan? |If it's adequate, should it not be added
as a specification?

MEMBER SCHACHAT: So, you can |l ook in
t he direct ophthal noscope and see the features of
wet AMD not as well. You can see the henorrhage.
You see the |ipid.

You can't appreciate the el evations.
So you get two-thirds of the information. And
for the drusen, we can see themfor grading dry
AMD, either way.

It doesn't matter a whole lot to ne.

I f you want to exam ne the eye better, you

exanm ne the eye better. But, again, |'mnot --
in the other Measures, | don't see specifications
on how you do things.

So, in blood pressure neasures do you
speci fy what kind of cuff you use and how many
measur enents you do? And whether you do it four

pl aces or once or twice? |'mnot aware.
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But | don't think so. So, | don't
think these nmeasures generally go to those |evels
of specificity.

DR RICH Steve, I'lIl answer. [|I'ma
general ophthal nol ogist. They think over the
| ast 30 years since the introduction of the
wi dely avail abl e Zeiss and Vol k | enses, | don't
know anyone that doesn't |ook at the macul ar
st ereoscopi cal | y.

It's easy to do. Perhaps peopl e that
wer e sonehow m ssed that, they're practicing

| onger then | am and |I'm al nost 70, they m ght

not do it.

But, everyone -- it's just what you
do.

CO CHAI R YAREMCHUK: | -- okay, go
ahead Tanmy.

VMEMBER BRADHAM | just have a sinple
guestion. So we're being asked to | ook at
validity. And so, are we taking adm nistrative
clainms, electronic clinical records, the registry

and pulling it all together and taking off the
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duplicates for this Measure?

O, are you only | ooking at the
registry? O are you only | ooking at
adm nistrative clains in doing this Measure?

|"mjust trying to figure out how
you're neasuring this. And | think the
di scussion's been great on the nmedical. But |
need hel p understandi ng what we're neasuring.

CO CHAI R YAREMCHUK: | appreci at e what
you're saying. And Reva, you can correct ne.
But, when it says data source, it doesn't mnean
and. | nean, it means any one of those can be
used.

And so, what the original question is,
is that adm nistrative clains fulfills this, but
it doesn't really fulfill it.

You know, it should be easier.

DR RICH | think I introduced huge
confusion. Wen | was tal ki ng about the | ack of
per f ormance, when we're | ook -- we can actually
| ook at the performance of soneone that wants to

submt this.

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

34

But we can al so | ook at everyone's
performance on these other neasures. So, the
performance is, these are not -- |'mnot saying
there's a difference between what's in the
registry for a submtted one of the three.

It's the other ones that they're not
reporting. That's where we see variations.

So, | think I introduced a | ot of
confusion. | think it was Josh or Scott said
t hat when you report it, you do a good j ob.

W' re saying what the other people are
not reporting that neasure, if they're not
concentrating on it, that's where we see the
per f ormance very | ow.

CO CHAI R YAREMCHUK:  Al'l right. Go
ahead Josh.

MEMBER STEIN. | just want to add one
corment. | think it's inportant to capture the
source of where it's comng from Especially if
there's going to be conparison of provider A
versus provider B

Because | think, sone of the sources
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may do a better or worse job then others at this
poi nt .

CO CHAI R YAREMCHUK:  Go ahead Matt.

MEMBER CARNAHAN: Just a question
around the neasurenent in terns of the staging.
Is it the old staging or the new staging?

And is there a way with current coding
to do the new staging, it's a 0, 1, 2? And would
that effect the recommendati ons you give to a
patient in relation to the staging you could give
based on the codi ng avail abl e?

MEMBER SCHACHAT: Do you nean the
Beckman cl assification as opposed to the AREDs?
Well, the 0, 1, 2, is the sinplified AREDS scal e.

MEMBER CARNAHAN: Docunent that based
on codi ng?

MEMBER SCHACHAT: No. But, in ICD 10
you can do better on all of these than you can do
on themwith ICD-9. But | think the idea is
peopl e are bei ng asked to | ook.

And if you can't |l ook and wite

sonet hi ng down, can't get to that point, you're
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| ost.

| don't think that the Measure
specifies how to grade the retinopathy severity.

DR. RICH That raises an inportant
point. And that's the granularity of our current
codi ng system

So, Flora's made recommendati ons to
our health policy conmttee to actually do
exactly that. To actually -- we're going to be
able to be staged -- different stages of open
angl e gl aucoma that was one.

And we're actually doing this with
di abetic retinopathy macul ar degeneration. But
it's a | aborious process. What does it take,
about three years to get sonething back?

But we've already submitted it. But
there is not enough granularity if you really
want to risk adjust things in even |ICD 10.

It's going to be a lot thinner than

CO CHAI R YAREMCHUK: Are we ready to

vot e?
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M5. ROBI NSON- ECTOR:  Voting is now
open for validity for Measure 0087.

kay. Al the votes are in. 15
percent voted high. 69 percent voted noderate.
15 percent voted low. And zero voted
insufficient. So for validity for Measure 0087,
t he neasure passes.

CO CHAI R YAREMCHUK:  Feasibility?

MEMBER FRI EDMAN: So, the Measure is

specified for several data sources as we

di scussed. Cdainms data, registry and extraction.

And then all data el enents are well
defined. So | don't think there's any issues
with feasibility for this neasure.

CO CHAI R YAREMCHUK:  Ri ch?

VMEMBER MADONNA: Not hing to add.

CO CHAI R YAREMCHUK:  Any di scussi on?

(No response)

CO CHAI R YAREMCHUK: Ready to vote.

M5. ROBI NSON- ECTOR:  Voting is now

open for feasibility for Measure 0087.

Okay. It looks like all the votes are
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in. 46 percent voted high. 38 percent voted
15 percent voted low. And zero voted

insufficient. So for feasibility, Measure 0087

CO CHAI R YAREMCHUK:  Usability and

MEMBER FRI EDMAN: So t he Measure has

been di scussed, is currently being used in the

PQRS program And PQRS will be publically

And it's also being used, | think, in
the IRIS Registry. Well, it's also used in the
RIS Registry. So, it's currently being used and

will have nore use in the future.

CO CHAI R YAREMCHUK:  Ri ch?

VMEMBER MADONNA: Not hing to add.

CO CHAI R YAREMCHUK:  Any di scussi on?
(No response)

CO CHAI R YAREMCHUK: Ready to vote.

M5. ROBI NSON- ECTOR:  Voting is now

usability and use for Measure 0087.

Al'l the votes are in. 77 percent
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voted high. 23 percent voted noderate. Zero
voted | ow and zero voted insufficient
information. So for usability and use, Measure
0087 passes.

CO CHAI R YAREMCHUK: So, to vote for
sui tabl e for endorsenent.

M5. ROBI NSON- ECTOR:  Voting is now
open for recomrendation for overall suitability
for endorsenent for Measure 0087.

kay. Al the votes are in. 92
percent voted yes. And eight percent voted no.
So for recommendation for overall suitability for
endor senment for Measure 0087, the Measure passes.

CO CHAI R YAREMCHUK:  Ckay. Movi ng
onto the next one, Age-Rel ated Macul ar
Degeneration: Counseling on Antioxidant
Suppl ement. Richard? You're up.

MEMBER MADONNA: This is kind of an
ideal followup to the | ast Measure. Because the
stagi ng of macul ar degeneration, which we've
menti oned as part of the dilated exam becones

very inportant here.
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The Measure | ooks at the percentage of
patients age 50 or older with a diagnosis of AMD.
There are care givers who are counseled within 12
nont hs of the benefits and/or risks of the AREDS
formul ati on for the progression of AM.

What's interesting is that the
i nformati on can be discussed with all patients
with AVMD, even those who don't neet the criteria
for supplenmentation. Wich is internmediate AMD
in at | east one eye.

As there are risks in using
suppl enents in sone patients, for exanple in
snokers, and there's no evidence of proof that
suppl enentation is useful in persons with early
AMD, counseling nust be provided to all patients.

If we ook at the evidence, this is a
process neasure based on a systematic revi ew of
two random zed clinical trials. Age-related eye
di sease study with AREDS and t hen AREDS 2.

In which treatnment with anti oxi dants
and mnerals is reconmended for patients who have

i nternedi ate or advanced AMD in at | east one eye.
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And the evidence is rated as strong.

CO CHAI R YAREMCHUK:  And our co-
di scussants?

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Okay. Any
comments? So, go ahead Tammy.

MEMBER BRADHAM  What i s AREDS?

MEMBER MADONNA: That's the Age-
Rel at ed Eye Di sease Study. So that |ooked at
age-rel ated di seases, nmcul ar degenerati on and
cataract. W're specifically |ooking at nacul ar
degener ati on.

And it | ooked specifically at using
antioxidants or nutritional supplenentation in
sl owi ng the progression of nmacul ar degenerati on.

MEMBER SCHACHAT: And so the vitam ns
cost about $15.00 or $20.00 a nonth. And for
patients with a certain anmount of AMD, it reduces
their risk of progression and | osing vision over
time by about a quarter to a third.

So it's a very cost effective and safe

way of preventing blindness.
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MEMBER FRI EDMAN:  But, we also did a
study to show, and they gave, you know, we had a
pl acebo control group. So, we did a well -
desi gned Phase Il random zed, multi-center Phase
1l random zed clinical trial.

And there's clear evidence that it's
beneficial .

CO CHAI R YAREMCHUK:  Go ahead Matt.

MEMBER CARNAHAN: | wasn't clear. |Is
this saying that the reconmendation for the
patients is a face to face doctor's office visit?

O is it just education that can be
given if you already know what the stagi ng was?
Say they were advanced enough to need the
suppl enent s.

DR RICH [I'mnot sure of the Measure
description, but this occurs face to face. You
| ook in, 20 percent of the tine they're
i nappropriately taking vitam ns.

And there's a gap in care of 40
percent that's been docunented. So, you sit down

and you explain the trial to them You no | onger
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have to discuss the risk of it with snokers
because with AREDS 2, that's been elim nated.

So it occurs face to face at the tine
of the visit. And every tine you see them you
ask them you know, are you taking then? Are you
t aki ng them as prescri bed?

And it's face to face. |'mnot sure
t he Measure descri bes.

DR, LUM That's correct. It's, you
know, counseling. So it would be during the
encounter with the -- between the physician and
the patient.

CO CHAI R YAREMCHUK:  And how woul d you
collect the data? 1|s there a code for this? For
counsel i ng for antioxidants?

DR LUM There's a G code for
reporting it. That the counseling was perforned
or not perforned.

CO CHAI R YAREMCHUK:  Tanmy?

MEMBER BRADHAM Does it matter if
they're a past snoker? O that they have to be

currently snoki ng?
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MEMBER SCHACHAT: So, once you've not
been snoking for two or three years, that begins
to count as a non-snoker. But --

MEMBER MADONNA: Just in follow ng up
fromthe |ast Measure. That's why it's so
i nportant that that dilated macul ar exam be done.
And staging will be done appropriately.

Because if you have early AMD, there's
been -- there's no benefit shown fromtaking the
suppl enentation. And of course then you -- the
ri sk benefit is such that you only have risk and
no real benefits show

CO CHAI R YAREMCHUK: Okay. Are we
ready to vote on evidence?

M5. ROBI NSON- ECTOR:  Voting for
evi dence, Measure 0566 is now open. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient
evi dence.

Okay. Al the votes are in. 60
percent voted high. 40 percent voted noderate.

Zero voted |l ow and zero voted insufficient

Neal R. Gross and Co., Inc.

44

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




10

11

12

13

14

15

16

17

18

19

20

21

22

45

evi dence. So for evidence, Measure 0566 passes.

CO CHAI R YAREMCHUK:  Ckay.
Qpportunity for inprovenent.

MEMBER MADONNA:  PQORS data indicates
that an increasing but still small nunber of
practitioners report. Wth an increase of 7.8
percent in 2010 to 13.9 percent in 2012.

And a nean performance of about 92
percent for each year. Data submtted to the
| RIS Registry for 2014 give a performance rate of
82 percent.

Consi dering the huge nunber of persons
with AVMD, inprovenents in performance will likely
result in saving many persons from significant
vi sion | oss.

CO CHAI R YAREMCHUK:  Steve? Any
di scussi on?

CO CHAIR MERENSTEIN: | just have a
guestion. Do you have any data on inappropriate
use? It seens |ike people mght be using it too
early.

DR RICH Yes. |It's only going to be
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20 percent. As you can tell fromtalking to your
patients, there's wide lately avail able
adverti senents to take your eye vitan ns.

W see people 35 year old and spendi ng
$20.00 a nonth. So actually we spend just about
as nmuch tinme counseling people, should | be

taking these vitam ns? And they're perfectly

heal t hy.

So, the overuse is 20 percent.

CO CHAI R YAREMCHUK: This won't get to
overuse or under-use however. It's just that

t here's been counseling done.

MEMBER SCHACHAT: Yes. One of the
| ar gest overuse groups are famly nmenbers. Like
children of patients with AVD and they see the
trouble their parents have and they take the
vitam ns hoping they won't get it.

But it doesn't make any difference
because they don't have any yet.

CO CHAI R YAREMCHUK: Are we ready to
vot e?

M5. ROBI NSON- ECTOR:  Voting for
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performance gap i s now open for Measure 0566.
For those on the call, option one is high, two is
noderate, three is low and four is insufficient.

CO CHAI R YAREMCHUK:  Reliability?

MS. ROBI NSON-ECTOR: ©Ch, we're still
wai ting for two nore.

CO CHAI R YAREMCHUK: Onh, sorry.

Sorry.

M5. LUONG Judith, if you can just
emai | nme your vote. Thanks.

M5. ROBI NSON- ECTOR:  Ckay. Al the
votes are in at 14 votes. 71 percent voted high
29 percent voted noderate. Zero voted |ow and
zero voted insufficient. So for performnce gap
for Measure 0566, the measure passes.

CO CHAI R YAREMCHUK:  Ckay.
Reliability.

VMEMBER MADONNA: We just mentioned the
specifications for the Measure. The nunerator is
speci fied by CPT code. And the denom nator by
new ACT code. There are not exceptions.

The Devel oper presented two types of
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testing. The Measure score reliability from 490
opht hal nol ogi sts submtted to the RIS Registry
for 2014 to PQRS reporting.

Reliability ranged from.46 to 1.0.
Data elenent reliability was tested by an inter-
rater reliability froma single ophthal nologist's
of fice.

Reliability of PQRS clains versus
chart review, the denom nator was 96.1 percent
agreenment. And the nunerator 39.2 percent
agr eenent .

Reliability of the EHR chart
extraction, which is the gold standard, was a
nunmer at or of 75.5 percent agreenent.

CO CHAI R YAREMCHUK: St eve?

MEMBER STRODE: Nothing to add. Thank
you.

CO CHAI R YAREMCHUK:  Any comment s?
Todd?

MEMBER RAMBASEK: |'m sorry, can you
clarify what 39 percent agreenent neans?

MEMBER MADONNA: The nunmerator is the
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CPT code, which is the counseling. So that was
t he conparison of the -- this was in a single
opht hal nol ogi st's office.

So that was the clai mnade by the
opht hal nol ogi st versus chart review of the
opht hal nol ogi st's charts. | believe that's
correct.

CO CHAI R YAREMCHUK:  Any ot her
coment s?

DR RICH The 39 percent is |ow
because a lot of tines that is, we don't say we
sat down and di scussed, we usually have little
menoni cs, you know. AREDS plus, AMSLER pl us,
you know, that means that we discussed it.

So, sonetines chart extractors, you
know, | think everyone docunents how they did
this differently. | don't know if you have a
standard form but.

MEMBER FRI EDMAN:  So, this -- the
reason I'msmling is this maybe ne,

unfortunately. Only 39 percent.

As you said, I'mthe -- | want to be
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100 percent. So, what | think we do is our EHR
i n our discussion, we put in that we counsel the
patient with AREDS or sone verbi age.

It's probably docunented in the
di scussion if it's a generic discussion for a
typical dry AVMD, it's pretty sinple. If it was
dictated, it's possible that it was nm ssed.

It's al so possible that the abstractor
mssed it as well. But certainly, that's where
it is.

So, | counsel everybody on vitam ns.
| may not 100 percent of the tinme docunent that
it was done on a routine basis.

It's possible it was done on one visit
and not on another visit. And the patient was
seen as Andy suggested, once a nonth.

So, seen 12 tinmes, nmaybe 24 tines
because they conme in twi ce a nonth.

CO CHAI R YAREMCHUK:  The speci fication
just says counseled within 12 nonths. So if you
did it once in 24 visits, and it was every two

weeks, it should still be --
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MEMBER FRIEDVAN. Right. If you did
it -- if you even did it one tine in nonths per
year, it qualifies. |If you didn't do it the

other 23 tinmes for this Measure, it still

gual i fies.

I f you didn't docunment it the other 23
times, it still qualifies.

CO CHAI R YAREMCHUK:  Any ot her
coment s?

(No response)

CO CHAI R YAREMCHUK: Ready to vote?

M5. ROBI NSON- ECTOR:  Voting is now
open for reliability for Measure 0566. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient.

All the votes are in of 15 votes. 20
percent voted high. 73 percent voted noderate.
Seven percent voted low. And zero voted
insufficient. So for reliability, Measure 0566
passes.

CO CHAI R YAREMCHUK:  Qur next is the

validity.
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MEMBER MADONNA: The suppl enments used
were the sane ones used in the AREDS 2 study in
patients of the appropriate age, age 50 and
older. Validity was assessed by systematic
assessnent of face validity.

An expert panel with 16 nmenbers have
general ly agreed that the Measure could extend
this quality of care. There were no excl usions
and there was the Measures risk-adj usted.

MEMBER STRODE: Nothing to add. Thank
you.

CO CHAI R YAREMCHUK:  Any comment s?

(No response)

M5. ROBI NSON- ECTOR:  Voting for
validity for Measure 0566 is now open. For those
on the call, option one is high, two is noderate,
three is low and four is insufficient.

kay. Al the votes are in of 15
votes. 33 percent voted high. 60 percent voted
noderate. Seven percent voted |low. And zero
voted insufficient. So for validity, Measure

0566 passes.
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CO CHAI R YAREMCHUK:  Feasibility.

MEMBER MADONNA: Excuse ne. Data is
sel f-apparent and readily avail able by the EHR
Very straightforward.

CO CHAI R YAREMCHUK: St eve?

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Any comment s?

(No response)

CO CHAI R YAREMCHUK: Ready to vote.

M5. ROBI NSON- ECTOR:  Voting is now
open for feasibility for Measure 0566. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient.

All the votes are in of 15 votes. 80
percent voted high. 20 percent voted noderate.
Zero voted | ow and zero voted insufficient. So
for feasibility, Measure 0566 passes.

CO CHAI R YAREMCHUK:  Usability.

MEMBER MADONNA:  The Measure is
publically used in PQRS. And it appears to do
what it's supposed to do. Just to further the

goal of high quality, efficient health care.
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CO CHAI R YAREMCHUK: Okay. Steve?

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Any comment s?

(No response)

CO CHAI R YAREMCHUK: Vot e.

M5. ROBI NSON- ECTOR:  Voting for
usability and use for Measure 0566 is now open.
And for those on the call option one is high, two
i's noderate, three is low and four is
i nsufficient information.

Al'l votes are in. 67 percent voted
hi gh. 33 percent voted noderate. Zero voted | ow
and zero voted insufficient information. For
usability and use of Measure 0566, the neasure
passes.

CO CHAI R YAREMCHUK: Al right. Thank
you. And now to vote whether to recommend the
Measure as suitable for endorsenent.

M5. ROBI NSON- ECTOR:  Voting is now
open recomendation for overall suitability for
endor senent for Measure 0566. For those on the

call, option one is yes and option two i s no.
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Al'l the votes are in. 93 percent
voted yes. Seven percent voted no. So for
recommendati on for overall suitability for
endor senment for Measure 0566, the neasure passes.

CO CHAI R YAREMCHUK:  Okay. Qur next
nmeasure i s 0088, Diabetic Retinopathy:
Docunent ati on of Presence of Absence of Macul ar
Edema and Level of Severity of Retinopathy.

DR. RICH Just a brief comment. So
| think this is a Measure that shows the events
in the coordination of care between a specialty
and primary care.

And this is a great story and a great
science. The DRS study and the ETDRS study were
done on the '80s.

The gui deli nes were devel oped in '85.
And within five years there's a -- was a 50
percent decrease in blindness.

Most inportantly, the DCCT trial came
out in '92. The D abetic Conputations of Control
Trial. And the constant interaction with

appropriate visits, indication with prinmary care,
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bl i ndness was down 70 percent.

Statenents fromthe NEI saying that we
could get up to 90 to 95 percent prevention of
bl i ndness. And havi ng practiced | ong enough
where | woul d have soneone go blind about every
two nonths in the '70s.

And ny father died blind from di abet es
on dialysis, it's a renmarkable story. And again,
sci ence, education, tine lines, instrunents.

CO CHAI R YAREMCHUK:  Ckay. So 0088
Di abetic Retinopathy: Docunentation of Presence
or Absence of Macul ar Edema and Level of Severity
of Retinopathy. So, this -- yes, so -- okay.

Okay. Al right. So, to discuss,
Andr ew Schachat .

MEMBER SCHACHAT: So actually, Bill's
coments are very appropriate about coordinating.
Because if you don't assess the stuff, you don't
have anything to coordi nate.

See this is what you end up telling
people. And so this is a process Measure. And

as Bill said, there's been an amazi ng advance
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since the conpletion of these studies.

| actually cite slightly different
nunbers. The 50 percent five year blindness
rates frombefore the studies. And now, if
there's tinmely detection and appropriate
treatnment, the blindness rate ought to be one to
two percent.

So, it's an amazing reduction in
avoi dabl e blindness. There are nunerous
random zed control clinical trials.

And then also large, representative
nat i onal popul ati ons based natural history
studies. And that has shown that these are the
causes of blindness. And that the blindness can
be reduced by tinely treatnent.

The treatnent is cost effective. And
the retinopathy level reliably predicts the
devel opnent of proliferative diabetic retinopathy
with high Iikelihood.

So these are relevant things to | ook
at. Both can be asynptomatic. |It's clear from

random zed trials that treatment is beneficial.
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And the screening that's being asked
for the exam nations that woul d be asked for
here, is to identify patients for whom treatnment
is indicating that's the macul ar edema, or
patients for whomthere would be a benefit for
cl oser follow up.

So for nore advanced retinopathy, you
get told to conme back sooner. And |ess advanced
come back | ater because the idea is to catch
proliferative disease at the tine you would treat
t hat .

Just like AMD is the | eading cause of
new bl i ndness in ol der people, diabetic
retinopathy is the | eadi ng cause of new bli ndness

i n working age Anericans. And so it's a huge

probl em

CO CHAI R YAREMCHUK:  Steve? Wre you
fini shed?

MEMBER SCHACHAT: | was -- can | have
a --

CO CHAI R YAREMCHUK:  Sorry, go ahead,

sorry, Andrew.
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MEMBER SCHACHAT: No, the rest is a --
there was one nore point. And that is that the
nunerator is the dilated macul ar fundus exam
And we're all doing this.

And al | opht hal nol ogi sts woul d accept
that detection is not possible w thout that.

Only that one could do screening photos if photos
repl aced doctors.

MEMBER STRODE: |'ve got a question.
This is percentage of patients 18 years and ol der
with a diagnosis of diabetic retinopathy. Not 18
and older with a diagnosis of diabetes?

| s there anot her neasure that woul d
cover the larger population of all diabetics?

MEMBER SCHACHAT: | think there is in
t he general nedicines space that is the annual
eye exam | nean, you're -- so, the primary care
provider is being infornmed, do your diabetes
patients get an annual exam

So there's a nmeasure for that.

CO- CHAI R YAREMCHUK: Yes, there is in

the portfolio. The overall for the eye exam
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Q her conment s?

(No response)

CO CHAI R YAREMCHUK: Al right. Ready
to vote.

M5. ROBI NSON- ECTOR:  Voting for
evi dence i s now open for Measure 0088. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient
evi dence.

Okay. It looks like we're m ssing one
vote in the room Thank you.

kay. Al the votes are in. 93
percent voted high. Seven percent voted
noderate. Zero voted | ow and zero voted
i nsufficient evidence. So for evidence for
Measure 0088, the nmeasure passes.

M5. LUONG And | just want to note
that this is part of the clains and registry
version of the Measure. This applies to both the
evi dence. Sorry about that.

CO CHAI R YAREMCHUK:  Okay. For

opportunity for inprovenent.
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MEMBER SCHACHAT: So | really think
it's the same story we heard for AMD because the
score rates are very high already at 96 percent,
95 percent, that kind of level. But again, it's
t he PQRS doctors who are reporting. And | think
there is data in the IRIS Registry that this is
not scored reliably for the doctors who are
reporting that. Flora, do you have that?

DR LUM | have a rate of about 36
per cent.

MEMBER SCHACHAT: So, it's exactly the
sane story as the other. This is actually harder
to do and so the scores ought to be | ower,
because there are nore categories here and the
findi ngs can be nore subtle.

CO CHAI R YAREMCHUK:  Any ot her
comments? Ch, excuse, ne Steve?

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Any conmments in
general ? Go ahead Todd.

MEMBER RAMBASEK: | know we tal ked

about it. Wiy are the PQRS putting doctors so
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different fromthe clainms doctors? Is it just

retinopathy has nore specialists?

MEMBER SCHACHAT: | can't say.
guess it's retina specialists. | think it's a
nore basic thing. |If you're getting paid nore to

do sonething, you do it. And if you' re not

getting paid, you do it less. | nmean, that's the
point of the -- this pay for perfornmance stuff.
DR RICH | think again, what we're

| ooking at in the registry, we're not |ooking at
just the three neasures the doctors are
reporting. W're actually |ooking at the

per formance of the other nine nmeasures that
they're not reporting. So that's -- does that
make sense?

CO- CHAI R MERENSTEI N: But again, as
was nentioned, they mght be doing it. They're
just not docunenting it.

DR. RICH Yes. But what we can
docunent -- so in other words, if they're
reporting on these, we only had to do three

before. But we actually are able to nmeasure the
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performance on all of them Al the neasures.
And that's why you see the performance rate of
about 36 percent. Next year when they have to
report on nine, | would imagine it will be a
little bunp up. Flora?

DR LUM Ckay. |It's what you get
nmeasured on that you can focus on and i nprove.
And as Dr. Friedman said, it's probably mainly
retina specialists that are reporting on the
measure. | think it was -- it's only 20 -- 16 --
26 percent now of eligible providers are
reporting in the PQRS systemon this Measure.

DR RICH Again, a lot of docs are
doing it. But since they're not reporting on it,
they' re not docunenting it. | don't know anyone
that doesn't | ook at the diabetic retinal exam
but, if they're not going to be reporting on it,
they're not going to neet the criteria.

CO CHAI R YAREMCHUK: Are we ready to
vot e?

M5. ROBI NSON- ECTOR:  Voting is now

open for performance gap for Measure 0088. And
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for those on the call, option one is high, two is
noderate, three is low and four is insufficient.

Al'l the votes are in. 53 percent
voted high. 47 percent voted noderate. Zero
voted | ow and zero voted insufficient. So for
performance gap for Measure 0088, the neasure
passes.

CO CHAI R YAREMCHUK: Reliability.

DR. WNKLER: And as Vy did nention,
t his Measure does have an e-Measure version. So
as we did yesterday, we'll right now | ook at the
criteria for the clains registry version. And
we'll go back to the e-Measure.

MEMBER SCHACHAT: So for reliability,
using clains reporting, the devel oper reported
good reliability when the average nunber of
guality events were reported. Looking through --
pul ling data fromthe registry, there was high
reliability across the board. Wether it was
| ow, noderate or high at nunbers of the reporting
rates.

| have one question, comment or snall
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i ssue to nention to the devel opers. The

denom nator is defined in a group of I1CD 9 codes
that denote the presence of diabetic retinopathy.
And | wasn't sure if 362.07 was included, because
| didn't see it on the list. And | think that's
one of the codes that gets used for diabetic
macul ar degenerati on.

DR LUM Yes. | believe we noted
this coment in the pre-neeting evaluation. And
we reviewed that and, in consultation with the
AA, will make that determ nation to add that.

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Di scussi on?

(No response.)

CO CHAI R YAREMCHUK: Ready to vote.

M5. ROBI NSON- ECTOR:  Voting is now
open for reliability for the clainms and registry
version of 0088. For those on the call, option
one is high, two is noderate, three is | ow and
four is insufficient.

kay. Al the votes are in. 20

percent voted high. 80 percent voted noderate.
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Zero voted | ow and zero voted insufficient. So,
for reliability for the clainms and registry
version of Measure 0088, the neasure passes.

CO CHAI R YAREMCHUK:  Validity.

MEMBER SCHACHAT: So an expert panel
of 16 nenbers strongly agreed that the Measure
could distinguish quality of care. So that nuch
for face validity.

There was noderate agreenent on the e-
Measure testing. But that is for the e-Measure
di scussi on. Exception rates are low. One
percent to five percent, respectively, based on
whet her you are | ooking at one way of reporting
or another. And exceptions are the kinds of
t hi ngs where you can't | ook at the fundus because
there's a vitreous henorrhage or a cataract or
sonething like that. Those are exanpl es.

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Any comments or
di scussi on?

(No response.)

CO CHAI R YAREMCHUK: Ready to vote.
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M5. ROBI NSON- ECTOR:  Voting is now
open for the clains and registry version of 0088
for validity. And for those on the call, option
one is high, two is noderate, three is | ow and
four is insufficient.

Okay. 33 percent voted high. 60
percent voted noderate. Seven percent voted | ow.
And zero voted insufficient. So, for the
registry and cl ains version of 0088, the neasure
passes for validity.

CO CHAI R YAREMCHUK:  Feasibility.

MEMBER SCHACHAT: So, it's based on
codes. So it's quite feasible.

M5. ROBI NSON- ECTOR:  Voting for
feasibility for the clainms and registry version
of Measure 0088 is now open. And for those on
the call, option one is high, two is noderate,
three is low and four is insufficient.

Al'l the votes are in. 80 percent
voted high. 20 percent voted noderate. Zero
voted | ow and zero voted insufficient. So for

feasibility for the registry and clains version
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of Measure 0088, the neasure passes.

CO CHAI R YAREMCHUK:  Usability and
use.

MEMBER SCHACHAT: It's currently used
in PORS. And will be currently reported. And
it's been successfully used in IRI'S.

CO CHAI R YAREMCHUK: St eve?

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Any di scussi on?

(No response.)

CO CHAI R YAREMCHUK: Vot e.

M5. ROBI NSON- ECTOR:  Voting is now
open for usability and use for the clains and
regi stry version of Measure 0088. And for those
on the call, option one is high, two is noderate,
three is low and four is insufficient
I nf ormation.

kay. Al the votes are in. 93
percent voted high. Seven percent voted
noderate. Zero voted | ow and zero voted
insufficient information. So for usability and
use for the clains and registry version of
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Measure 0088, the measure passes.

CO CHAI R YAREMCHUK:  Now to vote for
whet her to recomend the Measure as suitable for
endor senent .

M5. ROBI NSON- ECTOR:  Voting for
recommendati on for overall suitability for
endorsenent for the clains and registry version
of Measure 0088 is now open. For those on the
call, option one is yes and option two i s no.

Al'l the votes are in. 100 percent
voted yes. And zero voted no. So for
recommendati on for overall suitability of
endorsenent for the clains and registry version
of Measure 0088, the nmeasure passes.

CO CHAI R YAREMCHUK:  And now we need
to vote on the e-Measure formof this?

DR WNKLER: Yes. And simlar to

yesterday, we've got sone limted testing at the

data elenent -- or data elenent validity testing.

And we're expecting to see the BONNIE testing in
the sinulated data set for the e-Measure as well

when next we regroup.
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CO CHAI R YAREMCHUK:  So, any issues or
conmrent s? Questions around E- Measure
speci fications or anything that m ght be
different fromthe registry Measure on the e-
Measur e?

(No response.)

CO CHAI R YAREMCHUK: Okay. So, are we
now ready to vote?

M5. ROBI NSON- ECTOR:  Voting is now
open for the e-version of Measure 0088 for
reliability and validity. And for those on the
call, option one is yes with conditions and
option two is no.

kay. So it looks like we're m ssing
one vote in the room So if you all could revote
pl ease. Oh, she's not -- oh, okay. Thank you.
Thanks. So, all the votes are in at 14 votes.
100 percent voted yes with conditions. And zero
voted no. So for reliability and validity for
t he e-version of Measure 0088, the neasure
passes.

CO CHAI R YAREMCHUK: Ckay. W're
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going to go ahead to the next neasure of this --
oh, sorry.

DR WNKLER: W have to do the
feasibility and use voting. And then we'll go to
t he others.

CO CHAI R YAREMCHUK:  Ckay.

DR. W NKLER:  Anyt hi ng around
feasibility for an e-Measure? Any di scussions
any concerns about the data el ements being
capturable in electronic health records?

(No response.)

M5. ROBI NSON- ECTOR:  Ckay. Voting is
now open for feasibility for the e-version of
Measure 0088. And for those on the call, option
one is high, two is noderate, three is | ow and
four is insufficient.

kay. Al the votes are in at 14
votes. Feasibility -- oh, sorry. 93 percent
voted high. Seven percent voted noderate. Zero
voted | ow and zero voted insufficient. So for
feasibility of the e-version of Measure 0088, the

measur € passSes.

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

DR. W NKLER: For wusability and use,
do you feel that you' re votes would be different
for the e-Measure, versus the registry Measure?
Want us to carry it over?

(No response.)

DR. WNKLER: So the |ast one would be
your vote on suitability for endorsenment of the
e- Measure. And again, this would have the sane
conditions we tal ked about with the testing
they're going to do in the sinmulated data set and
bring back the results in the post-coment call.

M5. ROBI NSON- ECTOR:  So, voting is now
open for recomrendation for overall suitability
for endorsenent for e-Measures for the E-version
of Measure 0088. And for those on the call,
option one is yes with conditions and option two
I S no.

All the votes are in at 15 votes. 100
percent voted yes with conditions. And zero
voted no. So for reconmendation for overall
suitability for endorsenent of e-Measure 0088,

t he nmeasure passes.
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CO CHAI R YAREMCHUK:  Ckay. We're
going to go ahead to the next nmeasure at this
point intime. And it is the 0089, Diabetic
Ret i nopat hy, Comruni cati on with the Physician
Managi ng Ongoi ng Di abetes Care. Discussant is
Scott Friedman.

MEMBER FRIEDVMAN:  So this is a process
measure. Looking at communicating with the
primary care physician with patients with
di abetic retinopathy. And we all know that as
has been di scussed, we know that higher |evels of
henogl obi n A1C and poor control of diabetes |eads
to nore retinopathy. Better control |eads to
| ess retinopathy.

So basically, there's no | evel one
evi dence showing that if you communicate with a
primary care physician that you're saving vision.
But it just nakes sense to nme that if the patient
is poorly controlled and you conmuni cate with the
doc saying that the eyes are getting worse that
t hey woul d possi bly encourage the patient to have

better control, or change their reginen to have
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better control of their diabetes, which in fact
will lead to | ess progression of the retinopathy.
But again, there is no | evel one evidence for
that, but it just nake sense to do.

| certainly do it in ny practice. |
think if that this is pretty obvious, that docs
want to know what the level of the retinopathy is
in their patients. And they certainly want to
know that if the eyes are getting worse. One
thing that | nention the phone call. W actually
did a study where in our office, we consult the
patients as to treatnent for diabetes and we
nmeasured t he henogl obin A1C as a primary outcone
trying to I ower the | evel of henogl obin ALC over
a coupl e of years.

Qur paper's been accepted but not in
print yet. So | can't discuss the results yet.
So, we are very as a retinal conmunity and as an
opht hal nol ogy comrunity, in trying to do whatever
we can do to lower the |level of diabetic
retinopathy. And this would be one way to get at

t hat .
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MEMBER STRODE: |'ve got sone
guestions for the Devel opers. Does this have an
e- Measure associated? It does. Ckay. And what
is the acceptable | evel of docunentation? Wuld
it be a check mark saying yes, | conmuni cated?

O would you expect to find a copy of the witten
conmmuni cation that that was fornf

M5. HANLEY: W actually do have in
t he Measure, e-Measures inadvertently left out of
the subm ssion form a definition of
conmuni cation. So, |I'll read it verbatim It
may i nclude docunentation that the results were
comuni cated verbally, by letter, EG It could
be any type of comrunication with the clinician
managi ng the patient's diabetic care.

O a copy of the letter in the nedical
record to the clinician managing the patient's
di abetic care. So we would | ook for that
docunentation in the eye care provider's patient
record that that information had been sent.

MEMBER FRI EDVMAN:  So, just to clarify,

in nmy practice, typically |I know patients are
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referred. | sent a letter to the referring
doctor, and | sent a copy to the primary care
physician. And that's included in ny EHR It's
clearly defined.

CO CHAI R YAREMCHUK:  Any ot her
di scussi on?

DR. WNKLER: On the phone call, it
was a conversation we tal ked about a little bit
of different people's experiences. Because this
is a traditional area where this coordination of
care is really challenging. And | renenber when
this Measure was first discussed, it was how hard
this comruni cation issue really was.

And so, | guess a sense of how -- of
whet her we're really making i nprovenents in that
comuni cati on anong providers. Andy, | thought
it was you that maybe vol unteered on the call
the way you do it in your office that's very
automated. And with that, both primary care
folks on the Commttee as well as the
specialists, we got both ends. And |I'm curious

to know what your experiences are. Wat's going
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on out there in the world? How well this
comuni cation is truly happening?

MEMBER SCHACHAT: Well, with many of
the new el ectronic nedical records, it's pretty
easy to do. And | can do it in an extra two
seconds, and | amvery pleasantly surprised with
how often | get nessages in ny inbox that say
t hank you. So, nessages are appreciated. |
don't count how many of the letters | send that
are not even | ooked at. W can actually | ook at
t hat .

DR RICH It's a great question. |
renenber the discussion years ago. And | have
docunent managenent system And at the end of
t hat exam nation, after |'ve di scussed and
counseled with the patient, enphasizing that
little stuff is the big stuff, if you elimnate
one's retention of lipids it can have a dramatic
i mpact on the natural course of the disease.

We actual |y augnent what the prinmary
care doctor is saying. | would then have a copy

of that that the patient can carry out.
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Unfortunately, because of interoperability and we

are dealing with many different EHRs, | have a
practice, | actually fax it. It's a nore
reliable way. So, the ability to make this
happen is dramatically better than just five or

just seven years ago.

CO- CHAI R YAREMCHUK: Go ahead, Steve.

MEMBER STRODE: As again, of one
famly doc, that experience doesn't go very far.
But actually in my current role, I'"'mdoing lots
of chart review And it does seemthat from
retina specialists, general ophthal nol ogi sts and
DO -- OD s that this is becom ng nuch nore of a
standard of care. And it may be witten, it my
be electronic, but it seens increasingly to be
getting out to either the endocrinol ogist or the
primary care doctor.

CO CHAI R YAREMCHUK:  Any ot her
comment s?

MEMBER STEIN. | just one to add one
nore point for all this. In the discussion that

canme up about how conmunicating with the PCP is
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hel pful in terns of letting them know about the
status of retinopathy. But the status of the
retinopathy is often the surrogate for what is
going on with, you know, kidney function,

neurol ogi ¢ function and various ot her organ
systenms. So, | think it's helpful. Just
focusing on evidence, it's hel pful in many ways.
l'd like to think. I'mnot a PCP, but I1'd Iike
to think they find it useful.

CO CHAI R YAREMCHUK:  All right. Are
we ready to vote on evidence?

M5. ROBI NSON- ECTOR:  So voting for
evi dence for Measure 0089 is now open. And for
those on the call, option one is high, tw is
noderate, three is low and four is insufficient
evidence. It looks |ike we're m ssing one vote.
So if everyone could point their clickers. There
we go.

So, all 15 votes are in. 47 percent
voted high. 47 percent voted noderate. Seven
percent voted |ow. And zero voted insufficient.

So for evidence for Measure 0089, the neasure
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passes.

CO CHAI R YAREMCHUK:  Okay. Now
di scuss opportunity for inprovenent.

VMEMBER FRI EDVAN:  So t he devel opers
provi ded data fromthe PQRS from 2009 to 2012.
And they're about 92 percent, up to 93 percent.
So, again, the sane -- it's the sane story. The
people that are reporting it are doing an
excellent job. Mst likely the people that are
reporting are a paucity of the possibilities.

And those are the people that care the
nost, so if you ook at the IRIS Registry, it my
be lower. But again, it's possible there's still
room for inprovenent. There's |ots of people out
there with di abetes, so if you can nove the bar
up a couple percents, you' d be saving --
potentially saving lots of vision on tens of
t housands of patients. And it's al so possible
that if nore people report on it, the nunbers
would be a lot lower. So there is anple room for
i mprovenent in my opinion.

CO- CHAI R YAREMCHUK: St eve?
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MEMBER STRODE: | just wanted to
foll ow up on what Josh said. Certainly, whoever
i s the ongoi ng di abetes provider,
endocrinol ogist, or primary care is al so expected
to screen and foll ow the neuropathy and
nephropathy. But it just seens easier to scare
peopl e into perhaps better diabetes care if
you' re tal king about their vision. |It's great
ammuni ti on.

DR RICH Steve is absolutely
correct. 1've worked with a training program
that says that's the only practice for over 20
years. And people blow off heart di sease now,

t he di abetics. And we have the discussion with
them t hat the henogl obin A1C, which is your
hypertensi on control, you're going to actually
decrease any retinopathy 70 percent, and 90
percent prevent blindness. They listen. So, we
do -- we are able to scare them

CO CHAI R YAREMCHUK: | guess | have a
guestion. Wen we | ook at from 2009 to 2012, it

hasn't changed in terns of in the PQRS neeting
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that. And so | guess ny question is, with people
thinking this is a sl am dunk and very inportant,
it hasn't changed at all

M5. HANLEY: | would comrent that the
nunber of physicians reporting has al so i ncreased
from 2009 to -- the day that we have through
2013. The reporting rate in 2010 was ten percent
of eligible professionals were reporting on this
measure, of those for whomthis neasure were
eligible were reporting on this neasure. And
that has increased up in 2013 to 16.5 percent.

So, as the nunbers of eligible professionals
reporting on the neasures increases, that's going
to have an effect on the performance rate as
wel | .

CO CHAIR YAREMCHUK: | nean, it's just
kind of interesting because we've nentioned the
el ectronic record has nmade it sonmewhat easier to
be able to do sone of these things. And so, with
that change in availability, | would think that
it would also then inprove the |ikelihood of

doing well, notw thstanding the fact that you had
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nore people reporting. So | don't know if
there's any comrents fromthe providers in the
roomregarding this?

DR RICH Well, | think the biggest
thing is that you only had to report on three.
And so when you report on nine, | think you'll
see a dramatic junp in 2015.

CO CHAI R YAREMCHUK: Al right. Ready
to vote.

M5. ROBI NSON- ECTOR:  Voting is now
open for performance gap for Measure 0089. For
those on the call, option one is high, tw is
noderate, three is low and four is insufficient.

Al'l the votes are in. 27 percent
voted high. 73 percent voted noderate. Zero
voted | ow and zero voted insufficient. So for
performance gap for Measure 0089, the neasure
passes.

CO CHAI R YAREMCHUK: Reliability.

VMEMBER FRI EDVAN:  So t he Devel opers
reported reliability testing on clainms and

registry data. And just to summarize, the
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reliability on the clains data, |ooking at lots
of docs, was very high. And then | ooking at the
registry data, they also had a high |evel of
reliability. So | don't think there's going to
be any issues with reliability for this Measure.

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK: Ready to vote.

M5. ROBI NSON- ECTOR:  Voting for
reliability for Measure 0089 is now open. Oh,
and for those on the call, option one is high,
two is noderate, three is low and four is
i nsufficient.

MS. LUONG And to note, this is for
the clains and registry version.

M5. ROBI NSON-ECTOR  All the votes are
in. 20 percent vote high. 80 percent voted
noderate. Zero voted | ow and zero voted
insufficient. And so for reliability for the
clainms and registry version of Measure 0089, the
measur e passes.

CO CHAI R YAREMCHUK:  Al'l right. And

we can tal k about validity.
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MEMBER FRI EDVMAN:  So the -- again, the
Devel opers presented data for both clains
registry and e-Measure. Do | discuss e-Measure
at this tine?

MS. LUONG No, not the e-Masures.

MEMBER FRI EDVMAN:  Ckay, so the clains
and registry is done by face validity, an expert
panel of 16 nenbers. And they strongly agree the
Measure coul d distinguish quality of care. So,
fromclains and registry data, there's good
validity testing.

MEMBER STRODE: Not hing to add.

CO CHAI R YAREMCHUK:  Comment s?

(No response.)

CO CHAI R YAREMCHUK: | guess | have
guestion. How do you get this fromclains?

DR RICH | think there's a --

M5. HANLEY: You col | ect neasure from
claims. There's a CPT-2 code that's recorded on
the claim

DR RICH A code that says | sent the

| etter.
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CO CHAI R YAREMCHUK: Ckay. All right.

Ready to vote.

M5. ROBI NSON- ECTOR:  Voting is now
open for the clains and registry version of
Measure 0089 for validity. And for those on the
call, option one is high, two is noderate, three
is low and four is insufficient.

Al'l the votes are in. 40 percent
voted high. 60 percent voted noderate. Zero
voted | ow and zero voted insufficient. So for
validity of the clainms and registry version of
Measure 0089, the nmeasure passes.

CO CHAI R YAREMCHUK:  Scott ?

MEMBER FRI EDVAN:  So feasibility?

CO CHAI R YAREMCHUK:  Ri ght,
feasibility.

MEMBER FRI EDMAN:  The Measure is
specified for several data sources including
clainms registry and e-Measure. And there
shoul dn't be any issues with feasibility for this
Measur e.

MEMBER STRODE: Not hing to add.
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CO CHAI R YAREMCHUK:  Any di scussi on?

(No response.)

CO CHAI R YAREMCHUK: Vot e.

VMEMBER CARNAHAN: Just a quick
guesti on?

CO CHAI R YAREMCHUK:  Yes. (Go ahead
Matt. Sorry.

MEMBER CARNAHAN: Wouldn't the 50 10F
or 2P, the patient reason for not conmunicating,
is that a fail for the provider then? What woul d
be an exanple of a patient? |If they didn't have
a primary care? | don't know.

M5. HANLEY: It would be -- yes. |If
they didn't have a primary care physician, it
woul d not be considered a Measure failure. It
woul d be renoved fromthe denom nator as an
el i gi bl e piece.

MEMBER FRI EDVMAN:  So, unfortunately,
sone of ny patients don't know who their primary
care doctor is. This is reality of nedicine.

For some reason, sone patients don't want you to

send the letter to the referral doctor or to the
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primry care doctor. Wy don't you want to do
that? No, who knows. So, you can't nake them do
that. That could be one of the other reasons.

M5. ROBI NSON- ECTOR:  Voting is now
open for feasibility for the clainms and registry
version of Measure 0089. And for those on the
call, option one is high, two is noderate, three
is low and four is insufficient.

kay. Al the votes are in. 80
percent voted high. 20 percent voted noderate.
Zero voted | ow and zero voted insufficient. So
for the clainms and registry version of Measure
0089, the neasure passes for feasibility.

CO CHAI R YAREMCHUK:  Usability.

MEMBER FRI EDMAN: So, the Measure is
currently used in the PQRS program It will soon
be publically reported. And it's also used in
the RIS Registry.

MEMBER STRODE: Not hing to add.

M5. ROBI NSON- ECTOR:  Voting is now
open for usability and use for the clains and

regi stry version of Measure 0089. And for those
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on the call, option one is high, two is noderate,
three is low and four is insufficient
i nf or mati on.

Al'l the votes are in. 100 percent
voted high. Zero voted noderate. Zero voted | ow
and zero voted insufficient information. So for
usability and use for Measure 0089, the registry
and cl ai ns version, passes.

Voting is open for reconmendation for
overall suitability for endorsenent for the
clainms and registry version of Measure 0089. For
those on the call, option one is yes and option
two i s no.

kay. Al the votes are in. 100
percent voted yes. And zero voted no. So, for
recommendati on for overall suitability for
endorsenent for the registry and cl ainms version
of Measure 0089, the nmeasure passes.

CO CHAI R YAREMCHUK:  Now for the e-
Measur es?

DR. WNKLER: Yes. We'Ill |ook at the

e- Measures. The scientific acceptability again,
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as we've done with the other e-Masures, the fact
that there was a submtted data elenent validity
testing on these neasures, but we do expect to
review the results of the sinulated data set
testing at the post-comment call. So that would
be your decision to accept that and pass the
criteria with the condition of review note in a
few weeks.

M5. ROBINSON- ECTOR:  So voting is now
open for reliability and validity for the e-
Measure version of Measure 0089. OCh yes, and for
those on the call, option one is yes with
conditions and option two is no.

Al'l the votes are in. 100 percent
voted yes with conditions. And zero percent
voted no. So for reliability and validity of the
e- Measure version of Measure 0089, the neasure
passes.

DR. WNKLER: Ckay. W're kind of --
you can see we're sort of going through the sane
thing. So for feasibility and use and usability,

is there anything new or different about this e-
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Measure conpared to the other diabetic
retinopathy e-Measure? |In ternms of your sense of
feasibility, use in an e-neasure and use and
usability? Should we carry those over fromthe
previous vote? Geat. So we can go to the |ast
vot e.

M5. ROBI NSON- ECTOR:  Voting is now
open for overall -- recomendation for overal
suitability for endorsenent for the e-Measure
0089. And for those on the call, option one is
yes with conditions and option two i s no.

kay. Al the votes are in. 100
percent voted yes with conditions. And zero
voted no. So for reconmendation for overall
suitability for endorsenent for the e-Measure
0089, the neasure passes.

DR. WNKLER: Al right, thank you.
Now it's tine for a break. So we will do a ten
m nute break and then back. Thank you.

DR RICH 1'd just like to thank the
-- on behalf of the Acadeny, IRIS and PCPI, |'d

li ke to thank the staff and the Menbers of the
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Panel for their attention and their
prof essionali smand tough stuff. Thank you very
much.

(Wher eupon, the above-entitled natter

went off the record at 10:04 a.m and

resunmed at 10:20 a.m)

DR. W NKLER: We've got everybody
together. Thank you. The |ast of the neasures
in the eye care category is a new e-Masure.

This is our only new neasure that has cone to us,
that's never been seen and used before.

As e-Measures are in the devel opnent,
and | tal ked yesterday about, you know, this
whol e evol utionary process, part of NQF' s support
of the devel opnent of e-Measures is an approval
for trial use, sort of halfway option whatever,
for nmeasures --

They're for new neasures that are
coming in for sort of an initial review around
the i nportance criteria, around sone of the
i ssues and potential use and usability of the

nmeasure. But these neasures have not yet been
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fully tested, and so -- but by providing the
approval for trial use, it allows themto have
been | ooked at by you all, and we'll be putting
them out for public comment and getting feedback.

So that it allows themto be vetted,
and this supports their use in sonme of the
meani ngf ul use prograns going forward. So we are
trying to pronote the inplenentation of the
ability to conduct nore robust testing
afterwards. So the approval for trial use
designation is not the sane as endorsenent.

It is just, as it says, approval for
trial use, and these are free measures that are
ready for inplenmentation but not yet adequately
tested, and so it applies to these new neasures.
We are | ooking for e-Measures that address
i nportant areas for performance nmeasurenent and
gual ity inprovenent.

So the inportance criteria is what
we're going to look at. W're going to see what
t he evidence is and what do we know about the

guality problem and performance at this point in
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time, fromthe literature or whatever potenti al
sources of data. W won't have anything fromthe
nmeasure itself.

W do want to -- they have been
reviewed internally by our e-Masure technical
review for the specifications, to determ ne that
they are | east technically sound for
i mpl enentation, but we really have nothing in the
realmof reliability and validity.

The feasibility assessnment for e-
Measures has been perforned, and these nmeasures
are not intended to be used for accountability,
not intended to be used for public reporting or
paynment. This is nmeant to just say this is an
i mportant neasure still in, you know, the |ater
stages of devel opnent, but that we do feel that
it's an inportant measure that has great prom se,
and NQF will be granting approval for its trial
use, to gain nore experience, to understand how
the neasure will function going forward.

So that's how we're going to ask you

to evaluate this upcom ng neasure. So you're
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going to look at it with sonewhat different |ens,
all right. Do you have any questions about the
di fferences between what you have been doing for
two days, and what we're | ooking for here.

MEMBER FRI EDVAN: So down the road,
what would be the use for this neasure?

DR WNKLER: | think that's one of
the things we can tal k about when we get to use
and usability, okay. Al right. Anything about
the process? Okay. Then we go on to |ook at the
nmeasure itself, which is -- bring up the next
slide, please.

Good, all right. W've still got the
old slide and we tal k about the name of the
measure. But it is Measure 2721, renaned Vi sua
Acuity Screening in Children. And so Andy and
Scott were the discussants for this neasure. So
we do want to, as we've done with all the
nmeasures, go through. So we'll start with
evi dence.

CO CHAI R MERENSTEI N:  The devel opers

don't speak to this?
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DR. WNKLER: |'msorry, absolutely.
Let our devel opers speak.

M5. AMBROSE: Well good norning,
everyone. This neasure, Anblyopia Screening in
Children, was the original neasure title and
description, and the evidence actually cane from
the United States Task Force, the Preventive
Services Task Force and the AAP. And it was
initially devel oped as visual screening for the
nmedi cal honme by the AAP, and our teamtook the
nmeasure and actually specified it for anblyopia,
based on reconmmendations, initial recomrendations
fromthe AAP expert group.

But in reviewwth the NQ-, we got
sone great feedback fromour reviewers, that it
will be nore appropriate as a visual acuity
screeni ng neasure because really the algorithm
and the neasure specifications were attuned to
vi sual acuity screening and vision, to identify
and detect vision problens.

So that's how the nmeasure i s being

presented today, and there's -- we conducted an
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evi dence review, and Dan, feel free to give
details. Dan is our specification |lead. But
there is quite a bit of evidence that visual
acuity testing in kids will prevent issues |ike
anbl yopi a, strabisnus, etcetera.

And the nmeasure al so includes a
referral component so it's not just the
screening, but if a child is identified as
positive, the child would then be referred to
ei ther a pediatric ophthal nol ogi st or an eye care
specialist for further eye exam nation.

CO CHAI R MERENSTEI N:  Andr ew.

MEMBER SCHACHAT: So this was
originally presented as an anbl yopi a screening
nmeasure, and that's a very difficult space to
work in. The idea was to screen for anbl yopia
and if there was a concern that it was present to
refer. It's clear that this is sonething that
can be asynptomatic. It's clear that there's a
| arge preval ence of it, and it's clear the
treatnent is beneficial and that there are cost-

effective treatnents, and the harnms of missing it
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are high, because you have poor vision for the
rest of your life, and it's pretty preventable.

So the whol e rational e of screening
and detection for anblyopia is there and it nmakes
sense. The trouble with working in this space is
that state by state, there are laws on how this
i s done, and so to provide one neasure and if the
| aw says sonething else, they're going to foll ow
the law, and so there will be variation in the
scores across states. So that's a problem

Anot her problemis that there's --
screening is done at school or by other places,
often not in the health care system and getting
the data into the health care record is a
chall enge. And the data could just be entered as
screeni ng done, but I'mnot sure that that's what
t he thing specified.

And then exactly how to screen is
pretty conplicated, and |I'm not even sure | know
how to screen for anblyopia the right way.

Pedi atric ophthal nol ogists do it. | just sort of

screen for the risk of it, and then send themto
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t he pediatric ophthal nologist to figure it out.
This was asked to be done by the pediatricians,
who probably can't do it right.

So after this discussion, the
devel opers agreed that maybe they wanted to
suggest sonet hing el se, and they suggested vi sual
acuity screening, which is reasonabl e, because
it's a first step, and if kids have nornal
vision, they don't have anblyopia, and if they
have reduced vision, they have sonething, and the
nost conmon sonet hing they have is that they need
gl asses.

But you have to go to an eye care
provider to get that worked out, and if gl asses
don't solve it, then there's a testing algorithm
to figure out if someone has anbl yopia and so on
So | support the whole idea, but the devil is in
t he details.

CO CHAI R MERENSTEI N:  Scott, anything
to add?

MEMBER FRI EDVAN: Yes, and one qui ck

thing. Since we have our discussions and they
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nodified it, for exanple, denom nators excl usions
termnating with an active di agnosis of anbl yopi a
or blindness during the nmeasurenent period. So
you're going to have kids that have an active
di agnosis of refractive error. So the question
i's, again what Andy just said, nost kids are
going to have refractive error, and do you want
to exclude those as well.

MR. ROVAN. W can definitely add
t hose exclusions. Just with the timng that we
had fromthe discussion until today, we didn't
want to just add in anything that, you know -- we
wanted to make sure that it was something that
made sense to add.

| think that additional exclusions
woul d be sonething that we would test for, with
the additional testing that this nmeasure needs.
We only | ooked at blindness when we tested. W
i ncl uded anbl yopi a as an excl usi on because
originally, based off the USPSTF, this was --
that's what the neasure was really, or that's

what the focus was.
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It made sense if a child already had
anbl yopi a di agnosed in the record, that you
woul dn't do this additional screening from So
that's why those two are included. W want 100
percent agree that there would be additional
visual problenms that it mght include, given that
this is visual acuity screening now, and at | east
sonet hing that we would | ook for in additional
testing.

CO CHAI R MERENSTEIN:  And are there
guestions about this, because that's nore of a
Li bby issue. Are there questions about the
evi dence or comrents about the evidence, because
we could vote on that first and then -- it's a
good di scussion. Josh.

VEMBER STEI N: ["mstill trying to
under st and t he new nmeasure, or the revised
measure. But is this intended for pediatricians?
Can you clarify what providers wuld be --

M5. AMBROSE: Yes. It's intended for
use in a primary care setting, so it would

essentially be pediatricians.
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MEMBER STEI N: So if achildis
getting school screening as part of the state
program the pediatricians also are supposed to
do this in addition? How are you reconciling the
screenings that are going on in the schools, in
that whole infrastructure with this?

M5. AMBROSE: That's one of the
guestions that actually came up in our
di scussion. So that could potentially be an

exclusionary criteria for when the neasure is

tested inreal life settings. W're al so | ooking
to test in other settings, |ike a school -based
clinic perhaps, or even -- you know, exploring

the possibility of obtaining data from schoo
systens and EDHR systens. | think those are for
the future but definitely under consideration.
MR ROMAN:. | think another thing to
consider here is how the neasure's inplenented.
So this neasure is only an e-Measure, and it was
devel oped for consideration for use in the EHR
i ncentive program which is only | ooking at what

el igible professionals are doing.
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So what happens in the school, |'m not
sure how we'd factor that in. Wen we | ook at
t he programs across states, they vary when
screeni ng's supposed to occur. Sonme are not --
sone don't have any policies at all actually sone
states. Sone states have very specific
gui delines or recomrendations, or just they're --
these are the policies. It does again vary

whether or not it's just a recomrendation or it's
an actual policy.

Sonme are very specific at what age it
shoul d occur, some are not. Sone do not include
pre-school vision screening. So | think the goal
with this nmeasure is that we're | ooking for when
a physician is seeing a child any tine from ages
three to five, that they do the visual acuity
screeni ng at | east once.

So the hope is that, or the goal is
that it's getting children screened before
school. So the school prograns, again, don't al

i nclude the age that this neasure is focused on,

which is ages three to five, or before they turn
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VMEMBER STEI N: The ot her key
conponent to this is, you know, doing the
screening is one thing, and the key thing is
whet her the child actually gets to the provider,
t he pedi atric ophthal nol ogi st or the, you know,
the eye care specialist, and the active screening
and eval uating, and even saying you need to see
an eye care specialist, if you don't close the
| oop than that's still problematic.

MR. ROVMAN. So in our testing, the
limted testing that we were able to do, since
this is an e-Measure, our data source is the
el ectronic health record. W asked the sites
that we tested with for feasibility, | think we
had -- what they had avail abl e.

So getting information about whet her
or not visual acuity screening occurred yes, that
was easy. Wiether or not there was a referral
that you could actually track the data to see
that a referral was nade when one was needed,

that was also a possible. | don't believe all
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the sites were able to do it, but EHR vendors
said it is possible.

As far as the followup, that third
crucial piece, that's the piece that in the EHR
it's difficult to see whether or not it occurred.
| think if you were doing a plan | evel neasure,
where you're | ooking at clains data and ki nd of
t he whol e, everything that's available, you could
do that.

Wth the EHR data and fromthe
perspective of one provider reporting the data
that occurred, what they did for one patient,
it's really tough to get that data. So for this
nmeasure's purpose, there wasn't -- we deci ded not
to include that foll ow up, just because we don't
think that the data's actually there.

MEMBER STEI N: Do you think this
woul d be better as a plan neasure than as an
i ndi vi dual provider neasure? W discussed a
pl an neasure yesterday, right?

MR ROVAN: | think there also

potential for a plan | evel nmeasure. | nean
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that's not really -- that wasn't in the purview
of the work that we were doing. W were focused
on the EHR neasures. | think it's possible, and
potentially the plan | evel nmeasure you would do
even nore than just a visual acuity screening.
But again, that's kind of outside the scope of
this neasure or what we were contracted to do.

M5. AMBROSE: There's al so under
Meani ngf ul Use, there are other measures.
There's a nmeasure for closing the referral 1 oop.
So when we | ooked at devel oping this nmeasure and
addi ng that foll ow up conponent, one of the
recomrendati ons fromour teamwas that this
nmeasure could be used in conjunction with a
nmeasure like closing the referral |oop, which
will then capture what you're tal king about.

CO CHAI R MERENSTEI N:  Any further

comments before we vote on evidence? Sorry.

VEMBER SCHACHAT: |''m not even cl ear

Are we voting on whet her screening hel ps vision,
hel ps avoid vision loss in the future, or are we

voting on whet her --
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DR. WNKLER: Yeah. This is a process
nmeasure that is about visual acuity screening in
children. So the evidence you' re |ooking for is
what do we know about the rel ationshi p between
doi ng that screening and outcones for children,
assumng it's indeed a vision outconme. So think
of other screening nmeasures. There are many of
them and obviously it relies on the appropriate
foll owup of the abnormal screen.

But screening is a conmonly neasured
concept, screening of various things, blood
pressure screening, pap shear screening,
manmogr aphy screeni ng, you know, all of them So
this is a simlar kind of thing. So you're
| ooking what's the relationship to the outconme or
vi si on outcones for patients?

MEMBER SCHACHAT: I'll just say that
it's absolutely clear that sone children are
hel ped. Wat we don't really know is the
sensitivities, specificity and efficiency of the
whol e thing and so on.

MEMBER CARNAHAN: Yes, and | woul d

Neal R. Gross and Co., Inc.

107

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




10

11

12

13

14

15

16

17

18

19

20

21

22

108

echo that. | think we've done testing | ooking at
gl aucoma screening, and they found it really
wasn't cost effective. You do capture sone
peopl e that have gl aucomm, but a huge percentage
of patients don't, and a huge percentage of these
children will be falsely identified as having
vision problems. O a lot of themjust, | nean
the ones that | see just weren't screened, and
nost of them have perfect vision.

MEMBER BRADHAM  So this is Tammy. So
what is our false positive rate for sensitivity,
specificity for screening?

MR ROVAN. So really it depends on
what screening nmethod is used, and it's all over
t he pl ace.

MEMBER STEI N: I think it's an
evolving area, and there are different screening
tools that are being tested. | think the cost
effectiveness is a little different than with
gl aucoma, because identifying a child with a
potentially sight-threatening condition early in

life, that they're going to |live the rest of
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their life with poor vision is different than
i dentifying soneone in their 60's and 70's with
peripheral vision loss. So |l think -- |I'msure
that the study is |ooking at cost effectiveness,
and it should be very cost effective. | don't
think that's the issue here.

MEMBER BRADHAM So this is Tammy

again. So does this nmeasure specify which

heari ng screening tool that will be used?
Vision, I'msorry. |'man audiol ogi st here, what
vi sion screening tool will be sued?

MR. ROVAN. Currently, it does not.
It only is looking at that a visual acuity study
is done. That's the code that it is using.
There are no codes specific to the different
types of wall charts or eye acuity screening test
that you m ght do. W have one code that is
capturing kind of all the visual acuity that
m ght -- visual acuity studies that m ght occur.
The other, the only other option we
have right now | think would be to put in sone

addi ti onal gui dance around what type woul d be
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acceptable. Currently the e-Measure, the text of
t he e- Measure provi des sone guidance linking to
sonme of the specialty societies and what they
recommend on what's passing, what's failing and

what tests to use.

MEVMBER MADONNA: ' mnot sure. Excuse
me, I'mnot sure this is the right time, but 'l
bring it up anyway. In listening to the conments

and in listening to all of the problens that
screeni ngs are subject to, doesn't it make sense
to consider that visual acuity screening nmay not
be the right thing to do for children, but that
chil dren shoul d have conpl ete eye exans done by
an eye care professional at sone point between,
in this case, three and six years old, as opposed
to screeni ngs?

CO CHAI R MERENSTEIN:  Fol lowup to
that, M chael ?

MEMBER STEWART: | guess if I'm
| ooking in this, the neasure worksheet here, it
| ooks li ke the AAP had sinply an expert opinion

gui deline or recommendati on, but the USPSTF said
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there is at | east Grade B evidence to support
this. So if we're just tal king about the
evidence, |I'msorry, maybe I mssed it, | haven't
heard that presented yet.

Everybody keeps saying oh, but this is
good. Well, who's against it right? But | nean
what's the evidence? Looks |like G ade B, but am
| interpreting that correctly, because it also
ki nd of sounds |ike everybody thinks this is so
obvious that it's not really been | ooked at from
a cost effectiveness or an evi dence-based
per spective --

M5. AMBROSE: Yeah. | nean | think --
| think this nmeasure was initially conceptualized
as being able to capture possible vision probl ens
in the primary care setting, and an eye exam
nmeasure | think will be very valid, but probably
could be a followon neasure to a referra
screeni ng neasure.

And as far as evidence and then there
were ot her studies that pointed to, | think, the

reason why we selected this neasure and was al so
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initially a neasure that been devel oped by the
AAP, that we can follow through.

MEMBER STEWART: | nean |I'mfor this,
okay. |I'mnot against it. |'mjust saying every
time the question gets asked about evidence, the
answer is well, everybody thinks this is a good
idea. |I'mjust asking is there -- what is the
| evel of the evidence to support it, because we
have to at |east vote on that. That doesn't nean
we don't doit. I'mfor doing it, but --

CO CHAI R MERENSTEI N: Al t hough a Leve
B fromthe task force is pretty high.

MR. ROVAN: And some of the other
speci alty organi zati ons have their
recommendati ons that are very simlar to this,
and it's because they're all based -- they all
ki nd of point back to the USPSTF recommendati ons.
So the level of evidence is B, and it doesn't
really matter what organi zation you | ook at,
because nost of themall point back to the USPSTF
and their review of the evidence.

CO CHAI R MERENSTEI N:  Any ot her
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coment s?

MEMBER FRI EDVAN: Does that evidence
come with a certain type of vision screening as
was questioned before?

MR. ROMAN. So the guideline, sorry.
The recommendati on says anbl yopi a screeni ng, but
everything -- this is why our neasure, the
wor di ng on our measure was difficult, and why we
used anbl yopi a screening. They're essentially
recommendi ng vi sual acuity screening before age
Si X.

They say anbl yopi a screeni ng and they
gualify it in a lot of ways. But they evidence
they look at is visual acuity screening in those
ages. | think that they have -- there's sone
addi tional testing evidence that they reviewed,
but it's essentially it's tal king about visual
acuity screening in the early ages.

CO CHAIR MERENSTEIN: It says ages
three to five | think. Rich.

MEMBER MADONNA:  Yes, just a conmment

on that. Again, for the group who weren't privy
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to the initial conversations on this, you really
can't screen for anblyopia. You re screening for
visual acuity, and if visual acuity is decreased,
t hen you have to send sonebody for an eye exam
who then that person does a refraction, which
again, as Andy said before, is the nost likely
reason why the vision is reduced.

You screen for binocular problens, you
screen for ocular health problens, and after
that, that's the only tinme that you can really
say soneone has anblyopia or not. So | think
it's really inportant that we make that
di stinction between visual acuity screening,
whi ch coul d be done under the set up that we have
here, versus actually maki ng a di agnosi s of
anbl yopi a, which can only be done by an eye care
pr of essi onal .

CO CHAI R MERENSTEI N:  You t ook
anbl yopi a out, right? There's no nention of
anbl yopi a --

MR. ROMAN. Yes, yes, we renoved it,

and again that's our fault for follow ng kind of
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t he wordi ng of the USPSTF reconmendati on, which
talks -- it says anblyopia screening. So that's
the wording we used. Wat we tested in the
limted testing we did is whether or not visual
acuity testing was done. That's the coding that
was used at the sites we worked with. That's
what they were | ooking at when they considered
whet her or not a child needed a referral or not,
is visual acuity study.

So the wordi ng change that we made
really aligns with what was done and the intent
anyway, because it is that you do this visual
acuity. There are basic screening that prinmary
care, in the primary care setting first, so you
can find sone indication that there m ght be a
probl em that needs to be exam ned, that needs to
be | ooked at by an eye care professional.

CO CHAI R MERENSTEIN:  So | think
there's going to be a |l ot nore discussion points
as we go on, but let's vote on the evidence, so
Wwe can nove on

M5. ROBI NSON- ECTOR:  Voting for
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evi dence for e-Measure 2721 is now open, and for
t hose on the phone, Option 1 is high, 2 is
noderate, 3 is lowand 4 is insufficient
evi dence.

M5. LUONG And this is about the
trial use approval ?

MS. ROBI NSO\N- ECTOR: Yes.

M5. ROBI NSON-ECTOR Al votes are in.
7 percent voted high, 60 percent voted noderate,
20 percent voted | ow and 13 percent voted
i nsufficient evidence. So for evidence, for the
trial use e-Measure 2721, the neasure passes.

CO CHAI R MERENSTEIN:  Qpportunity for
| mprovenent, Andrew.

MEMBER SCHACHAT: There is anple data
t hat a trenmendous anount of treatable diseases
are overl ooked, and that's the reason that states
have passed |laws requiring it.

CO CHAI R MERENSTEIN:  Anything to add?

M5. ROBI NSON- ECTOR:  Voting is now
open for --

CO CHAI R MERENSTEIN:  Wbul d you |i ke
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to add sonething? Yes, sorry.

MEMBER FRI EDVAN: No, | have not hi ng

t o add.

CO- CHAI R MERENSTEIN:  Onh, okay.

DR. WNKLER: |I'mjust going to ask
one question. |Is there anything about

di sparities issues in what we know about access
to screening and visual care foll ow up?

MEMBER SCHACHAT: So if you nean in
poorer, poorer children and di sadvant aged
famlies, absolutely. So in the O evel and area,
for exanple, we have a whole big screening
program and determ ned that the screening didn't
wor k because we detected all kinds of stuff and
they didn't get the care.

And so we changed the programto take
-- stop screening, and it's now screeni ng and
treatnment sort of on the spot. So as the
screeni ng, when they found the problem they do
t he next exam and give themfree glasses. So by
putting all the care in with the screening, it

solves that problem But there are huge
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di sparities.

MEMBER STEI N: Yes. We had a simlar
experience in Mchigan, that closing the loop is
t he bi ggest issue, and there are in the
literature reports of disparities between
different -- children of different races and
soci oeconom c | evel s.

MEMBER MADONNA: So again it sounds to
me like it makes sense to pronote eye
exam nations and not screeni ngs, because that
i medi ately cl oses the | oop.

CO CHAI R MERENSTEI N:  Then agai n, |
think that the usability issue that's going to,
yeah. So if we go to opportunity for
i mprovenent .

M5. ROBI NSON- ECTOR:  The voting's now
open for performance gap with the trial use e-
Measure 2721. For those on the phone, Option 1
is high, 2 is noderate, 3 is lowand 4 is
i nsufficient.

Al'l the votes are in. 67 percent

voted hi gh, 27 percent voted noderate, zero voted
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| ow and 7 percent voted insufficient. So for
performance gap for the trial use e-Masure 2721,
t he neasure passes.

DR. WNKLER: Just in terns of this
measure, we're tal king about an e-Measure who
does not have testing for reliability and
validity particularly. W do want to |look at the
speci fications, though, and you know, what
exactly is being neasured, who's the denom nat or
popul ati on, what exactly is being captured in the
nunerator. So that's what you're really | ooking
at for this part of the evaluation under this
condi ti ons.

MEMBER SCHACHAT: kay. So the
nunerator is children who received visual acuity
screening to detect the presence of vision
probl enms between their third and sixth birthdays
and necessarily were referred, and if that neans
receives screening by the pediatrician, fine. |If
it means received screening at all and that they
had screening done at school and the pediatrician

could just check off nomsaid they did it, |
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coul d accept that.

But | don't know if that's what's
speci fied, and so maybe -- naybe we can answer in
a second. And in the denomnator, it's children
who turn six of age during the nmeasurenent period
and had at | east one of these done during the
measur enent period. So the denom nator is okay.

MEMBER YOUDE: So when |'m | ooking at
this, |I'mal nost seeing two process neasures, the
first one being children who are screened, and
t he second one being children who needed of
referral against children who are screened. [|I'm
not clear how the nmetric |ooks, or when we say
and i f necessary, what does that nmean in terns of
| ooking at the data and can -- if that data is
what we're using, howis that actionabl e?
Separating out the two would nmake it very clear
and under st andabl e and acti onabl e, where we coul d
say are they getting screened, are they getting
referred.

MR. ROVAN. Ckay. So this neasure,

again it's an e-Measure. So the way that that
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works is all in the e-Measure logic. So first
you're | ooking to see that screening was done,
and if it was -- if the physician said that the
child' s vision was nornal, or if there was a
referral needed.

So it's kind of screening, and then
the second tier is normal or a referral needed,
and it's only e-Measure logic. This again
originally was a screening neasure. W had sone
suggestions fromexperts to expand it and try to
i nclude that foll owup conmponent, because
screening it fine, but it would be nice to see
that if there was a problemfound, that there's a
referral nade.

So it is -- it's one process, and it's
ki nd of options of what you do once you have your
findings, is why it | ooks when you read it like
that. But it's in the e-Measure logic that it,
kind of all the work happens.

MEMBER YOUDE: | |ike where it's
going. | just think that because we have that

second step in, it seens natural to separate the
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two, so that you can clearly |l ook at Part 1 and
then clearly | ook at Part 2.

CO- CHAI R MERENSTEIN:  Tamy, then
Scott.

MEMBER BRADHAM  So woul dn't the
denomi nator be the children who failed the
screen, and then the nunerator be the referral ?

MR. ROMAN.  No. The denom nator right
now is all children who turned six during the
nmeasur enent year, and because of the requirenent
with CM5 and the e-Measure program we al so
include in there that they have a visit with the
physi cian during the year. That's not for any
reason other than it's a requirenment of the e-
Measure program | think it's to establish
eligibility and kind of a relationship with the
provider. So it's all children before the age of
six, and it's whether or not they got screened.

If they -- if they're screened and
they're normal, then that passes. |[If they screen
and they fail that screening, then they have to

have a referral to pass. So it's the provider.
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The provider passes if the screening happened and
it's normal, or if the screening needed a
referral and a referral was nade. So that's the
two ways that the physician passes the neasure.

M5. AMBROSE: Right. That was one of
t he reason why we conbi ned the two together,
because it just wasn't enough if a physician was
screening a children, but also taking the next
step and referring.

MEMBER FRI EDVAN: So it's kind of
semantics. So patients -- what we want to do is
want to prevent vision loss. So the way to do
that is to screen kids. You screen kids and it's
abnormal .  You hope to get referred, and then
they get referred and then they get treated.

So there's all these different
processes for a kid to ultimtely prevent vision
| oss. So you hope that patients that are
screened that had abnormal vision are referred.
So | nean you hope that docs aren't saying oh
you're vision's blurry, but I'mnot going to do

anyt hing about it. That's kind of ridicul ous.
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So you could even do this -- you could
even say, | nmean, that they were just screened,
and so you want to make sure all the kids were
screened properly, because if they' re screened
and it's abnormal, then they're going to take a
step. But what they added is if they're
screened, were referred appropriately. Well
again, you can say well, were they referred
i nappropriately. That's kind of ridiculous too.
But so | nean it's kind of all these different
st eps.

But you can -- it's kind of semantics
and again, | think we could even | eave out were
referred appropriately, and just kids that were
screened, because if they're screened and their
vision is blurry, | would hope that they're being
referred appropriately and treated appropriately.

CO- CHAI R MERENSTEI N:  Josh

MEMBER STEI N: ["mstill not clear
how this overlaps or deals with what's going on
in the schools in each of the states. 1Is the

idea if a kid got screened at school, that the
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pediatrician's going to check off a box saying |
don't need to screen themtoday, because they got
-- they had a school screening? O are they
going to replicate and do nore unnecessary
eval uation of that kid, so they can neet the
measure? How do you reconcile what's going on
outside the pediatrician's office?

M5. AMBROSE: | think at this point,
t he neasure specifications do not address that.
But | think there's opportunity to expand the
specifications to include just that. |If there is
docunentation fromthe school, for instance, that
a vision screening has been done, then there
could potentially be a data el enent included in
the EHR to capture that.

| think we tal ked about it, and there
were several other questions that came up. |
mean is it enough if there's docunentation that
t he school conpleted the screening? Should there
be evi dence of what the screening entail ed, what
t he scores were, and how t hose scores were

interpreted and so on? So | think because of
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t hose questions, we decided to keep it sinple, at
| east for this | evel of the neasure. But | think
there's opportunity to expand.

MEMBER MADONNA:  Excuse ne. Can the
referral come fromthe school directly?

M5. AMBROSE: Yes. | nean | think
that's another possibility that we thought about.
There could be a school clinic, for instance,
that's screening kids and maki ng that referral
directly to an eye practitioner.

MEMBER MADONNA: How woul d t hat be
captured then?

M5. AMBROSE: That woul d have to be
captured through information that's provided from
the school to a primary care physician and
recorded as such.

MR ROVAN: It sort of -- for the
pur pose of this e-Measure, it really does depend
on where it's inplemented. So if it's
i mpl enented in the CM5/ EHR Meani ngful Use
Program the school is not an eligible

prof essi onal who can be included. So there's --
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that's not a source of data for the program

The source of data are eligible
prof essionals, which include nedical doctors, |
t hi nk opht hal nol ogi sts and optonetrists. So
those would really be the only providers who
could be a source of data for that program |f
this were inplenmented in a Medicaid/ CH P program
| think that woul d be sonething that we would
have to consi der, of how we woul d expand it, and
it's al so sonething we'd have to ook at in
testing.

So like Melanie said, | think it's
sonething that in the future of this neasure we
could look at. For the purposes of it, howit's
specified right now, it is not something that the
measure can handl e, school referrals.

MEMBER MADONNA: |I'mjust alittle
concerned, because there's the school system and
then this nmeasure, that kids are going to fal
t hrough the cracks, and it's going to | ook like
t hey got properly screened when they didn't have

it at either place. So |I'mjust posing that
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concern.
MEMBER BRADHAM  Since nost kids don't
start school until they're five, and this neasure
is fromthree to five, we're tal ki ng about pre-
schoolers or we're tal king about kids in daycare
settings. So | don't think that that is nuch of
an issue.
VMEMBER MADONNA: But detecting
anbl yopi a earlier has nuch better outcones. So
t hey shoul d be getting screened in preschool.
VMEMBER BRADHAM |t depends on like if
a parent has themin a private daycare setting,
t hey may not be doing screenings. So it would be
back to the pediatrician to do it. Plus with the
poor sensitivity and specificity outlined in the
U S. Preventative Service Task Force
recommendation, | can still see the pediatricians
repeati ng the screenings.
VMEMBER STEI N: | just think the key
to this whole thing, for it to be successful, is
t he coordination of care, and if there's not good

coordi nati on anong the pediatrician, the school,
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the patient and their parents, and the eye care
providers, then it's not going to be successful.

And |'m not sure whether this is going
to get us there. | nean certainly the idea that
pedi atricians are checking vision is a good
thing. | just ama little concerned about
uni nt ended consequences and peopl e codi ng things
and it making it look like a kid really got
adequate attention. That kind of gets to
Richard's point alittle bit.

MEMBER STRODE: As a famly doctor, |
just feel obliged to rem nd the group that in
addition to pediatricians, that famly doctors
and physician assistants and advanced practice
nurses care for kids. | understand this is a
pilot EHR, but | think these issues nake it al
the nore germane, since it's a pilot, a pilot's
nmeasure that we're discussing here.

| understand what you all contracted
to do, but working for CMS, | would hope that you
m ght take the nmessage back to CMS, that here

we're | ooking at the future of checking the
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el ectronic health record of the optonetrist, the
opht hal nol ogi st, the pediatricians, the famly
docs and the m dl evel surveyor, w th people who
not only may be getting screened in schools, but
it may just be a community effort that isn't

i nvol ved with the school district at all.

And each state has their own rules.
But who has nore influence over this nmess than
Cvs? But | hope that they m ght be able to carry
t he nessage back, that we see this as nessy but
real, and the nore than CMS can i nfluence all of
t hose entities, schools, | nean the Mdicaid
rul es for each of 50 states and encouragi ng the
school s and comunity screeni ngs and whoever's
doi ng the screenings, Lions Club, to feed that
into the providers.

The problemw th the providers is that
| could see when it does nove fromis there the
measure built into your EHR to docunent that
t here has been a screening, there has been a
referral, if proper, to being paid on the basis

of that, then | would expect that nobst of us as
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primary care physicians would turn out with
horri bl e scores, because people are being
screened el sewhere and we're not getting the
i nformati on about it.

MR. ROVAN:  Yeah. | think a
recommendation for future testing for the measure
woul d be how we'd incorporate information from
t he school, or evidence, and this is a suggestion
we had from our original expert who hel ped us
develop it, is just how you incorporate that the
patient mght already be seeing an eye care
pr of essi onal .

We did ook at that in the limted
testing we had, and there was -- that data is not
in the EHR But that the child m ght be already
under the care of another eye care professional.
So we're limted and we didn't include that. But
| think that with additional testing, those two
t hi ngs woul d be sonething that we woul d | ook at.

CO CHAI R MERENSTEIN:  So | don't know
if really you want to add anything, but all these

points are usability still, | think. | nean
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they're all really inportant points, but | don't
know i f we've tal ked about specificity yet, the
specifications. | guess we did at the very
begi nning, so if people want to vote on it.
Seei ng no ot her questions, we'll vote on it now.

M5. ROBI NSON- ECTOR:  So voting for
nmeasure specifications for trial use e-Measure
2721 is now open. For those on the phone, Option
1is high, 2 is noderate, 3 is lowand 4 is
i nsufficient.

Al'l the votes are in. 7 percent voted
hi gh, 47 percent voted noderate, 27 percent voted
| ow and 20 percent voted insufficient. So this
would fall in the gray.

DR WNKLER: So I think there's a | ot
of concerns about the way the neasure is
speci fied. You' ve heard the conversation. So |
think we would certainly be willing to entertain,
you know, revisions in the future that m ght can
deal with sone of these issues. But that's sort
of the purpose for this kind of prelimnary

review, is to get this sort of feedback for you.
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But Todd.

MEMBER RAMBASEK: |'m just hoping
soneone can explain to nme, and as Dan poi nt ed
out, there seened to be sone confl ati on between
the usability discussion and maybe the evi dence
di scussion. But why does the U S. Preventative
Servi ces Task Force say vision screening for
children is level of evidence B? But we're
voting that the specifications are not consistent
with the evidence. |'m-- perhaps |I'm m ssing
it.

DR. W NKLER: A questi on.

CO CHAI R MERENSTEI N:  Sounds |i ke the
opht hal nol ogi sts in the roomdid not agree with
the task force, because the task force didn't say
vi sual acuity. They said anbl yopi a screening,
and it sounds like your discussion on the call
was that you disagree with that, right?

VMEMBER RAMBASEK: But we just said
that you can't do anbl yopi a screeni ng, because
you can't do it. A pediatrician can't do that.

VEMBER FRI EDVAN: So we all agree
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that screening for -- treating anblyopia is
beneficial. Anblyopiais arare condition and it
certainly is treatable, and you can save a
lifetime's worth of vision. And so in order to
di agnose the anbl yopia, you need to detect it.
You need to screen for vision.

So is screening for vision ultinmately
going to potentially save vision from anbl yopi a?
The answer is yes. So in ny perspective, | think
the neasure is getting better, but it still needs
to be tweaked a little bit. So you're heading in
the right direction. Keep it up. Eventually I
think we'll find sonmething that's pal atabl e.

And one other thing. So we talked
about coordination of care. The question is
whet her the sensitivity specificity of screening
i n schools and whether screening extra tw ce as
much is going to be del eterious, and maybe it's
better. Maybe the sensitivity will go up if
there's nore screening done. Presunably froma
statistical viewpoint, that could be beneficial.

But | mean | think we all agree that screening
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for vision | oss, anblyopia and rarely other even
bad di seases is going to be helpful. The
guestion is how do we do it?

CO- CHAI R MERENSTEIN: | think the
guestion is where do we do it too though. | mean
with the dental exam the primary care doctor is
not doing that. So | think as Rich said, maybe
it should be -- the recommendation shoul d be that
they see an eye doctor before they're five years
ol d.

DR WNKLER: | would just like to
circle back to Todd's comment was, you know, the
guestion is are the specifications that they
presented to us consistent with the evidence that
was di scussed, and just be sure that that vote
represents a response to that question. |If you'd
like to rethink it, we could certainly redo.

VMEMBER STEI N: Vell, we're not voting
on reliability and validity and things |ike that.
So | think a bunch of these issues and nuances
and howit's actually are going to happen, at

| east for me. |I'musing this as ny neans of
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conveyi ng ny opi ni ons about that.

DR. WNKLER: So do you feel like
maybe we want to, you know, revisit, focus --
yes. | mean Todd was obviously right. The
guestion is are the specifications consistent
with the evidence you di scussed?

MEMBER SCHACHAT: Does this vote, if
it stays this way, stop it? WeIlIl, | don't think
it should be stopped, because it's a good thing.
| just think that what -- the details aren't
there yet, to know that it's going to work right.
But if pilot things don't have to work right,
then |I''m happy to change ny vote. | just think
what we have right nowisn't going to work, but
t hey shoul d go ahead and do sonet hi ng.

DR. WNKLER: Well, | nean that's
essentially -- you know, what we're trying to do
i s eval uate whether the neasure is neasuring
sonething inportant, that basically is evidence-
based in the way it's constructed, and certainly
we expect themto [ earn nore when they do the

formal testing for reliability and validity in
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terms of the results.

VMEMBER STEI N: So |l think it's great
that we're doing this pilot thing and giving you
guys feedback, and | agree with Andy, that if
this is going to stop discussing rest of it, so
you don't get nore feedback, it kind of defeats
the purpose. So if we have to vote a certain way
just to be able to get through nore questions.
See, it seens like a Catch-22, right?

DR. W NKLER  Yes.

VEMBER STEI N: Li ke why not give them
f eedback on usability, because it's a pilot
t hing, just because of how we voted on this?

DR WNKLER: Right. WlIl, it's a
little bit nore than just providing feedback,
because you're ultinmately going to determ ne
where NQF shoul d approve it for trial use. You
wi |l be making a reconmendation. So these are
the things that are feeding into it, and these
are your evaluation of it. So again, that's why
| think Todd' s question is spot on, and does your

vote represent your sense of whether the
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specifications are consistent with the evidence.

MEMBER SCHACHAT: So how qui ckly can
they -- if we say we don't like this, but show us
sonet hi ng el se, how quickly can that process go
and let them do sonething, and I don't know if
t hey have funding to do that.

MR. ROVAN. It depends on the request.

MEMBER SCHACHAT: Right. You know, is
there a way to have this -- sonething further by
the next, or that conference call two nonths from
now?

MR ROVAN. It would really depend on
what the request is. | nmean if it's changing
some wordi ng or addi ng codi ng, or you know, just
changes to the spec itself | think are possible.
But adding in stuff that would require testing,
that probably is out of the scope of what we'd be
able to do.

MEMBER SCHACHAT: It's just that for
me the biggest -- | think neasuring vision by
pedi atricians is probably a good thing, and so

| "' m happy to approve that. For nme, |'mnore
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focused on what Josh was tal king about, and that
i s what about all the stuff that's going on in
schools, and how is that brought in here, and is
there a way to put it all together.

Do we want one screening system goi ng
and just let the schools do it, or do we want
two, or is this -- it is clear that -- well maybe
you can just tell us. | don't know how many
states have rules, and of those, how many require
anything in the preschool age, and support this
here, this is in the preschool age. Then the
evidence I'd like to knowis is it nore inportant
to do it in the preschool age, in which case
maybe states should all change their |aws and not
do it in schools? | mean | can go on and on, and
| apol ogi ze.

MR ROVAN. Wth regard to states, |
mean, not all the states have a policy about it.
There are a handful that have no policy at all.
Most do have sone policy. Again, they vary on
whet her or not they're actually a policy or a

gui del i ne.
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Not all of themrecommend it in
preschool age. Sone are |like second grade and
ninth grade. Ohers are pre-K and earlier, so as
soon as they're in school or as soon as they're
in any type of preschool-type activity. But it's
not uniform unfortunately, and that's why this
neasure is focused on the preschool age, because
that is what the recomendation is, is that doing
it at that age is really kind of the sweet spot
to find the issues early, before they get nore
devel oped, because by the tinme they're in school,
it's getting dangerous or problematic.

CO- CHAI R MERENSTEI N:  Josh, then Todd,
and then maybe we consider re-voting this.

VMEMBER STEI N: | was just going to
say that I'mw lling to reconsider ny position
until we can give them nore feedback.

MEMBER RAMBASEK: It sounds |ike the
maj or concern i s coordination between the state
screeni ng progranms and what the pediatricians are
doing. But | think | heard in the discussion it

said that the pediatrician should just be able to
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check a box that says "school screening was
done. "

So, and then the only hurdle they have
to junp through to get this nmeasure positive
woul d be to make the referral. | don't see why
the pediatrician can't just -- or the famly
practitioner or nurse practitioner or primary
provider -- can't just say "nom dad, bring nme in

the school result,” or just call the principal
and say, "fax all 500 over," and just do
referrals that are appropriate, and then that
woul d be even easier for them

Then they'd have 500, a stack of 500
tests sitting on their desk, and they could just
| ook at the abnormal ones and have the nurse
contact them |I'mnot sure that's a big -- it
doesn't seem|ike a big deal.

CO CHAI R MERENSTEIN:  Any comment s?

Do you want us to re-vote?

MR ROVAN. | agree. | don't think
it's a big deal. | think, really, nore though
it's how you -- what you're going to incorporate
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into the spec, because | think just seeing that
it was done fromthe provider perspective isn't
really sufficient for a neasure.

You want to see that it was done and
what are the results. So you need to have sone -
- | think the way we have to work it in is that
t he physician at | east acknow edge that the
results are normal or they're abnormal or there
are referrals needed. Just seeing that a
screening is done is kind of a | ow bar neasure.

So that's the only thing. | think, in
i npl enenting it and putting it in the spec, we'd
have to figure out how we woul d i ncorporate that
t he physician has to acknow edge what the result
was. Because just seeing that it was done, it
woul dn't really be sufficient.

MEMBER PATEL: This is Vaishali on the
phone. | probably should have asked this
earlier. Can sonebody clarify are the current
school screenings just for anblyopia, or do they
screen for all kinds of vision problens? And who

is the screeni ng done by?
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MR. ROMAN. As we stated, you can't
screen for anblyopia. You can screen for
decreased vision. And then, again, the nost
common cause of decreased vision is going to be
refractive error, myopia nore comonly, and
hyper opi a secondarily. So you can't screen for
anbl yopia. And then who does the screening, |
can't speak for that.

MEMBER PATEL: 1Is it eye care
professionals or is it prinmary care providers or
is it some other professional?

VMEMBER MADONNA: |t could be just
about anybody, including nom who's the head of
the PTA. It could be just about anybody
screening, providing the vision screening at a
school .

MEMBER PATEL: Ckay. Thank you.
Thank you for the clarification.

MR. ROMAN:. The requirenments by the
states vary. You're exactly right. It really
varies by state.

MEMBER PATEL: COkay. Thank you for
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the clarification. And also as a -- not so nuch
as an eye care professional, because |I'm not one,
but as a nom | would say |I like the idea of, you
know, proper vision screening, either in a
primary care professional office or in an eye
care professional office.

CO CHAI R MERENSTEIN: | think we
should re-vote this to give us nore feedback.

M5. ROBI NSON- ECTOR:  Ckay. So voting
I's now open for performance step with the trial
use e-Measure 2721 for measure specifications.
And for those on the call, Option 1 is high, 2 is
noderate, 3 is lowand 4 is insufficient.

All the votes are in. Thirteen
percent voted high, 67 percent voted noderate, 13
percent voted |ow, and 7 percent voted
insufficient. So, for measure specifications for
the trial use e-Measure 2721, the neasure passes.

CO CHAI R MERENSTEIN:. W're going to
go to feasibility. Andrew, is there anything to
add about feasibility? Turn on your mc.

MEMBER SCHACHAT: We've been told that
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sonme prelimnary eval uati ons have been done.
Qoviously, it's feasible to score if

pedi atricians do sonething. |s there a code
created for it that says | did it?

MR. ROVAN:  Yes.

MEMBER SCHACHAT: Yeah. And there
could be a code -- there's a code saying that |
referred al so?

MR. ROMAN. Yes, there's a way that
referrals are represented in the EHR

MEMBER SCHACHAT: So it's quite
f easi bl e.

CO CHAI R MERENSTEIN:  Anything to add?

VEMBER FRI EDVAN: No. Just given the
caveats that we're previously described about
duplication of screening, | think it's very
f easi bl e.

CO CHAI R MERENSTEIN:  Any comment s?
Josh.

VMEMBER STEI N: One nore piece of
f eedback, since this is going to be an e-neasure.

You should be able to capture that a referral was
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made, assum ng the referring doc is in the
system That's why |I think this would be a
better plan neasure. But for docs, you know,
where if a pediatrician has a working

rel ati onship with an ophthal nol ogi st and sends a
patient, there's sone way of capturing that in
the el ectronic health record.

Then that would be, to ne, nore
powerful than just saying "I referred a patient,"”
to see that the referral was made, or that an
action was done.

MR. ROMAN. So, the way that you
nmeasure specification works, that particul ar data
el enent is looking to see that a referral was
made. | think that the way it gets inplenented,
it varies per EHR But that is the intent of
that data elenment in this neasure, is that, if
there's a problemfound, that the child is
referred.

It's not just saying that a referral
is needed. |It's saying a referral was made. The

part that we were not able to incorporate is that
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any followup fromthe eye care speciali st
happened, in this version of the neasure.

VEMBER FRI EDVAN: Again, it gets into
semantics. So, a referral is necessary. So, you
could say that. A referral is made, you schedul e
the patient. You don't know if the patient
actually showed up. And then the patient showed
up, was a referral necessary, was there feedback
was t here sonething done? You know, there's al
t hese other issues that go on.

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

M5. ROBI NSON- ECTOR:  Voting for
feasibility for trial use e-Measure 2721 is now
open. And for those on the call, Option 1 is
high, 2 is noderate, 3 is lowand 4 is
i nsufficient.

Ckay. Al the votes are in. Twenty
percent voted high, 67 percent voted noderate, 7
percent voted | ow and 7 percent voted
insufficient. So, for feasibility for the trial

use e-Measure 2721, the neasure passes.

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

CO CHAI R MERENSTEI N:  Ckay, usability.
W' ve been tal king about that. Steve?

MEMBER STRODE: Do you know how CVS
plans to use this? |If it's put into the
meani ngf ul use basket, and it does turn out that
the pediatricians, famly docs, and ot hers have
really | ow scores, reflecting, as we woul d
suspect, poor coordination of care in this
sphere, then that woul d be val uabl e i nfornmation
that the pilot would show.

On the other hand, if it's going to be
i mpl enented and then it's going to tie into
rei mbursenent for those providers, in the face of
what we suspect is really poor coordination of
care, then that bothers me. Do you know what the
intent is when this rolled out?

M5. AMBROSE: Qur understanding is
that the neasure is planned to be inplenented as
part Medicaid CH P prograns, state prograns al so.
Again, | don't know what the applicability would
be in the EHR i ncentive program because of the

age range. But | think the intent was really to
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encourage kids in Medicaid CH P popul ations to
get screened, because there was a gap in
screening for those children.

MEMBER STRODE: And recogni zi ng that
SCHI P can vary fromstate to state, but is your
i mpression that a check saying, "screening was
done by ne," or nomma said screeni ng was done
somewhere, woul d be sufficient for paynent?

DR. WNKLER: Steve, let nme just junp
in. Renenber that this is sinply an approval for
trial use. And NQF' s approval specifically says
this nmeasure is not yet ready for accountability
purposes. So it's to learn to use it, find out
what it can do. It needs to cone back with al
of that information for consideration for a full
endorsenent. So that's part of the fact that it's
trial use, and that's an el ement of it.

CO CHAI R MERENSTEI N:  Josh

VMEMBER STEI N: I just want to foll ow
up on Steve's point. | actually see this
potentially as an excellent opportunity, because

you' ve got 50 states that are doing things in
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very different ways, and we know that a | ot of
kids are falling through the cracks and not
getting screened, by either a Lions Club or the
school or the pediatrician or soneone and they
show up at age seven with anbl yopia that was
undetected, and there's nothing we can do about
it at that point.

So the challenge for you guys is, how
you can you get all the states on board to do
this the right way, where you don't have 50
different ways of doing it, but one way that CMS
endorses that will convince the states to buy
into to do it the right way?

MEMBER MADONNA: So, earlier today we
t al ked about di abetics, who are a vul nerabl e
popul ati on, and we tal ked about measures to
i nprove the care of diabetics.

Now we' re tal ki ng about a vul nerabl e
popul ation, kids, and yet we didn't tal k about
screeni ng diabetics. W're exam ning di abetics.
Wiy aren't we exam ning kids? Wy are we just

screeni ng them and having all of these different
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types of screeners? As Josh just said, this
could bring -- this could kind of pull it
t oget her.

| f the screening's done by a thousand
different types of people, nmany of whom have
really no clue what they' re doing, and then
they've got to send that information to the
pedi atrician, who may or may not go through the
forms that they're given, that may or may not
check off a box, and then the pediatrician nust
then take the next step and send for an eye
exam nati on.

It just seens to nme, again, I'll go
back to what | said before, that it would be a
| ot sinpler to pronote eye exam nations. And ny
fear is that having a screening in place may
reduce the nunber of children who are adequately
exam ned.

MEMBER SCHACHAT: So | think the
reason is that we don't have the data yet that
doi ng exans on all kids has reasonabl e

sensitivity and specificity and cost
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effectiveness. |If the vision's normal, if we
knew the vision's nornmal, the other things we're
| ooki ng for are not comon enough that it makes
doi ng an exam on everybody --

VMEMBER MADONNA:  And we may or may not
know t hat .

MEMBER SCHACHAT: As long as these
visions are reliable visions. | think there's
evi dence in favor of measuring vision but maybe
not do a whole exam Anyway, it's a different
i ssue, because it's not part of this measure.

MEMBER PATEL: So, this is Vaishali on
t he phone again. So, you know, | conpletely
agree with actually doing this, again, as a
not her, doing it in the eye care professional's
office. And if we don't have the data to say,
you know, how many kids are going to actually get
di agnosed if we have the requirenent of directly
sending all kids between the age of three to five
to eye care professional's office.

So if you screen 100 kids, how many --

or a thousand kids -- how many are you going to
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identify with vision problens, how nany are you
going to identify with anbl yopia screening? W
can do that testing.

| nmean, it costs tine and noney, but
it can be done. And | would recommend it, as
opposed to doing that sanme screening of, you
know, another thousand kids in the prinmary care
provider's office and, you know, then referring
patients and seeing how many actually nake it to
an eye care professional office and get
identified with sonme kind of problem

You know, you can do that, too. So,
that can be done, and | woul d encourage doi ng
that as part of the testing. But my gut feeling
tells nme that wi thout doing that kind of
screening, that if you send kids directly to an
eye care professional's office, you are nore
| i kely to have nore people go and get screened
and get, you know, diagnosed, even without doing
t he testing.

CO CHAI R MERENSTEI N:  Todd.

MEMBER RAMBASEK: | just want to nake
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a cultural point that we, as a society, spend
about twice as nuch per capita on health care as
patients, people in Japan, and they |ive |onger
than we do. And it reflects a cultural problem
with how we value and allot health care doll ars.

And i f sonebody who's published 200
articles has said there's not data to say that
that's cost effective, then we probably shoul dn't
recomrend it.

MEMBER PATEL: So, again, as a health
services researcher, | conpletely see your point.
But we are tal king about vision problens in kids.
So, yeah, | see the point that, yes, we should do
the testing before we make decisions, and |'m all
in favor of doing that. So, then if we're
considering two different options, there should
be testing done.

CO CHAI R MERENSTEIN:  So | think
they're taking notes of this, but that's not
really what's at the table right now. | nean, at
the table is vision screening in the primary care

of fice and the usability of that.
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Comments before we vote? | think
we've had a | ot of coments, but, okay, one nore
conment .

VMEMBER RAMBASEK: Just a quick
guestion. So, is the pediatrician allowed to
check off what the school did according to this
measur e?

MR ROVAN. It's not in the spec right
now, no.

MEMBER RAMBASEK: It's not specified
or they're not allowed to?

MR ROVAN. It's not specified, and as
far as whether or not they're allowed to, that's
a question that we would have to | ook at through
nore research and probably with discussions with
sonme of CMS and ot hers, because, you know, for
t he purposes of the neasure that we are talking
about, it's what a provider did or an eligible
professional did in their office.

Whet her or not they can say that they
passed t he nmeasure because the school did

sonmething, I"mnot sure and | can't answer that
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guestion. Right now, the nmeasure does not
include it.

MS. AMBROSE: Yeah, it becones a
guestion of attribution to that particul ar
provider, | think. But if there's an opportunity
to expand the neasure, | think, froma
speci fication perspective, it would be doable to
add a data elenment to capture that.

CO CHAIR MERENSTEIN:  So, that's a
recomrendati on, but the vote is not -- that's not
a possibility for the vote. So let's --

MEMBER LYNCH: This is Judith. | need
a clarification. Are we voting on screening for
vision testing or screening for anbl yopia?

CO CHAI R MERENSTEI' N: Vi sion testing.

MEMBER LYNCH: Ckay, thank you.

M5. ROBI NSON- ECTOR:  Voting is now
open for usability and use for the trial use e-
Measure 2721. And for those on the phone, option
1is high, 2 is noderate, 3 is lowand 4 is
i nsufficient information.

M5. GCORHAM We're just waiting on
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Judi t h.

M5. ROBI NSON- ECTOR:  Ckay. Al the
votes are in. Thirteen percent voted high, 40
percent voted noderate, 27 percent voted |ow, and
20 percent voted insufficient information. So
this would fall in the gray zone, but it's not a
must pass.

CO CHAI R MERENSTEIN: So we're voting
on use? | nmean, recommendati on for endorsenent.

(Pause.)

M5. ROBI NSON- ECTOR:  Voting for
overall suitability for approval for trial use
for e-Measure 2721 is now open. And for those on
the call, option one is yes and option two i s no.

Al'l the votes are in. Sixty-seven
percent voted yes and 33 percent voted no. So,
for recommendation for trial use for e-Measure
2721, the neasure passes.

MR. ROMAN:. Thank you.

DR. WNKLER: W're going to switch
gears and bring out our |ast set of neasure

devel opers. And we're going to tal k about
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heari ng screeni ng.
(Pause.)
CO- CHAI R MERENSTEI N:  Kat hy was
supposed to do all the ophthal nol ogy, but I
agreed to switch for that last one. | don't know
why. It looked |like it was going to be easy.
So we're going to do Hearing Screening
Prior to Hospital Discharge. |If you can just
i ntroduce yourselves and give us sonme background.
MR EICHWALD: |'m John Eichwald. |'m
with the Center for Di sease Control's National
Center on Birth Defects and Devel opnent al
Disabilities.
MR. GAFFNEY: Hello. M nane's Marcus
Gaffney. I'malso with the CDC National Center
on Birth Defects and Devel opnental Disabilities.
CO CHAI R MERENSTEIN: Do you want to
i ntroduce the neasure, or all the neasures?
Ei ther way. You can just do the first one or all
of them
MR. GAFFNEY: Ckay. | believe we have

t hree neasures that are going to be di scussed
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today. The first is 1354, Hearing Screening
Prior to Hospital Discharge. And then | believe
after lunch we're al so going to be discussing
Measure Nunber 1360, Audi ol ogi cal Eval uation No
Later Than Three Mnths of Age, and Measure
Number 1361, Intervention No Later Than Six
Mont hs of Age.

DR. WNKLER: If they're happy with
that, that's fine.

CO- CHAI R MERENSTEIN: Al right.
W'll go on. So we're going to go to evidence.
It's nyself and Tammy. The evidence, | think, is
pretty straightforward. There's three random zed
controlled trials, one observational trial, a few
recommendati ons from Nl H panel s and AAP panel s,
and then the United States Preventative Services
Task Force Grade B evidence is the evidence
behi nd screening. Do you have anything to add
about that, Tamy?

VMEMBER BRADHAM  Just one conment
about the U S. Preventative Task Force is that

they did inactivate this particular nmeasure for
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heari ng screeni ng because there had been no new
evi dence published since the last tine they had

done their statenent. And so that was done in

2008.

CO CHAI R MERENSTEI N:  Any questions or
comrents about that? So we'll vote on the
evi dence.

M5. ROBI NSON- ECTOR:  Ckay. So voting
for evidence for Measure 1354 is now open. And
for those on the call, option one is high, two is
noderate, three is low and four is insufficient
evi dence.

Al'l the votes are in. Sixty percent
voted hi gh, 33 percent voted noderate, 7 percent
voted | ow, and zero voted insufficient evidence.
So for Measure 1354, the neasure passes on
evi dence.

CO CHAI R MERENSTEI N:  Opportunities
for inprovenent. So, on this one, there's not
really that nuch. The CDC says that 97 percent
of newborns in the United States were screened,

and of those that were screened, 1.8 percent did
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not pass the final or nore recent hearing.

There is sone disparities. The only
peopl e that aren't screened are the births that
are occurring in small and rural facilities or
outside the hospital. So, we talked a | ot about
this yesterday. M bias is that there's not nuch
room for inprovenent, but they've done such a
good job that I'"'mnot interested in voting
against it. But that's obviously open for
debate. Tammy.

VMEMBER BRADHAM W are at a ceiling
effect wwth this particular nmeasure because it's
heari ng screening within one nonth. Something to
consi der woul d be maybe hearing screening prior
to hospital discharge. That nmay add sone
opportunities there to | ook at.

But we are running into issues, as
mentioned in here, regarding disparities, where
we have famlies that live in border states, so
they may be born in another state, and so that
i nformation doesn't cross over to the state that

they reside in. O the other opportunity here is
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to capture babies that are born through m dw ves.

CO- CHAI R MERENSTEIN:  So, just to
clarify, | think this is just before discharge.
So it is before discharge. Because the only
exclusion for this one is death in the hospital.
So | don't know if there's -- yeah, questions
about it?

MEMBER RAMBASEK: Well, this is going
to come up in sane discussion as yesterday, which
is do you need to keep a rule in place or wll
t here be slideback?

CO CHAI R MERENSTEIN:  And again, |I'm
open to listen to others. Just ny view is that
it's alittle different than yesterday, in the
sense that the physicians thensel ves have st opped
using steroids. This is, | think, sort of the
hospi tal s have changed in practice, and | think
t hey changed because this has been | ooked at.

But you're right. There's not nuch
room for inprovenent. The questionis if they
stop checking it, will there be slideback?

MEMBER STEWART: Yeah, | woul d say
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this one is different, because this is now -- in
nost states it's a regulation. It's actually
gone around the world now. And quite frankly
this is in many ways an unfunded mandate, that
this nust be done, but there's no resources to do
it.

So if you don't nmeasure it, then
hospitals are going to find ways to not do it, or
they're going to find ways to, you know, ensure
that the patient has the availability for follow

up, but they're not going to actually do the

screeni ng.

So | think that this is one where if
you don't neasure this, it will definitely fal
off. It will be a problem

MEMBER YOUDE: | agree with M ckey.
MEMBER LYNCH: This is Judith. |
agree as wel | .
CO CHAI R MERENSTEI N:  Any ot her
t hought s about this one?
VEMBER FRI EDVAN: kay. For all of

us | ane opht hal nol ogi sts, what are the current
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gui delines for screening right now? Wat are the
requi renents?

MEMBER BRADHAM  So, the screening in
the hospital, they either have to have an
ot oacousti c em ssion or an automated ABR, which
are tests that are routinely done either by the
nurses, or they nmaybe have an audi ol ogi st t hat
does it, or they may have volunteers that do it.
But they have to be signed off by the physician.

So they are regulated. They have to
be trained to be able to do this procedure.
There is good sensitivity and specificity for
t hese neasures. We do run into sone risk of, if
t he hospital does otoacoustic em ssion, that we
may m ss auditory neuropathy spectrum di sorder
chil dren.

MEMBER FRI EDVAN: Ckay. So,
basically, screening is required right now Wy
are we -- what will this neasure do to enhance
that? |f the nmeasure doesn't get passed,
screening is still required. |s that correct?

MEMBER BRADHAM At this current tine,
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it is still required, but famlies can opt out to
not have it done, and we're starting to see a
slight trend with this pattern because of the
cost. And so they may have to -- because the
progranms that are comng into the hospital to
provi de the screenings, they may be out of
network for the famly, and so then they get
passed the charge or they can just elect not to
have it done.

CO CHAI R MERENSTEIN:  But if you have
a quality neasure, they can still opt out of it,
presumably. | think John has to answer that.

MR. EICHWALD: One of the issues is
this is state regulation, and there's only 44
states that actually passed legislation. So
we' ve got six states and sonme territories that
have no | egislation in place.

Al so that |egislation varies
considerably by jurisdiction. Some only
recommend. Sone of them basically say, "W'l
only keep screening if you maintain such and such

level." So there's no real one standard of
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regul atory, of having it done.

MEMBER FRI EDVAN: So, again, this
dovetails to the discussion that we had on the
| ast neasure. There's sone state input. The
states are variable. The question is, do you
attack that by creating a quality neasure, or do
you have | egi sl ation done at the federal |evel,
or do you go to these individual states and say,
"W need to have a uniform state requirenment”?
And then all 50 states have requirenents and
they're all the sane, and then you're done.

MR. ROVAN. There is no federal
regulation. So this is just state-based.

CO CHAI R MERENSTEI N:  Todd.

MEMBER RAMBASEK: Forty-four states
have | aws saying you have to do this. So, 12
percent of states have |laws that you don't. So
there's only three percent are not getting
screened. So apparently, even in the states
where there's no law, there's still a lot of this
happeni ng?

MR. EI CHWALD: Yeah, the screening
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still continues even w thout state regul ation.

CO CHAI R MERENSTEI N:  Tamy.

MEMBER BRADHAM So, all states have
an EHDI program or Early Hearing Detection and
I ntervention program And so there is sonebody
hired at the state | evel that coordinates these
efforts, and they collect, nmaybe by fax, naybe by
emai |, maybe by what ever nechani sm i nfornmation
fromthe hospitals as well, as we'll learn later,
audi ol ogi sts and early intervention providers.

They collect that information and then
they send it on to CDC for reporting. This
information's really inportant, though, for the
reaut hori zation for the fundings that the states
get for the reauthorization for these prograns.

CO CHAI R MERENSTEI N:  Josh

MEMBER STEI N: I think one of the
fundanental differences between this and the | ast
one, though, is here nost patients are getting it
appropriately, and we're up in the 90s and we
want to maintain that.

Wth the vision screening, it's not
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clear how -- it's certainly not up in the 90s,
and one needs to develop a systemto try to get
good vision screening. So | think that they're
different, even though the states are supposedly
i nvol ved.

CO CHAI R MERENSTEI N:  Any ot her
coments or questions about this? Yeah, sorry.
Todd.

MEMBER RAMBASEK: Yeah. If we did
pul | back, what's the -- we just watch it and
then reinitiate it when it falls below -- you
know? How does that -- how would that process
wor k shoul d anybody nove in that direction?

MR EICHWALD: Well, we would still
we woul d probably still collect the data.

Endor senent by NQF obviously creates a quality
nmeasure here that people respect and basically
woul d continue to follow

So, | nean, endorsenent, | think, is
what really helped this, and it also helped this
get accepted by CM5 as one of the neani ngful use

nmeasure. So we | ook forward to maintaining NQF
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endor senent .

DR. WNKLER: This is actually an e-
measure, and | think that the registry version of
the neasure is a reflection of the EDH program
The e-neasure is at a facility level. W don't
have a | ot of hospital |evel data. Sone states
were able to provide it, but in general, it's
collected within the state. And so there's this
aggregate popul ation level, less so the actual
provi der |evel, that | ooks that perhaps the e-
measure version nmay provide an opportunity to
see, to get nore granular down at the hospital
| evel, where we may begin to see differences,
particularly regionally or wherever those
hospital s m ght be.

CO CHAI R MERENSTEIN: Rich

VMEMBER MADONNA: Just a quick
guestion. Help nme answer that question that's up
there right now | know the nmeasure is -- we
have a ceiling effect right now. But are there
disparities right now? 1Is it just the state by

state disparity or rural/urban disparity? GCkay.
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VMEMBER BRADHAM  There are disparities
because of -- depending on -- not all children
get born in a hospital, so trying to capture the
m dwi ves births, the rural settings, the border
pregnancies. So there are sone opportunities
t here.

MEMBER STEI N: WIl this address the
ki ds born outside the hospital?

MEMBER BRADHAM  This neasure is for
heari ng screenings within one nonth. So it
doesn't --

CO CHAI R MERENSTEIN:  This is before
discharge. So it will not address the ones born
outside the hospital.

MR. El CHWALD: Yeah, the neasure is
screeni ng before hospital discharge. There are
hospitals that do go bel ow a percentage, often --
"1l bring as an exanple mlitary hospitals.

When you have a change in command, oftentines
hospitals will not start reporting that data back
to us. Once again, it's nice to have that

nati onal standard that we can | ook at and nake
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sure that every hospital within a jurisdiction is
is nmeeting the national standards.

CO CHAI R MERENSTEIN: So | think we
should vote. | nean, | think people -- the
poi nts are clear.

M5. ROBI NSON- ECTOR:  Voting is now
open for the performance gap for Measure 1354.
And for those in the call, option one is high,
two is noderate, three is low and four is
i nsufficient.

Al'l the votes are in. Seven percent
voted hi gh, 60 percent voted noderate, 27 percent
voted I ow, and 7 percent voted insufficient. So,
for performance gap for Measure 1354, the neasure

passes.

CO CHAIR MERENSTEIN: So, reliability.

So, it's pretty straightforward. It's all live
births during the nmeasurenent period that are
screened for hearing loss. The

nuner ator/denomnator is all live births that are
di scharged fromthe hospital. | don't think

there's any codi ng issues.
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The way it's reported is by states.
So the states report it to -- the hospitals
report it to the state and then you collect it
fromthe states. And again, the only exclusion
i s neonatal death. | don't know if Tanmy has
anyt hing to add about that.

VEMBER BRADHAM | woul d j ust
encourage | ooking at are there feasibility
studi es and | ooking at clai mbased data, kind of
starting to look in that direction.

DR, WNKLER: Just to reiterate, we
have two versions of the nmeasure. W're talking
now about the registry nmeasure that's part of the
EDHI program Again, tends to be focused nore at
a higher population level. W w il talk about
t he e-measure next.

CO- CHAI R MERENSTEIN:  Comment s or
guestions about the reliability? | guess we'll
vote on that.

M5. ROBI NSON- ECTOR:  Voting is now
open for reliability for the registry version of

Measure 1354. And for those on the call, option
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one is high, two is noderate, three is | ow and
four is insufficient.

Al'l the votes are in. Sixty percent
voted hi gh, 40 percent voted noderate, zero voted
| ow and zero voted insufficient. So for
reliability for the registry version of Measure
1354, the neasure passes.

CO- CHAI R MERENSTEIN:  So, for
validity, you're not going to be surprised
because we tal ked about it. There's roomfor
i mprovenent and they did two state checks. On
Vermont they checked, and they found 3.3 percent
errors in the charts when they did the nedical
record check. In Tennessee, 0.2 percent. |In New
Jersey, the | owest hospital score is 96 percent,
t he highest, and 33 hospitals actually reported
100 percent conpliance with hearing, and there's
no risk adjustnents. Do you have anything to
add?

VMEMBER BRADHAM  And just to point
out, New Jersey the -- yeah, New Jersey -- was it

New Jersey is the state that does not have
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mandated -- or it was Vernont that does not have
mandat ed newborn hearing screening, and they
still had a really good reporting.

CO- CHAI R MERENSTEI N: Questi ons about
that? Then we'll vote on that.

M5. ROBI NSON- ECTOR:  Voting is now
open for validity for the registry version of
Measure 1354. And for those on the call, option
one is high, two is noderate, three is | ow and
four is insufficient.

Al'l the votes are in. Eighty-seven
percent voted high, thirteen percent voted
noder ate, zero voted |ow and zero voted
insufficient. So for validity for the registry

version of Measure 1354, the neasure passes.

CO CHAI R MERENSTEIN: So, feasibility.

| m ght need sonme help fromthe devel opers,
because is one part that's a little confusing.
It sounds like the states fax themthe answers.
And we're not tal king e-nmeasures, so that was a
little strange to ne. And we haven't tal ked

about the e-nmeasure, and maybe that will correct
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sonme of the problens. But is that howit's
actual ly done?

MR. GAFFNEY: Are you meani ng
reporting fromhospitals to the state, or the
state to us?

CO CHAI R MERENSTEI N:  Yeah, yeah, no.

MR. GAFFNEY: From hospitals to the
state? There's various ways. A lot of reporting
i s done electronically now, either through web-
based systens or a weekly, maybe even a nonthly
upload directly to the state, dependi ng on how
that data systenis set up.

We do see in sone of the snaller
facilities, there may be faxing of the results,
or maybe even mailing. There is predom nantly
nore reported in an electronic format. To us, we
have a web-based survey we conduct once a year.
So the states report using that web-based survey.

CO CHAI R MERENSTEIN:  Anything to add?
Yeah, Josh.

MEMBER STEI N: This came up with the

| ast neasure. Do you guys plan on | ooking at --
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not necessarily with this neasure, but are you
pl anni ng on | ooking at the kids who fail the
screening, getting seen by the ENT doc? |Is that

MEMBER BRADHAM  That's the next
measure. There's another neasure.

CO- CHAI R MERENSTEI N:  The next two

measur es.

MEMBER STEI N: Ckay.

CO CHAI R MERENSTEI N:  Any ot her
guestions? So we'll vote on this.

M5. ROBI NSON- ECTOR:  Voting is now
open for feasibility for the registry version of
Measure 1354. And for those on the call, option
one is high, two is noderate, three is | ow and
four is insufficient.

Al'l the votes are in. Eighty percent
voted hi gh, 20 percent voted noderate, zero voted
| ow and zero voted insufficient. So for
feasibility for the registry version of Masure
1354, the neasure passes.

CO CHAI R MERENSTEI N:  Then usability.
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Not that much. | can't think of nmany unintended
consequences for this test. |It's pretty easily
used and it's tied to neaningful use. So that's
probably why you see the rates so high. And it's
publicly available, right? Yeah, it's publicly
avai l abl e. Tammy.

MEMBER BRADHAM  Agr ee.

CO CHAI R MERENSTEIN:  Any comment s?
| guess we'll vote on it.

M5. ROBI NSON- ECTOR:  Voting is now
open for usability and use for the registry
version of Measure 1354. And for those on the
call, option one is high, two is noderate, three
is low and four is insufficient information.

Geat. Al the votes are in. N nety-
t hree percent voted high, 7 percent voted
noder ate, zero voted |ow and zero voted
insufficient information. So for usability and
use for the registry version of Measure 1354, the
measur e passes.

CO CHAI R MERENSTEI N:  Any further

comments before we vote? W'Ill vote.
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M5. ROBI NSON- ECTOR:  Voting for a
recommendati on for overall suitability for
endorsenent for the registry version of Measure
1354. And for those on the call, option one is
yes and option two is no.

Al'l the votes are in. N nety-three
percent voted yes and 7 percent voted no. So for
a recomendation for overall suitability for
endorsenent for the registry version of Measure
1354, the neasure passes.

CO- CHAI R MERENSTEI N: Let's see. So,
do you want do the e-neasures, Reva?

DR. WNKLER: Yeah. This neasure also
has an e-neasure version that has just been
i ncl uded in neani ngful use for hospitals for next
year, | think it is? Yes. And this neasure
hasn't been formally tested. So we have the sane
i ssue we have with the ones we tal ked about
yesterday, with the eye care neasures. And the
devel opers have agreed to do the sinulated data
set testing and provide the results back to us in

our call in August.
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So that would be the condition by
whi ch you coul d approve or pass the criterion for
this nmeasure. Does anybody have any questions
about specifications for the e-nmeasure? O,
John, did you want to tal k about anythi ng about
the e-neasure? | know you' ve been working on it
for a while.

MR. El CHWALD: Yeah, we've been
devel oping this for several years. Actually,
this nmeasure was started out -- our original
intent was this to be an e-nmeasure and it's just
taken us a while to get there. Once NQF endorsed
it, CMs did pick it up. It was actually CM5' --
we're now on Version 4 of it. It's been a little
bit of a noving target.

We've also tried to harnmonize it with
t he ot her newborn e-neasures, and so our
denom nator is essentially the sanme in that. And
that would be the three neasures NQF -- let ne
get ny gl asses on -- about breast feeding, NOQF
Measure 488, which is -- the neasure steward is

the Joint Comm ssion. There's another neasure on
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newbor n hearing screening, which is 1354, the one
you're reviewi ng now. And then heal thy newborns,
NQF 716, which CM5 is the neasure steward.

So whenever there's been any kind of
di scussi on of changi ng what the data neasure is,
we're trying to nake sure that we're harnonizing
this so, again, reducing the burden on hospitals
to report this kind of neasure.

DR. W NKLER: Any ot her conments or
guesti ons about the e-neasure version of this, in
terms of scientific acceptability?

M5. ROBI NSON- ECTOR:  Voting is now
open for reliability and validity for the e-
Measure 1354. And for those on the call, option
one is yes with conditions and option two i s no.

Al'l the votes are in. N nety-three
percent voted yes with conditions and 7 percent
voted no. So for reliability and validity for
t he e- Measure 1354, the nmeasure passes.

DR WNKLER: In ternms of feasibility
of the e-nmeasure, John, do you have any coment

on the use of the data elenents in the usual
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pl ayers in the EHR vendor space?

MR EICHWALD: Well, we've actually
been working with sone vendors. W' re working
with an organization called Integrating the
Heal t hcare Enterprise. And we've actually just
publ i shed a docunment that's out for public
comments, and this basically takes the neasure
that is defined here and it's sort of the howto.
How do we create the content using a quality
reporting docunent architecture, QRD 8
architecture, and then being able to take the
i ndividual quality report, the quality report at
t he individual |evel, conbine that, aggregate
that into a quality neasure at the popul ation
| evel .

So, that profile is out right now for
public comment. W specifically built it so that
it worked for EDHI, but we're really trying to
make sure that it will work for other quality
measures as wel | .

DR. W NKLER: Any questions or

comments about the feasibility of an e-neasure
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version of this neasure? Ckay.

percent voted high, 7 percent voted noderate,

zero voted |l ow and zero voted insufficient.

passes.

the usability and use that was going to be
different on the e-nmeasure conpared to the
regi stry neasure?

MEMBER YOUDE: | am a huge fan of
this, because there's a significant anount of
time processing paperwork with the registry
version, and this will ease the usability

consi derabl y.

Neal R. Gross and Co., Inc.

those on the call, option one is high, tw is

M5. ROBI NSON- ECTOR:  Voting is now

open for feasibility for e-Measure 1354. And for

noderate, three is low and four is insufficient.

Al'l the votes are in. N nety-three

So,

for feasibility for e-Measure 1354, the neasure

DR. WNKLER: Is there anything about

DR. WNKLER: Let's vote on usability.
M5. ROBI NSON- ECTOR:  Voting is now

open for usability and use for e-Measure 1354.
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Option one is high, two is noderate, three is | ow
and four is insufficient information.

Al'l the votes are in. N nety-three
percent voted high, 7 percent voted noderate,
zero voted | ow and zero voted insufficient. So
for usability and use for e-Measure 1354, the
nmeasur e passes.

DR. W NKLER: Anything overall about
t he e-neasure before we vote? No. Sorry, okay.

M5. ROBI NSON- ECTOR:  So reconmendati on
for overall suitability for endorsenent for e-
Measure 1354 is now open. Option one is yes with
conditions and option two is no.

DR. WNKLER: Just as a rem nder, the
conditions are that they bring back the results
of the testing in the sinulated data set.

M5. LUONG Vaishali, if you can emai
me your votes, thanks.

MEMBER PATEL: Yes, W.

M5. ROBI NSON- ECTOR: Al the votes are
in. One hundred percent voted yes with

conditions and zero voted no. So for
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recommendati on for overall suitability for
endorsenent for e-Measure 1354, the neasure
passes.

M5. LUONG Operator, at this tine
we'd like to open up the Iine for public
conmment s.

OPERATOR: (Ckay. At this time, if
you'd like to nake a conment, please press star
t hen the nunber one.

(No response.)

OPERATOR: There are no public
conments at this tine.

M5. LUONG  Thank you.

DR. WNKLER: Ckay. Lunch is here.
Alittle fuel for the brain cells, alittle
break. We're scheduled to reconvene at 12: 30.

M5. LUONG Yes. So for those on the
phone, we're scheduled to reconvene at 12: 30.
And, Vaishali, |'ve got your enmil, so thank you
for participating for the past two days, and when
you come back, we won't be di scussi nhg neasures

anynor e.
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MEMBER PATEL: G eat, thank you.

M5. LUONG  Thanks, bye.

(Wher eupon, the above-entitled natter
went off the record at 12:01 p.m and resuned at
12:30 p.m)

M5. LUONG So before we start the
conversation on the Measures discussion, just for
| ogi stical purposes, | know a | ot of people are
traveling to either Dulles or Reagan for their
flight. And if you can, | think it will be a
good idea to nmaybe take the cab together since
you guys are at the same hotel, so just
coordi nat e anongst each ot her because | know sone
of you are flying out around 5:00 or 6:00, which
is around the sanme tine as nost people. Thanks.

CO- CHAI R YAREMCHUK: So, the other
guestion is expense reports. Can you al so just
| et people know in ternms, are they going to be
sent electronically to everybody?

MS. LUONG So for reinbursenment, but
"' m sure our neetings departnent will be sending

out an enmil to everyone here within the next few
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days by the cormmittee nenbers with directions on
rei mbursenent. And for the people that were at

| ast night's dinner, if you can just make a note
in there that Kathleen was the person that
handl ed the check. Thanks.

CO CHAI R YAREMCHUK: Ckay. So the
Measure that we're going to now, 1360
Audi ol ogi cal Eval uation no later than 3 nonths of
age.

CO CHAI R MERENSTEI N:  Devel opers want
to say anything about that?

CO CHAI R YAREMCHUK: They' re not
| i st eni ng.

MR GAFFNEY: | don't think at this
poi nt. Just the neasure is about audi ol ogi cal
eval uati on before 3 nonths of age. Happy to
address any questi ons.

CO CHAI R MERENSTEIN: So Tanmmy, | guess
you're by yourself on this one.

MEMBER BRADHAM So the evi dence for
this is basically is followup to once a baby's

been seen in the hospital and they get a refer,
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then they are supposed to be referred to an
audi ol ogi st no later than 3 nonths of age for
audi ol ogic testing. And during that tine, the
audi ol ogi st is expected to nake a di agnosis at
t hat point.

And so there are reliable neasures out
there to be able to test a baby's hearing
sensitivity by 3 nonths of age and Joint
Commi ssi on of Infant Hearing Position Statenent,
which is nade up of multiple organizations have
endorsed this practice.

CO CHAI R MERENSTEI N:  Any questi ons
about the evidence? | guess we'll vote.

M5. ROBI NSON- ECTOR: Voting for
Evi dence for Measure 1360 is now open. And for
those on the call, Option 1 is High, 2is
Moderate, 3 is Low, and 4 is Insufficient
Evi dence.

So all the votes are in. So 11 voted
Hi gh, 2 voted Moderate, 0 voted Low, and O voted
Insufficient. So for Evidence for Measure 1360,

t he Measure passes.
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CO CHAI R MERENSTEI N: Qpportunity for
| mpr ovenent ?

VMEMBER BRADHAM So the opportunity
i mprovenent in |ooking at the national data.
When they first started, what they're reporting
is that back in 2007 at or around 66 percent and
the national data is showing in 2012 we're at 69
percent of audi ol ogi sts conpleting the
audi ol ogi cal evaluation by 3 nonths of age. As
far as disparity data, there isn't nuch disparity
bet ween whites, blacks, and H spanics in getting
t he audi ol ogi cal eval uation by 3 nonths of age.

CO CHAI R MERENSTEIN: This is great
data, it says it's 54 percent for whites, 51
percent for blacks, 52 for Hispanics. But
overall, it's 71 percent.

MR, GAFFNEY: | just want to clarify.
You're saying 71 percent overall for --

CO- CHAI R MERENSTEIN: That's what it
says, again, is that -- are you | ooking at that
Tamry? |1t says the performance gaps is 70.8

percent in 2011.
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MEMBER BRADHAM | do not see that. |
just see whites, blacks, and Hi spanics, 54.8
percent for white, 51 percent for black, and 52.2

MR. GAFFNEY: How s the group 707

CO- CHAI R MERENSTEI N: But then the
average should be close to, like, 54 percent, 53
per cent.

(OFf mc comrent)

CO CHAI R MERENSTEI N:  Any questions or
anyt hi ng about the Performance Gap? There hasn't
been nmuch change in the |ast five years.

DR. WNKLER: Yes. | nean, in al
honesty, what | did is they had given us the
links to the various data and | had tried to
abstract it. And it's possible that when | did
that | may have not quite caught on. W can see.
It could have been ny abstraction error.

CO- CHAI R MERENSTEI N:  Any ot her
comments? So we vote on Performance Gap.

VMEMBER BRADHAM | guess the only ot her

comment that |'ll make about this is that nost
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states don't require an audi ol ogist to report
their results to the state and so there are
opportunities there to continue to nonitor this
to see that reporting inprove.

MEMBER STEIN. Can you clarify can
t hese kids be seen by sonmeone other than --
appropriately seen by someone ot her than an
audi ol ogist? Like, if they went to an ENT doc?

VMEMBER BRADHAM They really need to
see an audi ol ogi st for the hearing testing and
then they go to the otol aryngol ogi st if hearing
loss is identified for the nmedical work-up. But
it requires the audionetric testing.

There nay be sone ENTs that do the
actual hearing test or may have sone techs, but
typically for pediatrics, they usually have an
audi ol ogi st do the testing. And also this does
require use of electrophysiology testing at this
age, at 3 nonths, and so the audiol ogist has to
interpret those test results.

MEMBER STEIN: So what's your

expl anation for the performance gap? It sounds
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like it's around 50 percent. Is it the parents
just aren't taking the kids in?

VMEMBER BRADHAM That is part of it.
Part of it is also some of those babies haven't
even been rel eased yet fromthe hospital. So
they may have fail ed the newborn hearing
screening, but they're still in the PICU or
sonething like that and so there are other
reasons for that.

MEMBER STEIN. Do you think those kids
shoul d be excluded from the denom nator?

VMEMBER BRADHAM We actual ly asked this
guesti on about naturation because if we're
| ooking at prematurity, we do adjust for that
during testing and that is not something at this
point that they're adjusting for.

MR ROVAN:. If | can point out one or
two things. Sort of the data as it stands right
now i s about 69 percent of kids are get eval uated
before 3 nonths. That's based on docunented
data, so it is likely it's even higher than that.

But this is just based on what the states can
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actually docunent in their systens.

W have recently nmade a update to the
survey, it doesn't yet reflect in the data that's
bei ng shared here, where states can account for
those children that were in a NICU for greater
than 30 days. So that's kind of setting us up to
get a start to address sone of that issue there.
And that is just a recent change that's just been
i mpl enent ed.

VMEMBER BRADHAM One of the other
i ssues is that hospitals didn't know where to
refer babies and so in 2013 in the spring, they
rel eased EHDI - PALS, which is a website where they
can go to, to find audiologists for the testing.
And so |'m hoping that as data becones nore
avail abl e, we mght actually see sone inprovenent
there as well. And that's a national registry of
facilities and what type of equi pnment they have,
et cetera.

CO CHAI R MERENSTEI N: Any ot her
corments? So let's vote on the Performance Gap.

M5. ROBI NSON- ECTOR: Voting is now open
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for Performance Gap for Measure 1360. And for
those on the call, Option 1 is High, 2is
Moderate, 3 is Low, and 4 is Insufficient.

Al'l the votes are in, 79 percent voted
Hi gh, 21 percent voted Moderate, 0 voted Low, and
O voted Insufficient. So for Performance Gap for
Measure 1360, the Measure passes.

CO- CHAI R MERENSTEI N Tanmy,
Reliability.

VEMBER BRADHAM Next one is | ooking at
reliability. The states report this data to, we
mentioned this earlier, the states report this
data to CDC. The states are getting reports from
t he audi ol ogists or the facilities where they
work. A lot of time this is faxed information.

It could be an upload of their equipnment to the
state. But the actual testing procedure that's
done, ADRs are -- that whol e diagnostic process
has very high sensitivity and specificity for
detecting mld and greater hearing |osses.

CO CHAI R MERENSTEI N: Comments? Al

right. We'Il vote on Reliability.
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M5. ROBI NSON- ECTOR: Voting for
Reliability for Measure 1360 is now open. And
for those on the call, Option 1 is Hgh, 2 is
Moderate, 3 is Low, and 4 is Insufficient.

kay. Votes are in, 50 percent voted
Hi gh and 50 percent voted Mderate. So this
would fall into the grey zone.

CO CHAI R MERENSTEI N: No, it passes.

M5. ROBI NSON- ECTOR: Ch, sorry. It
passes. Qops, sorry. So the Measure passes for
Reliability.

CO- CHAI R MERENSTEIN: Validity?

MEMBER BRADHAM | was, |ike, what?
Okay. So validity, they did testing, they | ooked
at Tennessee State Early Hearing Detection
I nformati on System of 24 audiology facilities and
found that 97 of the 3,892 records, which was 2.5
percent, were found to have errors, including
I nconsi stent val ues anong di agnosi s, diagnostic
code, and/or mssing values. They did exclude
infant death in this nmeasure. There's no

i nformati on on m ssing data.
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CO CHAI R MERENSTEIN: That's pretty
good. Any questions about that? Let's vote on
Validity?

M5. ROBI NSON- ECTOR: Voting on Validity
for Measure 1360 is now open. And for those on
the call, Option 1 is High, 2 is Mderate, 3 is
Low, and 4 is Insufficient.

Al'l the votes are in, 57 percent voted
Hi gh, 43 percent voted Moderate, 0 voted Low, and
O voted Insufficient. So for Validity for
Measure 1360, the Measure passes.

CO- CHAI R MERENSTEI N: Feasi bility?

MEMBER BRADHAM So the feasibility is
that the data is collected through the EHD
program Al the data elenents are avail able for
t he audi ol ogi st to report based on the testing
that they do. The one conmment that | think is
worth mentioning here is that all states require
that if you' ve identified a child with hearing
| oss through Child Prine that they have to report
it. So if they do identify hearing loss, it has

to be reported at that point. So it's there.
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They have a mechanismto provide that

I nformati on.

MEMBER STRODE: Who's that reported to?

VMEMBER BRADHAM It varies by state.
But nost states either report it to their
Departnment of Health or their Departnent of
Education. Usually it's in the Departnent of
Educati on though.

CO- CHAI R MERENSTEI N:  Any ot her
coments or questions about Feasibility? | guess
we'll vote on it.

M5. ROBI NSON- ECTOR: Voting for
Feasibility is now open for Measure 1360. And
for those on the call, Option 1 is Hgh, 2 is
Moderate, 3 is Low, and 4 is Insufficient.

71 percent voted Hi gh, 29 percent
vot ed Mbderate, O voted Low, and O voted
Insufficient. So for Feasibility, Measure 1360
passes.

CO- CHAI R MERENSTEI N: Usability?

MEMBER BRADHAM Usability and use,

these are publically reported on a |lot of the
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EHDI state websites. The information is
avai | abl e.

CO CHAI R MERENSTEIN:  Any comment s,
guestions? We'Ill vote on this one.

M5. ROBI NSON- ECTOR: Voting is open for
Usability and Use for Measure 1360. Option 1 is
High, 2 is Mderate, 3 is Low, and 4 is
| nsufficient |Information.

Votes are in, 93 percent voted High,
7 percent voted Moderate, 0 voted Low, and O
voted Insufficient Information. So for Usability
and Use, Measure 1360 passes.

And voting for Recormendation for
Overall Suitability for Endorsenent for Measure

1360 is now open. Option 1 is Yes and Option 2

I s No.

Okay. Looks like we're m ssing one
vote in the room Thank you. It's still not
comng up. | should have 14. It's 13 now? n,

so we should have 14 votes, yes. So we're
m ssi ng soneone inside the room There we go.

Thank you. Ckay, 100 percent voted Yes and O
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voted No. So for Recommendation for Overall

Suitability for Endorsenent for Measure 1360, the

Measur e passes.

CO CHAI R MERENSTEI N: Ckay. Qur | ast
intervention. Intervention no later than 6
nont hs of age. Devel opers have anything to add
before we start?

MR. GAFFNEY: Just that this is the
first step in the process is what this is
reflecting for those kids that have been
identified wwth a permanent hearing | oss, how
many are actually getting intervention before 6
nont hs, which is the recommended benchmark.

CO CHAI R MERENSTEI N: Okay. Judith
you can start.

MEMBER LYNCH. Ckay. This is an
outgrowt h of the past two Measures under
consideration. And this will set the proportion
of infants with permanent hearing | oss who have
been enrolled in intervention services no |later
t han 6 nont hs.

The evidence is pretty nuch the sane

Neal R. Gross and Co., Inc.

198

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




10

11

12

13

14

15

16

17

18

19

20

21

22

199

as it was in the previous Measure, the Joint
Commi ssi on on Infant Hearing Position Statenent
and a systemc review of the literature on early
intervention that | ooked at 168 studies of
various types. The evidence seens to be pretty
strong at a Level I1l. But the big problemthat
our call had on this was the definition of

i ntervention.

CO CHAI R MERENSTEIN: Yes. | guess
we'll get to that nore further along. But what
about the evidence behind it, you said it's a
Level 111, you thought?

MEMBER LYNCH: Yes. At Level 111

CO CHAI R MERENSTEI N:  Jacki e, you have
anything to add about that?

MEMBER YOUDE: No. Nothing to add.

CO CHAI R MERENSTEI N:  Any questions or
comrents about the evidence? So we'll vote on
the -- oh sorry, ny fault. Tamrmy?

MEMBER BRADHAM So just a conment on
the evidence. A lot of this is based off of

Christine Yoshinaga-ltano's research back in the
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| ate '90s, early 2000 in which babies that were
identified with hearing | oss by 6 nonths of age
and started getting intervention were basically
on target when they started school for |anguage
skills. \Whether it was sign | anguage or oral or
what ever .

So the evidence is there. Mary Pat
Moel | er al so has published on this topic. These
have been sanpl e sizes of around 100 chil dren,
but it has been replicated in cochlear inplant
research that once they do get appropriate
intervention that these children do nake marked
i mprovenents in their linguistic and
conmuni cative abilities.

CO- CHAI R MERENSTEI N: Ckay. W're
going to vote on the Evidence.

M5. ROBI NSON- ECTOR: Voting for
Evi dence for Measure 1361 is now open. Option 1
is High, 2 is Mderate, 3 is Low, and 4 is
| nsuf ficient Evidence.

MEMBER LYNCH. Ckay. Onh, |'msorry.

CO- CHAI R MERENSTEI N: Just one second,
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okay?

M5. ROBI NSON- ECTOR: Ckay. Al the
votes are in, 57 percent voted Hi gh, 43 percent
vot ed Mbderate, O voted Low, and O voted
Insufficient. So for Evidence, Measure 1361
passes.

CO- CHAI R MERENSTEIN: So Judith, on
Qpportunities for |nprovenent?

MEMBER LYNCH: Yes. This is not so
dissimlar fromthe previous Measure in that the
CDC data from 2006 to '12 shows between 66. 4
percent and 69.1 percent. So it seens as if
there is a real need for inprovenent in this
area. As far as disparity data, whites 54.8
percent, blacks 51 percent, and Hi spanics 52.2
percent.

MEMBER YOUDE: |'d also like to --

CO- CHAI R MERENSTEI N:  Jacki e?

MEMBER YOUDE: -- add to Judith's
comment s about the average performance being 67
percent across the nation that the range is

actually 100 percent. So there's incredible
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variability.
MEMBER LYNCH: Absol utely. Thank you.

CO CHAI R MERENSTEIN: Is this

variability where there m ght not be providers to

do this? | mean, we think there's rural places
where there's no providers to provide this.

MR. GAFFNEY: | think sone of that
variability may be access to services. | think
sone of it is also, probably a large part,
reporting requirenents. Privacy regul ations can
make it difficult for state EHDI progranms to
confirmfromthe Part C El progranms and for the
Departnment of Education to confirmif those
children referred actually are receiving
servi ces.

So | think this goes to back to this
docunented i ssue again. Data that's being
presented here reflects these kids are actually
docunented to get these services. There's
probably a | ot nore kids getting services due to
privacy |aws and ot her things.

MR. EI CHWALD: And just also, this is
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agai n based on state rules and regul ati ons.
Eligibility changes by state and so that's
probably where we're seeing a | ot of the
variability.

CO CHAI R MERENSTEI N:  Tammy, anyt hi ng?

VMEMBER BRADHAM It does vary by state.
Sone states if you have a unilateral hearing | oss
or amld hearing loss, then you don't qualify
for services. And so we're mssing those kids
and it is very clear in the Joint Conm ssion
St atenent that these children need to be included
in early intervention and so this is definitely
an opportunity for inprovenent.

CO- CHAI R MERENSTEI N:  Any ot her
guestions about -- sorry, Steve?

MEMBER STRODE: Do you know why the
U S. Preventative Services Task Force said we're
not going to review evidence for this Measure
anynore?

MEMBER LYNCH: Yes. They considered it
out dat ed.

MEMBER STRODE: And didn't have new
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evi dence to revi ew?

MEMBER LYNCH Ri ght.

VMEMBER BRADHAM There's just no new,
| nean -- babies are being screened. W know
that there are consequences if they don't get
early identification. There really isn't a |ot
of new evi dence right now.

MR. GAFFNEY: |If | can just nention one
thing. W are currently supporting ongoi ng
research. The findings haven't been published
yet, but that is sonething that's bei ng worked
on, being funded.

CO- CHAI R MERENSTEI N:  Any ot her
guestions or conments about CQpportunities for
| mprovenent? So we'll vote on that.

M5. ROBI NSON- ECTOR: Voting is now open
for Performance Gap for Measure 1361. For those
on the line, Option 1 is Hgh, 2 is Mderate, 3
is Low, and 4 is Insufficient.

Al'l the votes are in, 79 percent voted
Hi gh, 21 percent voted Moderate, 0 voted Low, and

O voted Insufficient. So for Performance Gap for
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Measure 1361, the Measure passes.

CO CHAI R MERENSTEIN: Judith, we're
going to talk about Reliability.

MEMBER LYNCH. Ckay. This is our
clinical database registry. And the data is
available in Early Hearing Detection and
I ntervention Information Systens in the states.
However, only one state data set was used for
validity and that was from January to Decenber
2014.

CO CHAI R MERENSTEI N: W' re doi ng
Reliability, but yes. Jackie, you have sonething
to add about Reliability?

MEMBER YOUDE: Yes. So if we're
| ooki ng at the nunerator and denoni nat or
statenents, the nunerator statenent, | have a
coupl e of questions on. Stated as is, "Numerator
contai ns the nunber of infants born during the
ti me wi ndow that have been di agnosed with
per mmnent hearing | oss whose age is less than 6
nonths at the tinme of enrollnment into

i nterventi on services."
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| have three questions. One, how are
we defining age? Is it chronol ogi cal age or
corrected age? Two, we're saying the tinme of
enrollment. Can we clarify what that nmeans? And
three, given that we're |l ooking at the tine of
enrol |l nent, but the Measure is called
“Intervention no later than 6 nonths of age," can
we di scuss that slightly?

MEMBER LYNCH: You know, | keep coning
back to the fact that we don't know what the
intervention is.

MEMBER BRADHAM And | would also like
to corment on the fact that, what popul ation are
you really | ooking at? Just the Medicaid
popul ati on?

CO CHAI R MERENSTEIN: So | ots of
guestions for the devel opers, yes. Maybe one at
atine.

MR, GAFFNEY: Ckay. |I'Il try to
address your question first once again. |
believe there was a first for age. Mbst likely

chronol ogi cal age is what's being addressed at
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the nmonent. For enrollnment, the definition now,
what we consider enrollnent is assigned | FSP pl an
as reported by the state. So that's what we're
using as our marker for enrollnment. And I
believe the third point was, exactly what
intervention --

MEMBER YOUDE: Yes. So why are we
| ooki ng at enrol |l nent when the Measure is called
“Intervention no |ater than 6 nonths of age?"

MR. GAFFNEY: To be honest, that's just
the way our data collection is set up at the
nonent, to what the states can report. And using
enrol I ment as, | guess, would inply the beginning
of intervention services. And that's what the
benchmarks are for ensuring intervention starts
by 6 nonths. So that's why it's set up the way
it is at the nonent.

MEMBER YOUDE: Two nore questions
following up on that. One, is there any data to
tell us the length of tinme between enroll nent
status and actual intervention? Two, IS there

any data to tell us the percent of enrollees that
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receive intervention?

MEMBER LYNCH: | would add to that who
is doing the enrollnent and howis it collected?

MR. GAFFNEY: |'mgoing to answer this
second question first. Enrollnent is being
reported usually by the intervention program
That's the programthat has the | FSP date, so
that's usually typically who's reporting back to
an EHDI program saying, yes this child is
enrolled. So that's who's reporting that back.
Does that address the question on the phone?

MEMBER LYNCH: Yes.

MR. GAFFNEY: Ckay. And then --

MEMBER LYNCH: But I'mstill worried
about what the intervention is and nobody is
answering that.

MR. GAFFNEY: And, | nean, that's a
great question. There is variation in what can
be considered intervention. Part of the
variation is going to be driven by what the
parents decide is best, what are they going to go

with. And a lot of tines that cones down to the
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parents' decision. Also recomendations fromthe
provi ders.

Al so availability of services. |
nmean, there are definitely difference probably
between if you're in a rural area what you have
access to, toif you're in a large netropolitan
area what services you're going to be able to
have. And we are not collecting that specific
data right now But the enrollnment in El is
probably the first step towards getting the
outcones on these children. Enrollnment, that's
the first step in this process.

MEMBER YOUDE: So it sounds like we're
using the enrollment as a proxy for intervention
and |"mstill curious if there's any data to tell
us the length of tinme between enroll nent status
and intervention? Watever that intervention nmay
be considering that it has to be with the child
and not with the parent.

MR. GAFFNEY: Right. There's no data
that we currently have about the average age

bet ween when the | FSP starts and when it's signed
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and when services begin. Nothing anywhere | arge
scal e that we have to report other than --

CO CHAI R MERENSTEI N: Who are you
measuri ng? You're neasuring the primary care
doctor if they've signed themup for enroll nent?
O how do you --

MR GAFFNEY: No. It's the Part C
i ntervention program they adm nister the |FSP.
So they work with the fanmilies and the famlies
actually have to sign the IFSP from how I
understand it with the Part C El progranms. It
doesn't usually involve the PCP or the nedical
hone at the | FSP st age.

MEMBER YOUDE: One ot her thing that |
do have, just speaking on strictly field
experience, so if you have data to contradict
this, | welcone it because | want to be
contradicted. So | have seen famlies sign an
| FSP, |1've heard about this IFSP, |'ve been there
for it, but signing it and getting to
i ntervention, | have seen anywhere from days to

nonths to up to a year in terns of actually being
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enroll ed and receiving intervention.

And so when |I'mlooking at the title
of this Measure, which is called "Intervention no
| ater than 6 nonths of age" and we're using a
proxy for enrollnment by 6 nonths, but we have no
data to tell us the average length of tinme or any
|l ength of tine at all between enroll nent and
intervention, | have a | ot of trepidation about
t hat .

MR. EI CHWALD: The point I'd just |ike
to make is that Part Cis avail abl e under
Department of Education in every state. So
that's why we chose this. There are parents that
choose to go private, but that's very difficult
to capture. And that's not necessarily avail able
in every state.

And then the second part of that,
since we're using children that are enrolled in a
programthat is run by the Departnent of
Educati on, we have different privacy rules than
we do in healthcare and that's the FERPA, Famly

Educati onal Rights and Privacy Act. And then on
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top of that, the Part C has their own privacy
rul es.

And so that's part of the reason it's
difficult totry to get to that data where you're
sayi ng, we've got a signed |IFSP, when did that
child actually receive the service, what kind of
services. And it gets sort of to the duration,
| ength of tine.

MEMBER YOUDE: Yes. And | knowit's
difficult to collect. There's a |ot of people
involved in early intervention. There's a |ot of
coordi nati on of care going on.

And so what |'m wondering then, taking
it the next step, that if we can only | ook at
enrol I ment, but really what the evidence is
suggesting is that we need to |look at the tine of
intervention and it needs to be before 6 nonths
of age, chronol ogi cal or corrected, why not | ook
at clainms data and define intervention across the
field? So in audiology, it could be tine of
first fit for cochlear inplant or hearing aid.

For SLP, it could be tinme of first therapy
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appointnment. So on and so forth.

MR. GAFFNEY: And |'m going to preface
ny answer by, this may not be a conpl ete answer.
What | know on the clains data, we have been
working a little bit with clains data, narket
scan database. Again, |'mnot an expert on it.

|"mnot sure, data may be in there
for, like, kids that have been fitted with a
cochlear inplant, maybe it'll pull billing codes
on that, maybe even hearing aid fittings. But
for things |ike speech | anguage therapy, other
services |i ke that and the non-nedi cal devices,
|"mnot sure that's going to show up in the
billing codes. It may, but |I'mnot sure if it
will.

So that's -- while | ooking at the
billing codes may help with part of this, |I'm not
sure it would give us a conplete picture of how
many kids are receiving ElI. And especially
because sone of these services are things a | ot
of states that are directly provided fromthe

state Part C prograns. Again, |I'mnot sure how
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that shows up in billing codes when a state
Departnment of Education is providing the
services. |'mjust not sure how that shows up.
So --

CO- CHAI R MERENSTEI N:  Tanmy?

MR. GAFFNEY: -- a partial answer.

MEMBER BRADHAM Yes.

CO- CHAI R MERENSTEIN: Al right. Tamy
has a questi on.

MEMBER BRADHAM So just a -- and |
guess this is ny professional hat. Do you have
any data on disparity or socioeconom c of the
children in Part C that are getting those
services? Because we do know that a | ot of
famlies are electing to go private or they nay
get a cochlear inplant and so they're going to
get their intervention services through that
program and won't sign up with the Part C
program

O the other thing to keep in mnd is
that the Joint Commi ssion says that they need to

be provided with early intervention services by a
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gualified provider. Wll, Part C, the program
the way it's designed is to be able to help the
parent navigate the systens to hel p the parent
under stand maybe how to use a hearing aid or to
start learning basic sign with the parent. And
so it's not necessarily direct intervention per
se with the child.

Pl us sone of those early
i nterventionists are people with high school
degrees and don't have that expertise in dealing
with linguistic and comuni cative conpetencies.
And so | guess we're kind of pushing back a
little bit because the Measure is calling for
i ntervention, but really what we're neasuring is
just that they've signed the form

MEMBER YOUDE: When |'m | ooking at --
and Tammy, | entirely agree with what you said.
When |"'m | ooking at the current state of this
Measure, | think it reliably neasures the date of
enrol I ment for the Part C popul ation for those
who qualify for early intervention.

| don't think that it reliably |ooks
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at the bigger population and the tinme of
intervention. It doesn't tell us what's going on
outside of Part C and it doesn't tell us what the
actual time of intervention is and | just have a
| ot of trepidation around that.

MR EICHWALD: |1'd just like to nake
the point that, | nean, that making legitimte
statenments here. What we really want to get to
is outcome. This is just a process Measure. W
recogni ze that. But it is a standardi zed process
Measure that we can neasure in every state.

W do want to start | ooking at the
out cones of these children that have gotten and
that's really the direction we want to go. |It's
just we don't have a neasure for that yet. How
we define what is intervention? The dosage of
the intervention.

|"ve been struggling with that and
trying to figure out what -- and | use that word
dosage a little, | mean, what's the duration?
Who's the provider? How often does it occur?

How soon? | mean, so it's sonmething we're stil
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struggling with to try to get to outconmes. W
| ook at this as a process neasure.

MEMBER YOUDE: And it is and |
appreciate all of the thought that has gone into
this and | entirely agree with the intent of
measuring intervention before 6 nonths. |
entirely agree with wanting to nmeasure outcones.
This may be the first step in getting there. |
just don't know that because we're | ooking at
such a specific subset of patients. That said,
it's inmportant and if that's what we have data to
work with right now, that's really where we're
at .

MR. GAFFNEY: And if | may just add one
thing to that. As John said, | nean, we
acknow edge this as a process Measure and there
are things that could be done. | do think it
represents the place it nmakes the npbst sense to
start with this. | think it's the best way to
start neasuring this at the nonent based on
what's avail able actually fromstates. And |

could comment, | wish | had the information I
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guestions. And we do have sone efforts on the

way too that will hopefully help advance that.
| will say for the population, while
Part C does not properly serve everybody, | think

it does serve a large portion of the kids that do
have permanent hearing loss. | nmean, we've got a
pretty captive popul ation there and we | ook at
our data, |ike, nunber of kids, if we back out
fromjust nunmber of kids that have a permanent
heari ng | oss and nunber of kids getting
intervention, | nean, it's a |lot of kids states
are able to docunent, yes they're getting sone
type of intervention. So | think it speaks to
we're at | east getting a lot of the group. And
so | would put that out there.

CO CHAI R MERENSTEI N:  Josh, you have a
guesti on?

MEMBER STEIN: For those of us who are
not inthis field, it sounds |ike both of you,
Jacki e and Tammy, have an issue with what the

title is and what's being neasured are two
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different things. So | guess the question for
you guys is, is what's being nmeasured inportant?
Li ke, is capturing enrollnment or whatever's being
nmeasured, is that sonething useful? |f someone's
bei ng enrolled, is that inportant for having

i ntervention?

MEMBER STEWART: | nmean, | know you're
asking themthe question. | think that you have
to get referred before you can get the
i ntervention, so, | nean, this is one of these
stepwi se processes. That's a very good point
that in fact what we're nmeasuring is referral for
i ntervention, not the actual intervention. But
the referral's a necessary step.

MEMBER YOUDE: Right. And you have to
be enroll ed before you can get intervention.
That's just part of it. And | would be fine
using enrollnment as a proxy for intervention if |
knew how long it takes fromenrollnment to first
treatnent. And that date is not avail able at
this point in tine. And based on experience, so

this is anecdotal, | have seen it vary from days
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to nmonths to over a year. And | just -- that
really just kind of nmakes ne hesitate.

MEMBER STEIN. So woul d you guys feel
confortable with this Measure if the title was
just changed to reflect what's actually being
capt ur ed?

MEMBER YOUDE: | think that we woul d
need to go and change the nonth as well to kind
of accommobdate for that lag tinme or the lead tine
to actually getting intervention. So if we were
to change it to "Enrollnent no later than 4
nonths of age,"” |1'd feel pretty good about that.

Because then | have a two nonth buffer
and in nmy professional opinion, if we've
identified the hearing | oss at age 3 nonths, the
enrol I ment form should be sent at that point in
time, during that appointnent. So technically,
we shoul d have a three nonth period of tinme for
that intervention to start, but given that life
happens, | woul d be fine having "Enroll nment
status no later than 4 nonths of age."

VMEMBER BRADHAM |'m going to push back
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alittle bit there though, Jackie. Because Mary
Pat Moel ler's research shows by 11 nont hs of age
that they were enrolled in early intervention and
Yoshi naga-1tano's research shows that they were
identified by 6 nonths.

So even if it could be considered that
"Enrolled in intervention no |ater than 6 nonths
of age," | would be fine with that. | think the
enroll intervention would be key there. If we're
going to neasure intervention, then | think we
need to | ook at numerator and denom nator.

MEMBER YOUDE: And | appreciate the
push back, because | really love spirited
conversation. That said, those two studies |I'm
sure were accounted for in the systenmatic review
that was presented in this evidence which was
rated as H gh and passed.

And so given that the evidence
presented up front suggests that intervention no
| ater 6 nonths of age is the best practice or is
necessary to have the best outcones, | appreciate

those two studies, but I'"'mgoing to put themin
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t he bi gger context of the evidence presented.

CO CHAI R MERENSTEI N:  Any ot her
questions or coments?

VMEMBER FRI EDVAN: Again froma
| ayperson, the Measure's not perfect, but at
least it's a start. And based on what 1've
heard, | think it's a reasonable thing to do.
Qoviously, if they're not referred, it's a noot
point. Now, you can go -- the intervention may
be i nappropriate too and we're not commenting on
t hat .

So just because they're getting
i ntervention doesn't nean that you're actually
ultimately helping the patient as well. But it's
a start and based limted what their capability
of doing, this is what they're trying to neasure
and | think it's a good starting point.

MEMBER YOUDE: | agree with you. It's
a great starting point. |It's not perfect, but it
is what we're working with. At the sane tine, to
be consistent with the evidence and we have had

t hat conversation about intervention, | just get
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nervous that we're |l ooking at a form

VW' re neasuring has the form been
filled out? Has the formbeen filled out by 6
nont hs of age? If the formwas filled out, what
happened after that? And we don't know. So to
me, this |l ooks |like we're neasuring a form or
adm ni strati on.

MEMBER FRI EDVAN: So, we've been sayi ng
that for the last two days. W' ve been saying
that for the last two days constantly. Well,
does it nake a difference? | have no idea.
Referral, does it make a difference? | have no
i dea. W don't know. But at least it's a start.
| nean, if you don't even do that step, you know
they're not going to get better, in theory. But
we have to start at some point.

CO- CHAI R MERENSTEI N: Josh and t hen

Tanmy.

VMEMBER BRADHAM This is Tanmy and |
just want to add one piece to it and then I'I|l be
quiet, | promse. Is that the issue is the

consuner perspective, the parent perspective, the
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conversations that |1've had with them

Because they're tal ki ng about
intervention no later than 6 nonths of age and
they're just now getting that phone call fromthe
Part C provider so they can get that form signed,
but then they find out it's going to take them
si x nmonths before they can get their hearing aid.
And then it's going to take another three nonths
to start their intervention because they don't
like to start speech therapy until they're 12
nont hs of age.

And so that's where the issue is, is
when |'m based with that famly and they're going
with the state programand that's how the state
program works. And so this netric needs to
reflect intervention by 6 nonths of age so | can
make sure that, that child gets their hearing aid
or gets with the speech pathol ogi st or that deaf
mentor or enrolled in a sign | anguage class by 6
nonths of age. That's why this is such a hot
t hi ng.

MEMBER YOUDE: | agree with Tamy.
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MEMBER FRI EDVAN: So basi cal |y what
you' ve told us is that based on the way it's
witten here, they're not doing that? And so
that's pretty obvious, we vote it down. Because
they' re not doing what they're saying they're
doing. They're just referring within six nonths,
but they may not get intervention at all. And
they're not capturing the data. |s that correct?

CO- CHAI R MERENSTEI N Josh?

MEMBER STEIN. | just wanted to, |
guess, follow up on that. | nean, | think it
sounds like from-- as we're pretty nuch lay in
this, that the issue is with the wordi ng and that
it may be msleading to consuners and to ot her
groups that an intervention was perfornmed. So
certainly the title and probably sonme of the
content needs to be nodified to better reflect
what's actual ly goi ng on.

MEMBER STEWART: And | think we're --
with all the passion and argunent about how this
i s not happening, we're in danger of losing this

gual ity Measure, because of all this discussion.
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| nean, is that really what we want to do here?

MEMBER STEIN. This cane up earlier, |
think there's a post discussion period where they
coul d make sone changes very quickly and get it
in the right format and then probably approved.

CO CHAI R MERENSTEIN: It seens like to
me that if we changed the title, we would be okay
with it. | nean, because | sort of agree that
it's not fair for a state to say they're doing
this if they're not really giving interventions
till a year. But if they are enrolling, they
shoul d get credit for that. And so it seens like
tonme it's atitle issue nore than a --

MEMBER YOUDE: | think there's --

CO CHAI R MERENSTEIN: -- a general --

MEMBER YOUDE: | think there's a couple
of issues. One, you're spot on. There's really
sol i d net hodol ogy behi nd neasuring the enroll nment
for this population. W can neasure the
enrol | ment.

| think the issue that Tammy brought

up earlier though is that the evidence is
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poi nting towards intervention. And kind of going
back to what M cky was sayi ng, we have to start
somewhere. We know this is inportant. Is it
perfect? No, not in my opinion.

But | also don't want to | ose what is
possi bl e because if we're not going to neasure it
and we can look into the validity here in just a
little bit. But we don't want to | ose those
patients. W don't want people being |ike, oh
no, | don't have to fill out a formin tine,
nobody's going to hold nme accountable, so |I'm not
going to do it until | have the tine to do it and
nobody ever has tinme. And so | don't want to
| ose what we've got. But | also know that
there's sonme caveats here, in that we're not
real |y measuring intervention.

MEMBER GOLDBERG It seens that we
really have a separate performnce Measure that
needs to be devel oped and that is tinme from
enrollment to tine fromthe intervention. And
so, | nean, we're |ooking at enrollnment and

calling it intervention. So nmaybe the title
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shoul d be changed.

MEMBER YOUDE: If we could --

CO- CHAI R MERENSTEI N: Before --

MEMBER YOUDE: -- change the title and
then start neasuring tine of enrollnent to tine
of first intervention, whatever that intervention
may actually be as long as it's with the child
and not with the parent, that would be two very
interesting ways to do it.

CO CHAI R MERENSTEI N:  Yes. Al t hough
don't think we can vote on that. | nean, they
don't know how to neasure the intervention yet.
But they know how to neasure the enroll nment so
t hey could change the title. Anybody el se have
anything to say before we vote?

MEMBER LYNCH. So we're going to vote
on the Reliability as it is now, not what the
out cone should be in the future, correct?

CO CHAI R MERENSTEIN: | think we have
to, yes.

MEMBER LYNCH. Ckay.

MEMBER STEIN. So just to clarify, if
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t he devel opers are confortabl e changi ng the
title, we still have to vote it down so they can
change the title to bring it back up? O can

t hey say that now and then we can --

DR. WNKLER No. If --

MEMBER STEIN: -- vote on it?

DR. WNKLER: -- they're willing to
entertain that, that's a suggestion that they
could follow up with.

MR. GAFFNEY: And just to clarify,
we're definitely willing to entertain that.

CO- CHAI R MERENSTEIN: Let's vote on it,
on the Reliability.

MEMBER YOUDE: Just to nmake sure |'m
clear. So the devel opers have said they're
willing to entertain changing the title. So we
are voting on the Reliability with a possible
suggested title change?

DR. WNKLER: Keep in mnd the title
does not reflect your specifications. The
Reliability is about how the Measure's

i mpl enented with those specifications. So the
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title is inmportant in terns of nmessagi ng and
conmuni cation, but it does not drive the
speci fications of the Measure. So keep those two

t hi ngs separat e.

CO CHAI R MERENSTEIN:. Al right. W're

going to vote the Reliability of the Measure,
enrol | nent.

MS. LUONG | think Judith has a

guesti on.

CO- CHAI R MERENSTEI N:  Judi t h?

MEMBER LYNCH: No. [|I'mstill confused
about what the voting will nean. So if we vote

down Reliability, does that nean that we have to
throwit out or is this not a specific one that
has to be passed?

CO- CHAI R MERENSTEIN: No. It would be
thrown out then. The Measure woul d be thrown
out. M cky?

MEMBER STEWART: And just to clarify
further, it actually says in the Measure,
"enrolled in intervention.” So we're just

suggesting that the title should reflect what it
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says in the Measure.

MEMBER LYNCH: Ri ght, okay.

M5. ROBI NSON- ECTOR: Voting is now open
for Reliability for Measure 1361. Option 1 is
High, Option 2 is Mdderate, 3 is Low, and 4 is
| nsufficient.

kay. Al the votes are in, 7 percent
voted H gh, 79 percent voted Mdderate, 14 percent
voted Low, and O voted Insufficient. So for
Reliability for Measure 1361, the Measure passes.

CO- CHAI R MERENSTEIN: Judith, we're
going to talk about Validity.

MEMBER LYNCH: Ckay. The Measure was
tested on our clinical database registry. As |
said before, one state EHD dataset from January
"14 to Decenber '14 was done and data fromthe
2012 TDCJ Screeni ng Hearing and Fol | owup Survey
was done to test the ability to identify
different. 1In 2014, 25 out of 74 records or 33.8
were found to have inconsistencies between the
di agnosi s code and the enrol |l nent status.

In other words, the diagnosis code
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i ndi cated the patient does not have hearing |oss,
but the enrollnent status is "Yes." |In addition,
19 records had inconsistencies or mssing

i nformati on was found by conparing infornation
between the state EHDI with the other system
which is the Tennessee Patient Tracking Billing
Managenent I nformation System So it |ooks |ike
there may be sonme issues with validity. And |

t hi nk, Jackie, was this where you had sone
problems with all the codi ng?

MEMBER YOUDE: You know, when we were
first on the call, we did have sone problens with
codi ng. But the devel opers have since updated it
and there's no problens with the codes anynore.

MEMBER LYNCH: Good.

MEMBER YOUDE: Al so, adding to that, |
know we say there are sone problens with validity
and | think it is worth noting that those 25 of
the 74 or the 34 percent of the records that had
sonme i nconsi stenci es between di agnosis codes and
enrol | ment status make sense. Because kids can

be referred for EIl and still have normal hearing
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for any other diagnhosis code.

That said, of the 49 records of those
who actually do in fact have hearing | oss, there
was 19 records or 26 records that had
i nconsi stenci es, |eaving 30 records that were
valid, or 61 percent of those 49 records with
per mmnent hearing | oss. So when | | ooked at
that, | said, okay well that's 2014 and |'m not
really sure how many kids in 2014 were di agnosed
wi th permanent hearing | oss.

What | do see is going against the
records referred for EI, but | don't see it into
t he bi gger context of the picture for the state
of Tennessee and | was wondering, do you guys
have any information on that?

MR. GAFFNEY: You nean, overall
identified in Tennessee?

MEMBER YOUDE: Wth permanent hearing
| oss in Tennessee in 2014.

MR. GAFFNEY: No. W have 2013, we do
not have 2014 yet. W run about two years behind

i n our usual collection.
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MEMBER YOUDE: So because we saw t hat
the 25 of the 74 had inconsistencies between
di agnosi s code, neaning that they were referred
but they had normal hearing because they had sone
ot her diagnosis going on, is there any nechani sm
in place to nake sure that the work between EHD
and El is solid so that we aren't having any of

t hose variabl es accounted for in the process

metric?

MR. GAFFNEY: On a state by state
| evel, | nmean, there are different procedures in
place. And I'll say, | think sone states do a

better job than others with their |linkage with E
and the type of working relationship they have.
Sonme have data sharing agreenents in place that
nmake it a lot easier to check the conpl et eness
and the accuracy of the data, but there is sone
vari ation.

MEMBER YOUDE: Thank you.

CO CHAI R MERENSTEIN: So just can you
-- | nean, it seens like to ne there's a | ot of

errors in the data. Am | mssing sonething here?
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Any ot her questions about Validity?

CO CHAIR YAREMCHUK: | guess this is a
guestion about a two year lag and ny question is
why does it take two years?

MR. GAFFNEY: It takes two years based
on the way we collect the data. Main reason is,
take for exanple a child born in Decenber of
2014, end of the cal endar year. W want to give
them a year to get through the EHDI process,
screeni ng, diagnostic, and intervention. To get
t hrough the process before the state reports that
data to us.

So in 2016, we're going to go back --
January 2016, we'll go back and collect 2014 data
because that will give all those kids born in
Decenber of that end of the year, at |east a year
to work through the EHDI process. So it's very
del i berate on our part because we want to try to
get the nost conplete data and nmake sure kids
have had time to go through the process.

CO CHAIR YAREMCHUK: |Is this a rolling

year or do you do it by cal endar year?
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MR. GAFFNEY: By cal endar year.

CO CHAI R YAREMCHUK: And | guess that's
a question in and of itself, why you would do
t hat as opposed to a rolling.

MR. GAFFNEY: To be honest, we found
t he cal endar year has worked best for us for ease
of reporting for the states, for reporting the
data out for conparison sakes. States are able
to do an update m d-year to the day-to-day
reported if for sonme reason they cone with sone
corrections. But that is the process we' ve been
usi ng since we started collecting data several
years ago.

MR EICHWALD: |I'd just like to point
out that, so the child born in Decenber wll be 1
year of age. |It's that child that was born in
January of that year, will be 2 years of age.
And so we have to have that two year del ay.

CO- CHAI R MERENSTEI N:  Any ot her
coments, questions on Validity before we vote?
We're going to vote.

M5. ROBI NSON- ECTOR: Voting is now open
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for Validity for Measure 1361. Option 1 is High,

2 is Mderate, 3 is Low, and 4 is Insufficient.

Al'l the votes are in, 0 voted Hi gh, 79

vot ed Mbderate, 21 voted Low, and O voted
Insufficient. So for Validity for Measure 1361,
t he Measure passes.

CO- CHAI R MERENSTEI N: Judi t h
Feasibility please?

MEMBER LYNCH: Feasibility. Hospitals
and practices provide data to the state who in
turn upload the data. Many states still use
faxes and then these are turned into electronic
forms. This other data systemmy |ead to errors
in reporting as well as nmanual data entry and
I nconsi stenci es on neasures col | ect ed.

CO- CHAI R MERENSTEI N:  Jacki e?

MEMBER YOUDE: | have nothing to add.
She did a great job.

CO CHAI R MERENSTEI N: Okay. Any
guestions about Feasibility? Comments? We'l]|
vote on that.

M5. ROBI NSON- ECTOR: Voting for
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Feasibility is now open for Measure 1361. Option
1is Hgh, 2 is Mderate, 3 is Low, and 4 is
| nsufficient.

Al'l the votes are in, 21 percent voted
Hi gh, 71 percent voted Moderate, 7 percent voted
Low, and O voted Insufficient. So for
Feasibility for Measure 1361, the Measure passes.

MEMBER LYNCH. Ckay. And finally,
Usability and Use. This is electronic data which
is reported by the CDC, so | don't think there's
probably very nuch of a problemw th usability.

CO- CHAI R MERENSTEI N:  Jacki e?

MEMBER YOUDE: Not hing to add, Tammy?

CO- CHAI R MERENSTEI N: Reva?

DR. WNKLER: Yes. | just have one
guestion. This Measure takes us out of the realm
of very clearly who's being neasured. So it's
clear that we neasure this at the state, but who
el se, level of analysis, who else is really being
measured by this Measure?

Are there specific providers that get

a percent performance? Facilities? Health
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plans? Who actually is being nmeasured? O is it
really sonmething that is done at the state |evel?
Wiich is fine, it's a popul ation health neasure
and that's acceptable, but |I think it's inportant
to know who actually is being neasured by this
Measur e.

VMEMBER BRADHAM We are neasuring the
Part C service coordinator.

MEMBER LYNCH Ri ght.

MR. GAFFNEY: Which we think, it is the
state level, that's what's being nmeasured. The
state.

DR WNKLER: So it's state.

CO- CHAI R MERENSTEI N:  Any ot her
comments, questions about that? Al right.

W' re going to vote on that then.

M5. ROBI NSON- ECTOR: Voting is now open
for Usability and Use for Measure 1361. Option 1
is High, 2 is Mderate, 3 is Low, and 4 is
| nsufficient |Information.

Al'l the votes are in, 50 percent voted

Hi gh, 50 percent voted Moderate, 0 voted Low, and
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O voted Insufficient Information. So for
Usability and Use for Measure 1361, the Measure
passes.

And we are now opening voting for
Recommendati on for Overall Suitability for
Endor senent for Measure 1361. Option 1 is Yes
and Option 2 is No.

M5. LUONG Judith, can you resend ne
a vote? It's a blank in the email. Thanks.

MEMBER LYNCH: Ch, |'m sorry.

M5. LUONG It's okay. Thank you.

MEMBER LYNCH: You got it?

M5. LUONG Yes.

MEMBER LYNCH:. Ckay.

M5. ROBI NSON-ECTOR All the votes are
in, 93 percent voted Yes and 7 percent voted No.
So for Recommendation for Overall Suitability for
Endor senent for Measure 1361, the Measure passes.

CO CHAI R MERENSTEI N: Just to clarify,
will they cone back to us at the next call or
sonmething with the change in the title or howis

t hat going to work?
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DR. WNKLER: You can let us know if
you want to retitle it.

MR EICHWALD: 1'd like to actually
work with the sone of the nenbers of the panel to
make sure that we've got consensus here. | was
just thinking that perhaps we change to sonet hi ng
that -- and we'll work on this, "Proportion of
infants with permanent hearing | oss who have a
signed IFSP no |ater than 6 nonths of age." At
| east that would be a cleaner title. But |I'd
rat her just get consensus fromthose invol ved.

DR. WNKLER: | think we can work with
themto work with the involved, passionate
menbers of the Conmittee.

MR. EI CHWALD: That's one thing that
|"ve learned, is that we have passi onate people
i nvol ved. | nean, that nmakes |ife nuch nore
enj oyabl e.

DR. W NKLER: Ckay. Thank you all very
much. Well, that's the end of the neasures that
we have to eval uate.

We've got a little bit nore tine
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before we're due to close. And an inportant
thing that I'd ask you to do is to reflect on the
measures we've | ooked at that are in this
portfolio. And | know we've got two very
distinct areas, in eye care and ENT, but from
sort of a close-in perspective right now, we'd
| ove your input and feedback on where you see
opportunities within the topic area for, you
know, newer neasures.

Wiere i s the next wave of neasures?
Are there topic areas that haven't been
consi dered or neasured? Are there types of
measures? You know, we may have a | ot of process
neasures. Are there opportunities for outcone
nmeasures or patient-reported outconme nmeasures?

So, in eye care neasures, | think, you
know, we saw in four different conditions as well
as screening for children. As you were thinking
about the neasures, for the eye care folks, are
there any real gaps in the work you do where
guality problens are a problemthat you think,

you know, mght be fruitful areas for new
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nmeasures? Todd?

VMEMBER RAMBASEK: | asked this question
at dinner last night and soneone suggested |
bring it up here, but antibiotics for viral upper
respiratory infections. Meaning, not
prescribing. | don't knowif that's in a prinmary
care portfolio already.

DR WNKLER: It is. W do have the
appropriate use, or inappropriate use of
antibiotics in kids with upper respiratory
infection. |1'd have to go see if it's kids or
adul ts.

MEMBER RAMBASEK: And adul ts?

DR. W NKLER: Yeah, | have to go see
that. That's a good question.

CO CHAI R MERENSTEI N: For the eye one,
| think we tal ked about that maybe sonmeone needs
to look if there's evidence -- maybe unl ess you
know there's not -- that there should be an eye
exam by a professional in ophthal nol ogy or
optonetry before age 5.

They have that in dentistry now,
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that's a recommendation, and | think probably the
evi dence is as good probably for the eye doctors.
So, some group needs to look into that and nake
it a measure, | think. Unless the evidence is
not there, | don't know.

MEMBER YOUDE: Tammy and | had a pretty
good di scussi on about this yesterday as well. Do
you want to share your thoughts on what we can
with adult hearing aid or adult anplification
gual ity neasures?

VMEMBER BRADHAM | was actually
t hinki ng pediatrics or adults, reliability of the
hearing aid fittings. There are sone netrics
that are out there that can be used. Sone
research that's comng out of a nulti-center
study has shown that children with mld to severe
hearing loss, a lot of themare being actually
underfit with anplification. And so having sone
type of an outcone nmeasure that children are
bei ng appropriately fit would be good.

| know t hat our association has tal ked

about vestibular netrics that they want to have
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some di scussions about. And then I'm al so
curious about the ANOM system that ASTRA has
devel oped, is that something for an opportunity
for NQF to review?

MEMBER STEIN. So, would the IRI'S
regi stry now becom ng avail able that's capturing
care by nost ophthal nol ogists, | think that in
the near future we will have opportunities to
| ook at outconme neasures in ophthal nol ogy a | ot
nore easily. Information that's captured a | ot
better than in clains.

So, also, with the new stagi ng systens
for glaucoma severity, one can | ook at |evels of
eye pressure for patients with different
severities of glauconma. Yesterday, soneone asked
about visual field. That would be a process
nmeasure, but that's an inportant neasure of
assessing the status of sonmeone's glaucoma. So |
think there are a nunber of different neasures
t hat can be done i n ophthal nol ogy' s sphere.

CO CHAI R MERENSTEI N: St eve?

MEMBER STRODE: We've talked in a
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nunber of these neasures about referral, did the
eval uation actually take place as an appropriate
intervention? And | think it would be a next
step in process neasures, given that our health
care systemis not becom ng any nore sinple for
the consuner. And that we're also noving to
heal th systens, then | woul d expect that that
data mght help drive those systens to the idea
of the patient navigator who coul d hel p sonebody
get through all the confusion, to ultimately get
what's needed for the good outcone.

MEMBER STEIN. One thing that | noticed
in us going through all these nmeasures, it |ooks
| i ke the fol ks who are witing the guidelines for
ENT have devel oped gui deli nes capturing, you
know, flagging inappropriate use. | mean, al nost
all the guidelines that are in the portfolio.
Whereas, in ophthalnology, it's trying to capture
appropriate or quality use. So | think that
there nay be opportunities for some of the eye
gui delines to capture inappropriate use and for

the ENT to capture quality or appropriate use.

Neal R. Gross and Co., Inc.

246

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




10

11

12

13

14

15

16

17

18

19

20

21

22

CO- CHAI R MERENSTEI N:  Scott ?

VMEMBER FRI EDVAN: So, just to enbellish
on that, the Acadeny, |'ve been on a couple of
nmeeti ngs and groups where we did tal k about
overuse, which is a big deal with the NQ-, as you
know. For exanple, inappropriate use of glauconm
drops for people that don't have gl aucona, is one
exanple. So | think that is something that we
will look at in the future.

Al so, conposite neasures for
opht hal nol ogy, for exanple. So, we do a
referral. Well, did the referral actually take
place? Did the referring doctor receive the
referral ? Did he change the treatnent and did
it affect the outcone? That could be sonething
t hat we can | ook at.

Al so, you have on this |ist cost and
resource use nmeasures. So, we're gathering data
for treating a disease. W can treat it with a
Drug A, which is very cheap, or Drug B, which is
very expensive. And when you | ook at efficiency

neasures, are we getting our bang for our buck?
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If we give thema nore expensive drug, is the
out conme nuch better? |Is it significantly better
to justify the cost? Those are things that we
can also start |ooking at as well.

MEMBER BRADHAM And | wanted to
suggest naybe a late tal ker for speech. Because
that can be indicative of a progressive hearing
| oss or multiple things.

DR. WNKLER: | wanted to ask sone of
t he otol aryngol ogi sts, the neasures for adults --
and there really isn't even many for adults --
it's really limted to ear infections. | nean,
what are the other big topics you guys take care
of that mght be fruitful areas?

CO- CHAI R YAREMCHUK: | nean, one is
al so sinus. And that kind of crosses |ots of
different specialties. And | think it al so goes
to appropriate and i nappropriate use,
overutilization, underutilization. |t has
imaging. It has antibiotics. And I think that
that would get to sone of the things that you

t al ked about .
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And then | think there's another thing
that came up, and I can't renenber if it was --
think it was New Engl and Journal of Medicine
about the Choosing Wsely Canpai gn, which a | ot
of specialties have paid attention to. But what
t hey di nged ENTs specifically about, and I'm
going to say orthopedics as well, is surgical
procedures, and | think you nentioned it, on
cataracts. You know, are you doing cataracts too
early? And are there guidelines in terns of
appropri ateness for certain procedures? That
kind of thing. And so | think that that's
sonething that | think would have sone value to
| ook at.

MEMBER STEWART: Yeah, | conplete
agree, sinusitis is one that's not represented
well. One of the big problens with sinusitis is
that there's not any FDA -- all antibiotics we
use for sinusitis are off-label for chronic
sinusitis because the FDA cannot agree on what is
the definition of chronic sinusitis.

So we have a definitional diagnosis
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problemin these conditions. Is it inflammtory?
Is it infectious? How do you prove it? For how
| ong? Et cetera.

So, one of the problens I think we
have in sinusitis, and one of the reasons it has
not leant itself well to guidelines, is because
we don't have an absol ute neasure of who has it
and who doesn't. But clearly it's a preval ent
probl em where there is controversy, overuse,
unnecessary surgery, overuse of antibiotics, et
cetera.

CO CHAIR YAREMCHUK: | think it's also
the issue of imaging. And so | think acute
sinusitis and the issue of viral versus bacterial
in the guidelines is addressed. Chronic
sinusitis and the appropriate diagnosi s of
chronic sinusitis and treatnent is, I'mgoing to
say, a separate issue. But acute sinusitis, |
think there's sone good information about that.

And then there's a recent tonsilitis
guideline as well. And I think if we take to

heart the article, | think was New Engl and
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Journal of Medicine, regardi ng appropriateness of
surgi cal procedures, the tonsillectony guideline
kind of gets to that. And that would be an
appropriate one to look at in terns of
overutilization.

CO CHAI R MERENSTEI N:  When you're
tal ki ng about acute sinusitis, though, there's
new ENT gui delines. They recommend it's about
two to ten percent bacterial, and if you | ook at
the data, over 90 percent of the tine antibiotics
are prescribed. So acute sinusitis is a really
bi g issue.

MEMBER STEWART: Acute woul d be easier
to do, there's no doubt about it. And you're
right, we have a guideline on that.

CO CHAI R YAREMCHUK: And that one just
came out and that was recently updated. So there
have been a guideline, and | think it was four
years ago, it was recently updated. Cearly,
acute sinusitis there's nore agreenent, nore
studi es, nore information about that versus

chronic sinusitis.
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VMEMBER RAMBASEK: | hear what you're
sayi ng about chronic sinusitis, and that there
are no drugs of any kind, especially antibiotics,
approved for it. But | don't see how that nakes
it difficult tolend it to a guideline. It just
seens that "antibiotics should not be used for
chronic sinusitis" would be an easy and hel pful
guideline. Is that --

MEMBER STEWART: You'd have to define
what chronic sinusitis is. |Is that the presence
of synptonms for three nonths? 1Is it a CT scan?
s it endoscopy? | nean, if you're going to have
a guideline, you ve got to have entry criteria,
that's the probl em

MEMBER RAMBASEK: Either one.

MEMBER STEWART:  Yeah.

CO CHAI R YAREMCHUK: But, | nean, |
think the current guideline does say synptom nore
than 12 weeks. And so they have defined the
di agnosis of what falls into that bucket of
chronic sinusitis going forward. So | think

those are all opportunities.

Neal R. Gross and Co., Inc.

252

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




10

11

12

13

14

15

16

17

18

19

20

21

22

253

And | think also the issue of inmaging
is a problem nopstly because there's nore and
nore evi dence com ng out about over-radiation and
experience over a lifetime experiencing it. And
| didn't realize this, but there's sonething
going on with, quote-unquote, the epidem c of
thyroid surgery. And the question is, there is
sone evidence that relates that to CT scans. And
we always think, "Oh, it's only one CT scan," but
over alifetine, the dental, the CT and the
others start to add up and that nay be
contributing to thyroid cancer.

MEMBER RAMBASEK: | have seen overuse
of it as well, especially in children.

CO CHAI R MERENSTEI N: The one ot her
thing I would add is the ENT peopl e seened upset
that we did not vote for their steroids for
serous otitis, but if you look into viral
pharyngitis, | think it's probably a much higher
rate of steroid use than on serous otitis.

MEMBER STRODE: Is there a problem

Wi th inappropriate prescribing of hearing aids
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for adults? And if somebody's payi ng out - of -
pocket, that's their privilege. But if your
health plan or the feds are paying for it, then
it becomes a different issue. |Is that an issue
or not?

CO CHAI R YAREMCHUK: | nmean, I'monly
going to say hearing aids aren't a covered
benefit for Medicare. So they don't pay for
hearing aids. | don't think they pay for gl asses
ei ther, do they?

MEMBER YOUDE: | |ike where you're
going with the hearing aid discussion. There is
a big difference in care between those who -- or
not difference in care, sorry -- a difference
bet ween those insurances that pay for hearing
ai ds and those who pay out-of-pocket on the rates
of people getting hearing aids.

So, people with insurance typically
get the hearing aid, it's paid for, no big deal.
But when you are out-of-pocket, it beconmes a is
this absolutely a necessity to do? If it's not a

necessity, it could be perceived as a |uxury
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because these are not inexpensive devi ces.

And | would actually take a different
angle on it, saying let's | ook at the care being
-- or not the care, but the fit of the hearing
aid rather than the prevalence, if you will,
bet ween the two di fferent popul ati ons, where sone
audi ol ogi sts do real ear neasures on a fitting,
others will be just |like, "Hey, do you think this
sounds good? Are you hearing better?"

And so there's a huge difference where
best practice indicates that you should al ways be
doing real ear at first fit. And so it goes
al ong wi th what Tammy was saying where let's
perhaps put in a process netric where we're
saying -- a very sinple one, best practice
i ndi cates real ear should be done at all first
fits for all adults unless there's sone sort of
pat hol ogy goi ng on where you can't actually get
the hearing aid in the ear, in which case you'd
be doi ng a BAHA or sonething el se.

But is real ear being done or not?

And then we can start there and then we can build
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off of that saying, "Ckay, is it to target? |If
it's not to target, why?" And start building off
that, nuch like we're building off of the |IFSP
enrol | ment status.

MEMBER STRODE: So do | understand that
as doi ng sone audi ol ogi cal testing at that
fitting and not just, "Gee, you're better now
t hat you've got that stuck in your ear?"

MEMBER YOUDE: It's not necessarily
audi ol ogi c testing. Wen | hear audiol ogic
testing, | think of like a hearing test, you
know, "Raise your hand," that type of thing.

When |''mthinking of real ear testing, what we're
actually doing is putting a probe mc in the ear
and we're fitting the hearing aid to
prescription, if you will. And so we're

i nputting the hearing test and then we're
measuring the output of the hearing aid to nake
sure the output matches the appropriate
anplification for that hearing | oss.

CO CHAI R MERENSTEI N Judi th, do you

have a comment ?
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MEMBER LYNCH:. No.

CO CHAI R MERENSTEIN: Al'l right. Josh?

MEMBER STEIN: For the ENT folks in
t he audi ence, are there any surgical procedures
that mght lend itself well to quality neasures?
Or any reason why there aren't any that are
ei ther being proposed or under consideration?

MEMBER GOLDBERG St apedect ony has
been held up as one. Once upon a tine, nost
otol aryngol ogi sts were trained to do ear surgery,
i ncl udi ng stapedectony, and now it appears that
only otol aryngol ogi sts who have done ot ol ogy
fell owshi ps should be doing them And the
out cones fromthose cases could be neasured.

CO- CHAI R YAREMCHUK: | nean, | think
tonsillectony would be one. And | think tubes
woul d be the other one that could be neasured.
And | think we'd get a | arge nunber of providers
within ENT that do that.

MEMBER STEWART: And sinus surgery.
Getting beyond the indications with

conpl i cations, appropriateness.
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MEMBER GOLDBERG Especial ly
appropri at eness.

CO CHAI R MERENSTEI N:  Andrew, any
comrent ?

MEMBER SCHACHAT: | was going to ask
if there are crisp, agreed-to outcone neasures
for those surgeries?

CO CHAIR YAREMCHUK: | think it's nore
based on indications in ternms of tubes and for
tonsils. Wen Mcky's tal king about sinus
surgery, | think it's return to operating room
30 days. And the one thing we didn't tal k about
it, and we've kind of, but is the issue of
patient satisfaction or shared deci si onmaki ng or
t hat ki nd of thing.

How many peopl e that have sinus
surgery are happy afterward? Because there's a
whole ot of it going around, and | don't know if
you see, but | see patients back that go, "I
didn't get any better. | don't feel any
different.” And so | think there's two parts.

Are you operating on the X-ray? Are you
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operating on the patient? And does the patient
feel better afterward?

MEMBER GOLDBERG  And patient-reported
out cones are very inportant.

DR. WNKLER: | have pages, so, thank
you. W should be able to wite sonething very
nice about it. So, we do appreciate it. And we
do | ook forward.

So, the other ask | have of you is,
wherever you're out there in your home, think
about how your practice nmay be bei ng neasured.
Are there nmeasures being used in your real mthat
potentially is sonething that could be a neasure
that could be nore broadly applicable and rise up
to a national |level that could augnent this
portfolio?

As | say, one of your roles on the
Committee is to oversee this portfolio. And so
it's not just what's in it, but also help us
solicit and drive the things that should be in
it. And so those sorts of feedback and input is

very val uable. And your discussions with your
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col | eagues and what's going on in your world can
hel p kind of drive this thing as well. And so we
do kind of ask that of you as you |eave this
little roomand go back to your practices.

CO CHAI R YAREMCHUK: | guess the only
other thing I wanted to say was we tal k about
this in terns of PQRS, we tal k about this for
public reporting, but I'mgoing to say, as a
specialty, one of the other things, one is
mai nt enance of certification. You have to
practice inprovenent nodule. So sone of these
measures could be used for that.

The other part of it is, if you are in
a hospital, there's FPPE and OPPE, which are
Joint Comm ssion requirenents. Focused Practice
Per f ormance Eval uati ons and Ongoi ng Practice
Performance Eval uations. And the idea being that
you just don't rely on your credentialing cycle,
but that there's an ongoi ng neasurenent of each
provider in ternms of the procedures they're doing
and what they're doing.

And | don't know, M cky, if you have
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anything to say for your department or your
institution in ternms of doing this, but as ENT,
|"mstruggling with comng up with neasures for
people that are on staff at University of

M chi gan, anybody el se that's on staff sonewhere,
on how they're dealing with those requirenents.

Josh, you're noddi ng your head, are
you - -

MEMBER STEIN. | just had a foll ow up
guestion. How expensive is it for soneone to
bring a neasure to you guys for approval? | know
there's obviously a | ot of paperwork invol ved.

DR. WNKLER: That's variable. It
depends. | mean, there are organi zations, such
as NCQA, Joint Commission, PCPlI, that's their
business. So there are the costs of just having
peopl e around doi ng busi ness. The expertise
required to devel op a neasure i s sonmewhat
specific. The type of specifying a measure,
under standi ng data el enents and cal cul ati on
al gorithns, understandi ng eval uati on of

reliability and validity for neasurenent, you
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know, doing sone basic testing in the field for
feasibility.

So, those costs are going to be highly
variable. Bringing it to NQF costs you not hi ng.
We do open calls for neasures, you fill out the
form you're there. But the actual getting the
i nformation, taking a concept, fully specifying
so you have good, crisp, coded data el enents,
there are people who are skilled at this. And
you don't do it over |lunch on the back of a
napkin. So there is sonme el enent there.

But in many | arge systens and big
i nstitutions, you ve got people kind of doing
that. So it really depends on where that m ght
be comng from And we see neasures devel oped
fromw thin universities. Not a huge nunber of
them but we do see that. As well as the nore
traditional professional societies are becom ng
big in that. But also the traditional neasure
devel opers.

But often sone of the big, big

systens, and that's not here -- I'man old Kaiser
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doc, so | know that they've got their own system
Sonme of the bigger systens -- how about M chi gan
you got measures you're doing internally? Yeah,
| nmean, so the question of whether you could
respond to the questions to neet the criteria,
we'd wel come it.

Al right. | think we may have
exhausted that, but we're supposed to do public
conment one nore tine.

MS. LUONG  Operator?

DR. W NKLER: Just check and see if
any of us --

M5. LUONG Hi, Qperator. Can you
open up the lines for public coments?

OPERATOR: (Ckay. At this time, if you
woul d to nake a comment, please press star and
t hen the nunber one. There are no public
conmments at this tine.

M5. LUONG  Thank you.

DR. W NKLER: So, anyway, thank you
all very, very nuch. |It's been enjoyable neeting

all of youu W will be in touch and we will have
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foll owups and we'll let you know And so W's
going to tell you what cones next.

M5. LUONG Ckay. Geat. | know I
said this earlier and I'll be brief. Thank you
again so nmuch. W really appreciate the
t hought ful di scussions for the past two days. As
a remnder, in two weeks we will be convening on
June 22nd for the post-neeting call. Follow ng
that is the draft report for commenting. That
will be posted on the ENT project page fromJuly
10 to August 10. So feel free to share this
wi t hin your networKk.

There will be another call in August
to review the coments fromthe commenti ng
period. W then will have an updated draft
report with redlines based on the coment call,
and that will be posted for nmenbership voting in
Sept enber .

After nmenbership voting, we will go to
CSAC in Cctober. Followng CSAC, we will go to
the Board for neasure ratification of the

measures in this project, and that's in Novenber
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And then the project will wap up with appeals
from Novenber to Decenber of this year. And we
expect to have the final report published on the
NQF website early next year.
So thank you again, everyone, and we
| ook forward to speaking with you in a few weeks.
DR. W NKLER: Thanks, everybody.
(Whereupon, the neeting in the above-

entitled matter was concluded at 1:55 p.m)
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