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P-ROCE-EDI-NGS
(8:02 a.m)

CO- CHAI R ANDERSON:  All right. Well,
t hanks, everyone, for comng a half hour early,
SO we can get started. W have a |arge agenda to
get through today. Yesterday -- thank you,
everyone -- we did make a | ot of progress, but
we've got a lot nore to do.

Just a rem nder that we are going to
try and get through all of the measures. So if
we coul d keep our comments and not repeat the
same comments, that would be very hel pful to nove
t hrough t he agenda.

At the end we will have a wap-up, and
we would really |like to hear your comments about
t he process and how t hi ngs went.

Peter, do you have anything else to
say?

COCHAIR CROOKS: I'mstill -- I"mup
first, so | have to get ready.

CO CHAI R ANDERSON: Ch, you're up

first. GCkay.
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COCHAIR CROOKS: I'd just like to
add, again, thank you for comng in early. For
t hose of you who enjoyed the swank Heli x Hotel,
and happened to get charged for the full price,
the staff is looking into it, and we'll let you
know | ater if they were able to reverse charges
or you'll be billing it back to NQF.

CO- CHAI R ANDERSON:  Ckay.

CO CHAIR CROOKS: So we will have nore
on that later.

CO- CHAI R ANDERSON:  All right. CQur
first neasure is 0249, and the devel opers,

Cl audia and Joel ? You guys are already here.
You're right on top of things.

DR. DAHLERUS: Ckay. Good norni ng.
So |l will keep the opening statenent very, very
brief, just because sonme of the things that we
di scussed with the peritoneal dialysis adequacy
nmeasures apply to the HD neasure.

So the first one and the prior one
being that, as you are aware, this al so included

t he upper threshold of 5.0 for the individua
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nmeasure. And as we discussed yesterday, that
will be removed. We will redo the reliability
and validity testing for this neasure and then
resubm t updated docunentation. And, again, that
is sonething that is very nanageabl e.

The only other thing that | wanted to
note, because | think this may have cone up in
sone of the remarks about the neasure, is the
2006 guidelines that were cited in our evidence
sumary, and recogni zing that, you know, those
are obviously quite a few years ol d.

However, the HD adequacy wor kgroup for
KDOQ did neet |ast year, and there were draft
gui del i ne updates that were rel eased, and the
| mportant point being really no new updates in
terns of a revision to the mininumKt/V for
di al ysi s adequacy.

So |l will just I think end ny comrents
there in the interest of tine, because we al so
have sim | ar adequacy neasures to nove through,
and | think a lot of the sane issues apply.

Thank you.
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CO CHAI R ANDERSON:  All right. And,
Peter and Ishir, for discussion of the neasure?

CO CHAIR CROOKS:  Yes. Wuld you like
to take the | ead?

DR. BHAN:  Sure.

CO CHAI R CROCOKS:  Yes, please do.

DR. BHAN: | can kick it off? So this
s somewhat simlar to the |ast neasure that we
| ooked at, in that it is |ooking at henodial ysis
adequacy. It is an outcone nmeasure using clains
and electronic data. But this one is at the
facility level as opposed to the individual
clinician |evel.

So just going to the evidence, there
is -- | think we went through this with the | ast
neasure as well. There is the -- as was just
menti oned, there is the KDOQ guidelines from
2006, which had a grade A but are sonewhat ol d.
There are a nunber of studies showi ng cl earance
correlations with outcones, and there is the henp
study showi ng that higher clearances aren't

necessarily hel pful, at |east overall.

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

So I think overall the feeling was
that, you know, 1.2 is a reasonabl e threshol d.
That is sort of where things have settled out,
and we thought the evidence was, you know, as
good as it is for this kind of thing. There is,
you know, obvi ously ongoi ng debat es about opti nal
clearances, but it's as reasonable as it was for
t he previous neasure we discussed. And we talked
about the birth threshold, but | think that has
been addressed.

CO CHAIR CROOKS: Yes. | felt the
evi dence review was based on KDOQ. Wll, to be
alittle picky, | noticed little things -- and
this gets to the issue of filling in the forns
and answering the questions, that the answers to
1A 7.7 and 1A 7.8 were identical. They were just
cut and pasted in.

And t he second one was about har ns,
and it really didn't address the question.

Again, |'mbeing picky, but I'd like to see the
devel opers, you know, help us out so we don't

have -- you know, to take us down the path to see
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what it is they are trying to show us.

But the evidence is grade A There
was no new evi dence presented since 2006.

So the floor is open for other
comments on the evidence.

M5. BAL: So just a rem nder, please
speak into the mc and speak loudly. This is the
| oudest the system can go, so pl ease renmenber to

focus on that so the whole comm ttee can hear

you.
CO- CHAI R ANDERSON:  Mahesh?
DR. KRI SHNAN: Just a clarifying
guestion. | know we said this yesterday. | just

-- I'"'mtrying to reconcile this in ny mnd. W
are thinking about the evidence of the two pieces
as opposed to the evidence of the totality of the
nmeasure, right? Because it's a conbination as
opposed to one neasure.

W are | ooking at the evidence grading
for adult Kt/V, pediatric Kt/V, separately, as
opposed to the evidence that supports the use --

t he conbi ned measur e.
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CO CHAIR CROOKS: This is adults only,
but it's the same --

DR KRI SHNAN:  Concept.

CO CHAI R CROOKS: Sane thing.

CO CHAI R ANDERSON:  Any ot her
comments? Discussion? Are we ready for voting?

MS. BAL: Turn your mics off. Thank
you.

So we are voting for evidence for
0249. The options are one, high; two, noderate;
three, low, four, insufficient. And voting is
open. We do need a couple nore. W're at 19,
and the full commttee is here, so we shoul d have
23.

Pl ease renenber to point at ne. Wth
your clicker.

Vell, 20 is quorum And if everyone
has put their vote in, |I don't -- okay. So the
results are six high, 15 noderate, zero |low, zero
i nsufficient, and we can nove forward to gap.

CO- CHAI R ANDERSON:  All right.

DR. BHAN. kay. So for the

Neal R. Gross and Co., Inc.
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performance gap, and | think this is where there
is going to be the nost attention, and we
addressed this a little bit in our |ast
di scussion with the last item so the perfornmance
data is based on 2013 CROMWb and Medi care
cl ai s dat a.

And out of -- with about 5,500
facilities, the nean performance score was 93.5
percent, with a standard devi ati on of seven, so
crossing 100 percent actually. There were
di sparities data presented, which had sone
signi ficance based on the | arge nunbers, but at
|l east | didn't feel were that dranmatically
| mpr essi ve.

But our key conments here were -- in
our call were regardi ng how much room for
i mprovenent there really is with a nmean of
93.5 percent. | think this came up with the |ast
HD cl earance di scussion as wel|.

CO CHAIR CROOKS: Yes. | agree. |
have concerns about the gap in the standard

devi ati on goi ng over 100 percent, very narrow.
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Q her thoughts?

DR, FI SCHER: Just briefly to rem nd
everybody the simlar neasure that we di scussed
at the end of the day drew data from USRDS. |
think there was 97 percent. It was a very
simlar neasure, just kind of furthering that up.
These are slightly different data sources,
probably different tinme periods. | don't
renenber which tinme period that was fromthat
Paul nentioned off ny head. But just going back
to the point about topped out.

CO- CHAI R ANDERSON:  And the Q P data
shows it at 98 percent, and so it really is a
nmeasure that | think we mght want to put into
reserve as being a topped out neasure. And, you
know, there is really very little roomfor
per f ormance i nprovenent.

Any further discussion? Call for the
vote.

M5. BAL: Ckay. So we are voting on
gap for 0249. The options are one, high; two,

noderate; three, low four, insufficient. And

Neal R. Gross and Co., Inc.
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voting is open.

Pl ease | ook at your clicker. If
you're getting any sort of error, let us know.

Okay. The results are zero high, six
noderate, 16 |low, one insufficient. So this
nmeasure does go down on gap. W can ask the
commttee if they would Iike to consider reserve
stat us.

kay. |'m seei ng shakes of the head
as yes. So let's go ahead and do a hand vote.

So if you would like to do reserve, put your hand
up, please. GCkay. That's a ngjority. So we can
nove forward with reliability.

DR. BHAN. Ckay. So for reliability,
for the specifications, the data el enments were
defined based on a treatnent file for the
patients who are on dialysis, and for testing it
was performed using the data from 2013, CROMN\V¢Db
and Medicare clains with, as | nentioned, over
5,500 facilities.

The I UR was 0.942, so pretty high

Let me just see our comrents. Basically, people

Neal R. Gross and Co., Inc.
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felt the specifications for reliability seened
pretty solid.

CO CHAI R CROOKS:  Not hing to add.

CO CHAI R ANDERSON:  Lorien?

DR DALRYMPLE: So it was unclear to
me, are four tinmes per week henodi al ysi s
treatnments excluded? At the top it does not
appear they are, but then there is denom nat or
| ogic that says patient is not on frequent
dialysis? So | think I would argue if you're on
di al ysis four times per week you shouldn't be
required to need a single pool of 1.2.

DR DAHLERUS: So that's correct.
Patients on -- adult patients on four tines or
greater are not included. It is just thrice
weekly dialysis, and we can clarify that in the
speci fications.

DR. DALRYMPLE: Ckay.

DR. DAHLERUS: Thank you.

DR DALRYMPLE: Thanks.

CO- CHAI R ANDERSON: Al an?

DR, KLIGER | just want to piggyback

Neal R. Gross and Co., Inc.
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on that for a nonment, because the specifications
| think here are clear that it's three tines a
week. Period. Right? It is neither nore nor
| ess than three tinmes a week, and single pool
Kt/V can only be used if there is a single
frequency.

We'll get to tal king about that with
t he next neasure, but for this nmeasure ny

understanding is that it's a single frequency,

three tinmes a week. It could be if it's three
times a week. It's frequency -- it's a frequency
nmeasure.

CO CHAI R ANDERSON:  Any further
di scussi ons or comments? Are we ready to vote on
reliability?

M5. BAL: Ckay. W are voting on
reliability for 0249. The options are one, high;
two, noderate; three, low four, insufficient.
And voting is open.

Still waiting for a couple, if
everybody could try to vote again. Yes. Please

vote again, just so we can get everyone.

Neal R. Gross and Co., Inc.
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Okay. We have four high, 18 noderate,
three low -- I'"msorry, four high, 18 noderate,
zero low, zero insufficient, for 0249
reliability.

We can nove forward to validity.

DR. BHAN. Ckay. So for validity, you
know, this is based on the associ ati on of
clearance with nortality. They did do sone
testing here | ooking, again, at the Spearnan
correl ati ons between achieving the target and the
SMR and SHR. And the coefficiencies we have seen
before are -- they are statistically significant,
al t hough the magnitude is relatively small. So
with SMRit was negative 0.085, and the SHR was
negati ve 0. 159.

And | think that's all the coments we
had. There weren't any significant excl usions.

CO CHAI R ANDERSON:  Any di scussi on?
Al right. W'IIl call for the vote.

M5. BAL: Ckay. Voting for validity
for 0249, the options are one, high; two,

noderate; three, low, four, insufficient. Voting

Neal R. Gross and Co., Inc.
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i s open.

The results of the vote for validity
for 0249 is three high, 19 noderate, one |ow,
zero insufficient, and we'll nove forward.

CO- CHAI R ANDERSON:  All right. On to
feasibility, Ishir?

DR. BHAN. Ckay. So for feasibility,
this data is in CROMWDb, and certainly there is
| ots of clainms data. It has been done. It seens
f easi bl e.

CO CHAI R CROOKS: | agree.

CO CHAI R ANDERSON:  All right. Any
di scussion? Call for the vote.

M5. BAL: Ckay. Voting for
feasibility for 0249, one, high; two, noderate;
three, low, four, insufficient. Voting is now

open.

Okay. The results for feasibility for

0249 is 18 high, five noderate, zero |ow, zero
i nsufficient, and we'll nove on to usability and
use.

DR. BHAN. Okay. So for usability, it

Neal R. Gross and Co., Inc.
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is being used. It is publicly reported. Not
much nore to say. | think there is not too much
guesti on here.

CO CHAIR CROOKS: And to the gap
i ssue, they were unable to show i nprovenent in
the last -- | think this is the last four
guarters of -- I'mnot sure what year, 2013,
suggesting that, you know, it is consistent with
the notion that it's topped out.

CO CHAI R ANDERSON:  Any further
di scussion on usability? Al right. W'IlIl cal
for the vote.

M5. BAL: Ckay. The vote for
usability and use of 0249 is open. The options
are one, high; two, noderate; three, |low four,

i nsufficient.

kay. The results for usability and
use for 0249 is 17 high, six noderate, zero |ow,
zero insufficient, and we can nove on to the
overal | vote.

DR. KRISHNAN:. Can | ask a clarifying

guestion just about the term"usability" for the

Neal R. Gross and Co., Inc.
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NQF staff? Wen we say "usability,"” we have
often in this setting been using it as it can be
used for public reporting.

| s a conponent of use that the
di al ysis unit or whoever is being eval uated can
receive that data back and actually do sonething
with it inatinmly fashion? O is it only about
it can be used for a public netric? How do you
bal ance out the operational ?

So, for exanple, if a netric is there
but the facility can't calculate it itself --
clearly not this one, but just as an exanple --
they can't inprove because they don't know where
they are. |Is that part of usability? O is that

part of inplenmentation? O could you help ne

with that?

MS. BAL: | nean, I'Il refer it to
Sarah, but I'lIl et her --

M5. SAMSPEL: Yes. | nean, you know,

so one of the first requirenents is the fact that
it is publicly reported, and that we are noving -

- you know, we want the entire industry, renal,

Neal R. Gross and Co., Inc.
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everybody el se, to be noving towards public
reporting, at the sane tinme that usability is an
overall criteria even on the devel opnent phase of
sonet hi ng that whoever is reporting on the
measure can then take that measure back and use
it to inprove performance or inprove quality in
sone way.

So, yes, that is one of the things
t hat you shoul d be consi dering under use and
usability.

Did you have anything you wanted to
add, W©Marci a?

DR. KRI SHNAN. So just so | can
clarify, it's the ability to get real-tine access
to the data, so whoever you're eval uating can
say, "Ch, ny gosh, I'mnot performng well. 1've
got to inprove."

MS. SAMSPEL: Well, it's not
necessarily real tine.

DR. KRI SHNAN: Not real tine. | keep
usi ng the wong word, and we keep clarifying.

MS. SAMSPEL: The ideal situation is

Neal R. Gross and Co., Inc.
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you woul d have real tinme, but, you know --

M5. SAMSPEL: -- even if you're
tal ki ng about HEDI' S, you know, it is sonething
t hat shoul d be com ng back that has an
opportunity for the organization to use to
i mprove quality.

DR. KRI SHNAN: Ckay. Yes. |

have different term nol ogies.

CO CHAI R ANDERSON:  Any further
di scussion before we call for the vote for
recomrendati on for endorsenent for reserve
status? Al right.

M5. BAL: Ckay. And as a rem nder
the specifications for reserve status is that
is topped out, but it would be harnful to | ose
the neasure, and that it is very strong in
reliability and validity.

So the vote for reserve -- for
endor senment neets potential for reserve status

for 0249. The options are one, yes; two, nho.

Neal R. Gross and Co., Inc.

DR. KRI SHNAN: The facts on the data.

apol ogi ze. | keep using the wong words, but we
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Okay. The results are 22 yes, zero
no, so this has a potential for reserve status,
and we can nove on to the next mneasure.

CO CHAI R ANDERSON: Ckay. Al right.
Measure 1423, and, well, you guys are ensconced
there, d audia and Joel ?

DR DAHLERUS: So this is a neasure of
pedi atri c henodi al ysi s adequacy based on Kt/ V.
It's a percentage of patient-nonths that achieve
Kt/V 1.2 or nore. And this was devel oped in 2010
by the pediatric henodi al ysis adequacy TEP, and
it was originally endorsed in 2011.

The underlying context of the TEP' s
recommendati on recogni zing that there was not a
|l ot of -- a large body of evidence defining a
specific threshold for the pediatric popul ation,
but they did cite the KDOQ, the 2006 KDOQ
gui del i nes, which reconmended -- and these were
opi ni on- based, expert opinion, but the guidelines
recommended that for pediatric patients Kt/V
should align with the m ni rum di al ysis adequacy

for adults of 1.2. And so that was the rational e
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for the TEP defining this threshold.

Thank you.

CO- CHAI R ANDERSON:  All right. And
it's Alan and Frank?

DR, KLIGER So as we just heard, it
is a neasure for pediatric henodialysis, and the
specifications are for patients dialyzing three
or four tinmes a week whose average delivered dose
of henodi al ysis using UKM or Daugirdas Il are a
single pool Kt/V of 1.2.

So I want to ask first a clarifying
guestion of the devel opers. The three or four
times a week, is that what was in the original
2011 version that was approved?

DR. DAHLERUS: Yes, it was. And that
was al so stated in the TEP' s formal
recomrendati ons. The rationale, as | understand
them is they wanted to ensure that children that
are dialyzing four tinmes a week would still be
eval uated for adequate dial ysis.

DR KLIGER Yes. So we will go

t hrough the evidence in each of the categories,
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but I want to lay out fromthe outset what I
think is a fundanental flaw and problemin this
nmeasure. And it is -- it will apply for this
measure and others as well.

The first, which we will deal with
qguickly, is that as in many pediatric measures,
we don't have very nuch direct evidence for kids.
And so this is really based on adult data with
t he assunption that children should be doi ng at
| east as well as adults do, and that's, |
bel i eve, a very reasonable position to take.

The problemis a kinetic neasurenent
problem the way that the neasure is currently
constructed. And just because | wanted to nake
sure that | had this right, | spoke to John
Daugi rdas, the kineticist who constructed the
Daugirdas Il formula to nake sure that what | was
saying and what | amgoing to be sharing today is
accurate.

When either the urea kinetic
nmeasurenents overall or specifically Daugirdas

wor ked with his group in 2003, and then
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eventual |y made the recommendations to KDOQ in
2006, the challenge was to cone up with a neasure
t hat sonmehow approxi nat ed what the kidney really
does. Kidney works 24 hours a day, seven days a
week, obvi ously.

But in henodialysis that is
intermttent treatnment. The dynamics are very
di fferent, because you have a burst of clearance
and then a | ong period between them of no
cl earance at all.

And so a fornmula that neasures what
happens in one specific treatnent will be very
dependent on what happens around it, how frequent
the treatnents were. So, for exanple, in the
neasure as it is currently constructed, if a
child is dialyzed three tinmes a week, and the
single pool Kt/V is neasured -- and, of course,

the way it's done is a single treatnent is

assessed with pre- and post-dialysis urea, and
you cal culate the Kt/V. You'll have a nunber,
whatever it is. |If that sane child is increased

to four times a week, or five tines a week, using
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t he net hodol ogy that is here, the Kt/V will not
change. It will be exactly the sane because of
the way it is cal cul ated.

And the kineticists have been cl ear,
and they were back in 2006, that if we are
| ooki ng at varying frequencies of dialysis that
rat her than using a single pool Kt/V, the tool
that we should be using is a continuous tool, one
| i ke what they have called the standard Kt/ V.

And, in fact, in the KDOQ docunent
back in 2006, they have a table, Table 18, in the
Appendi x that Dr. Daugirdas referred ne to that
shows what the relative clearance would be
requi red dependi ng on frequency.

So, for exanple, the mnimmKt/V of
1.2, giving patients who are dial yzed an average
of 3.5 hours a week, is where we currently sit
for three times a week dialysis. |If you | ook at
patients who are dialyzed four tines a week, that
sanme point would not be 1.2. It would be 0.77.

So if we were | ooking at adults or

kids, all dialyzed four tines a week, the mninmm
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dose that we would be asking for is not 1.2. It
woul d be .77, but that's only if all the patients
were dialyzed four tines a week.

So ny point is that using single pool
Kt/V in patients dialyzed at different
frequencies is like using a tape neasure to
measure sonebody's weight. It is the wong tool,
and it really cannot consistently be used. And
Dr. Daugirdas was clear with ne that he felt
passi onately about that as well.

The rejoinder could be that, well,
that is okay, as long as they're achieving that
mnimumof 1.2, if they're dialyzed four or five
times a week, then they're way over the threshold
anyway. The problemw th that, | believe, is
that by setting up a mninumof 1.2 w th whatever
frequency it would be a disincentive to put
patients on increasing frequency of dialysis,
because that wouldn't change their Kt/V.

So a large child with a Kt/V of 1.0,
done three tines a week, with this neasure, if

you went to four tinmes a week it wouldn't change,
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or five tinmes a week it wouldn't change. So the
i ncentive would be instead of going to nore
frequent dialysis to extend the tinme, which --
during single sessions, which if you do the
calculation is not nearly as efficient a
treatnment as increasing the frequency woul d be.

So ny point | guess is that there is,
| believe, a fundanental flaw when we use this
tool, if we are |ooking at varying frequencies of
dialysis. And in the real world we now know t hat
varyi ng frequencies are beconm ng nore and nore
common, not only for kids but for adults as well.
So | believe that that is really a fundanent al
flaw in this particul ar nmeasure.

The second thing that I will nention,
but we have -- | nentioned yesterday as well is
that for henodialysis we are not including
endogenous ki dney function. And it is reasonable
to do that, | believe, since nost patients in any
case lose virtually all of their endogenous
ki dney function within the first year.

But | would | ove to see these neasures

Neal R. Gross and Co., Inc.

29

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




10

11

12

13

14

15

16

17

18

19

20

21

22

30

allow for -- not require, but allow for including
endogenous function in this nmeasurenent. So that
i ncident patients with substantial kidney
function still avail able could have crafted
therapy to give themless dialysis tine initially
until their endogenous ki dney function was
reduced to the point that they required nore
treatnment. So that is just ny general conment.

When we go now specifically to the
evi dence, the evidence here is based on the adult
experience. W have heard already the evidence
for the adult experience, which is strong for
three tines a week, Kt/V of 1.2. And the
statenent in KDOQ, as we have heard, is that
ki ds shoul d have at |east as good treatnent as
adults. So that is where the evidence is.

Now, | don't know, Connie, whether you
t hi nk we should vote on sort of the flawin the
design, at l|least nmy perception of the flaw of the
design, in the evidence phase or in the
speci fi cati ons phase.

CO CHAI R ANDERSON: Vel I, | think we
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woul d be tal king about it in the specification
phase.

DR KLI GER  kay.

CO CHAIR ANDERSON: | would like to
hear from our pediatric experts over here.

M5. BAL: |If you wouldn't mnd, could
we al so discuss it during the specification?
Just so we can meke sure that, you know, what
peopl e are hearing is focused on evidence, and
peopl e vote on that, and then we'll nove to the
speci fications.

COCHAIR CROOKS: And it's a tough
overl ap between where it should be | guess. |
have trouble voting on the evidence if this is an
issue. So |I'd prefer to get it tal ked about now.

DR. SOVERS: |In terns of evidence,
al t hough nost of the evidence was within the
KDOQ , there was sone CPM data that pertained to
adol escents particularly that showed that Kt/V
| ess than 1.2 is associated with a greater risk
of hospitalization. There is sone other

literature from Europe that supports that as
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wel | .

CO CHAI R ANDERSON:  Lorien?

DR. DALRYMPLE: But with respect to
our evidence voting, to nmy know edge nost of the
evidence -- but this is where the pediatric
nephr ol ogi st woul d be very helpful -- relates to
three tinmes a week assunptions. So if it is
specified on three or four tines a week, doesn't
it fail on evidence on the four tinmes a week
frequency? Because the evidence doesn't support
t hat frequency unl ess our pediatric nephrol ogi st
can i nform us.

CO- CHAI R ANDERSON:  Josh?

DR. ZARI TSKY: | nean, you woul d have
a hard tinme, even if you just substitute

"pediatric" for "adult," and you said, well,
you're going to have four tines a week or daily
di al ysis, and use a cutoff, a standard single
pool Kt/V of 1.2.

So | don't -- | have a problemwth

using it for four tinmes a week. If they are

going to use a standardi zed Kt/V or other than
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single pool, | think that would be different, and
we get into the evidence of a standardized Kt/V,
but -- and there are quite a few children that
are dialyzed nore than three tines a week for
fluid i ssues as well.

Il will tell you, practicality, it is
usually fairly easy to achieve a Kt/V above the
standard in pediatrics, but the four tines --
just on a technical basis, | have the sane type

of feeling about the inclusion of the four tines

a week.

CO- CHAI R ANDERSON:  Lori ?

DR SOVERS: But what Al an said would
still pertain. |If you are neeting a Kt/V of 1.2

four times a week, then you obviously woul d be
avoi ding all the bad sequel ae of having poor
adequacy with your dialysis. And ny

under standi ng of kind of the proportion of
children who are dialyzed four tinmes a week is
somewhere between five and six percent, so it is,
you know, a relatively small nunber of kids at

this point in tine.
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M5. HARTWELL: | just wanted to
pi ggyback on Alan's comrent. It kind of
frustrates ne to hear that, you know, the
resi dual kidney function is a secondary issue,
and to the patient that is the prinmary goal, |
mean, of any patient on dialysis is to keep their
resi dual kidney function. It makes such a
difference in their quality of life, their diet,
and to think that a neasure doesn't help that or
maintain that is extrenely frustrating to hear.

And | think that that should be in
consi deration when a devel oper creates a neasure,
because we don't -- first, we don't want to do
any harm And if a physician can help keep the
ki dney function, and, for exanple, when | was on
Next Stage, | had quite a bit of kidney function
and so | only needed it three tines a week. And
that went on for about six to eight nonths
because | was able to maintain ny own kidney
functi on.

But what |I'mhearing is is that may

not al ways be the case, if a doctor is
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prescribing -- you know, so that's just

heari ng that.

DR KASKEL: So in the small

have infants on dialysis sonmetines five
week, nost of them four, and we neasure
If they don't grow, they may need nore,

t he cal cul ati ons.

week; you're | ooking at nonths.

CO CHAI R ANDERSON:  Frank?

this in the workgroup, and we bought up

Neal R. Gross and Co., Inc.
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comments. So I'ma little concerned about

i nf ant

and small child, it is very comon to be doing
dialysis at least four tines a week. And even if
you achi eve the goal and they are not grow ng,

yet your nutritional assessnent is adequate, and
nost of these infants are on G tubes, so they are
getting the nutrition at night, we increase the

dialysis tine. W'Il go to five days a week. W

days a
gr owt h.

despite

So it's a very soft sign, and it takes

along time to determine gromh. |It's not just a

DR. MADDUX: So as we tal ked about

yesterday, one of the issues with a nunber of

www.nealrgross.com
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these, and certainly with this one, with the
smal | body mass that patients have, and the
others, is whether the urea kinetic nodel, or
sinply the Daugirdas formula, really equate to
t he sane thing

| would ask ny pediatric coll eagues
whet her the urea kinetic nodel that was
predom nantly built in adults is 100 percent
applicabl e, especially when you get down to the
very smal |l er sized children, especially |ooking
at the urea generation rates and the nutritional
I ssues that | think were just brought up.

And these are just issues where we are
appl ying sonething to a population that really
was devel oped for a different population. |
think we need to make sure we are aware of that
as we | ook at this one.

DR, KASKEL: | wouldn't go too far
into the urea nodeling or kinetics for us in the
growi ng -- you know, maybe a stabl e adol escent
who is not sick and | osing weight. That's one

thing. But not in the growing child or the not
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growi ng child or adequately growing child, no, |
woul dn' t.

DR. MADDUX: One other corollary
guestion on that for you all is, do you even do
formal urea kinetic nodeling often in children?

DR. KASKEL: | think that we are --
you know, we are stuck, once again, with the
tools that -- there is alimted set of tools,
and so we do use this as a tool. So | do think
it's still an inportant neasure for us to be
calculating it and to -- especially as, you know,
our children grow.

But, obviously, we take a | ot of other
things into consideration, but we just don't --
you know, we don't have the body of evidence.
And, you know, you could nake the argunent it's
smal|l solute -- you know, is there just
overenphasis on small solute cal cul ati ons because
they're easy to do? W know t he nodeling, but
they're still a tool that you have to use, and
maybe that's the best tool we have now. So it's

still a very valuable tool for us.
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CO- CHAI R ANDERSON: Al an?

DR, KLIGER So let nme ask you what
tool you are using. Are you using the standard
Kt/V or the single pool Kt/V when you have
patients that have varying frequencies of
di al ysi s?

DR. SOMERS: Standard for varying.

DR KLIGER You're using the standard
Kt/V, not the single pool.

DR SOVERS: At least that's what |I'm
usi ng.

CO CHAI R ANDERSON:  Any further
di scussions or comments? All right. W are
ready for the vote on evidence.

M5. OGUNGBEM : The conmttee i s now
voting on evidence for Measure 1423. The options
are one, high; two, noderate; three, |ow and,
four, insufficient. Voting is open.

The results are zero votes high, nine
votes noderate, 11 votes low, and three votes
insufficient. The neasure does not fail on

evidence. This is Measure 1423. |t does fail,
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|"msorry, does not pass on evidence.

M5. SAMSPEL: Actually, and so what we
want to do here, and sonething that we have
af forded to ot her developers, is -- and what a
fail means at this point is that we do not nove
forward with the vote

However, what we woul d ask, and |
think Alan has al ready expressed, you know, sone
of his concerns, but also any additional advice
that you can provide to the devel opers as they
consider this nmeasure, if they do take it back to
a TEP, et cetera, what are those types of things
t hat woul d change the ganme on this neasure and
how you woul d vote in the future.

DR. ZARI TSKY: Just a procedural --
are we allowed to nove forward with the other
consideration, that there is not enough evi dence
but we are still -- what is that fourth -- the
exception? O that has to be -- then they have
to have a majority of insufficient evidence vote.
Can you remind ne of the procedure there?

MS. BAL: Yes. W can still nove
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forward and vote on insufficient with exception,
if that's what the commttee would Iike to do.

DR. KLIGER Can | just raise an
understandi ng of that? Because if it's approved
wi th exception, doesn't that say that we think
that it's a valid neasure, it's just that it
doesn't -- it either has topped out or there is
sonme ot her reason not to be using it, but that
has strong evidence for it? That's the way you
have instructed us, that there is strong evi dence
for it.

M5. BAL: No. For the exception with
-- the evidence with exception -- |I'msorry,

i nsufficient evidence with exception, it is that
there is low or insufficient evidence to support
t he neasure; however, you feel that other factors
are strong enough to nove this measure forward,
such as you think that this is an inportant
enough nmeasure, or that the other factors, such
as reliability, or the fact that it is in use and
it is being used well, that kind of thing.

So if you think that other factors
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will be higher, and this is a neasure that shoul d
be kept, then yes. The exception is on the

evi dence, so if evidence would be | ow, everything
el se you shoul d consi der woul d be hi gher.

DR, KLIGER | would just argue |
guess that it means that that would be an in-
practice neasure. And | think this is really a
fatally flawed nmeasure as currently construct ed.
| think if the team goes back and substitutes
standard Kt/V, and does the work to do the
nmeasure -- you know, the background work to do
the gap anal ysis, et cetera, using standard, then
we mght feel differently. But I would -- | just
have trouble approving this with exception in its
current form

DR. SOMERS: | nean, or we could just
restrict it to children being dialyzed three
times a week because it's such a small proportion
of kids who have nore than three tines a week.

CO-CHAIR CROCKS: Wwell, we can't do
that. The devel opers could take that --

DR. SOMERS: Right. No, but that's
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our suggesti on.

CO CHAIR CROOKS:  Yes. |'mthinking
of the exception as, for instance, you know, we
know it's inportant; the evidence just isn't
there, like junping out of a plane without a

parachute is a bad thing, but no one has ever

done the trial. | think we would give that an
exception. That's the sort of -- but here we are
saying that the -- we are not sure it's that

i mportant, and as it's constructed it has fl aws.

But | think -- anybody el se who woul d
| i ke to speak to considering this as an
exception?

DR, ZARITSKY: So with just that in
mnd, | nmean, you know, | think that this is, you
know, an inportant neasure, and | would like to
see the four times a week -- | would rather not
see a standardi zed Kt/V. | would rather see the
three tinmes a week, you know, single pool
i mpl enent ed.

And | brought up the exception issue

because | do think it's an inportant -- it's an
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I mportant neasure that we have and that we don't
just totally, you know, get rid of it. It's --

CO CHAI R ANDERSON:  We can call for
the vote for exception.

DR. ZARI TSKY: So just in the future,
if you're going to -- if you have an idea that
you want to do an exception, then the category
you should be voting for is, then, nunber four,
right? Yes?

CO CHAI R ANDERSON:  Any nore
di scussion in terns of calling for the vote for
exception?

DR, FISCHER: Can you just clarify
what we are going to vote on? The exception of -
- maybe I"'mjust a little bit confused. The
exception of what? What exactly are we voting
on, please?

M5. SAMSPEL: So basically, you know,
when the votes fall down into this three or four
category, so low or insufficient evidence,
typically a high nunber of votes in insufficient

woul d nmean that you think that while the evidence
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provi ded did not support the neasure that it is
still an inportant enough nmeasure that you woul d
|like to see it continue through the voting and
recommend endorsenent with exception to the

evi dence.

You know, | think in this case, you
know, it also sounds |ike there was sone
confusi on, how do you get to that vote of
exception for evidence, is it lowor is it
i nsufficient, and so, you know, | think what I
have heard is that there may be a consi deration,
and we mght just want to get out on the table,
do the vote of how many people want to say, you
know, we think this is an inportant enough
measure to continue to nove it forward through
t he voting process.

| think the other things that | keep
in mnd here are the fact that this is all going
to be docunented in the report, that there is
al so this opportunity during public comment to
get nore information out of the public on how

t hey feel about the neasure that will conme back
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for your consideration as well.

So the nmeasure doesn't technically die
here in this roomtoday if it does not go all the
way t hrough.

DR. KRI SHNAN: But just to what Josh
said, Sarah, if he wants to have the exception --
or if he wants to have the neasure only apply for
three times a week, am | voting on what is
witten, or do we have to go back and --

MS. SAMSPEL: |In this case, we are
voting on what is witten based on --

DR. KRI SHNAN: Ckay. So w thout the
three times a week.

MS. SAMSPEL: Correct.

DR KRI SHNAN:  Ckay.

DR FISCHER. So if we vote yes, then
regardl ess of concerns about evidence we are
going to nove forward and di scuss the nmeasure and
potentially nove to endorse it. |If you vote no,
then you feel that it's not -- regardl ess of the
evi dence, you don't feel it's worth further

di scussi on. Is that correct?
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M5. SAMSPEL: So | -- | nean, if you
vote yes with exception, we will continue with
bot h the di scussion and the vote, you know, as
long as it then passes reliability and validity.
In the event that you vote no, that you don't
feel that it needs exception, then, you know,
technically the votes stop, you could still
di scuss and gi ve some recommendati on, so that we
have it in the report, and that goes out to
public comment.

W work with the devel opers in the
nmeantime to see if they can nake revisions prior
to the post-comrent call

DR, KASKEL: | think it's inportant
enough with all of the flaws that Al an so
beautifully brought up, is that this should be an
exception, and we don't -- we used this, and we
need this. |It's a guideline. | don't want it to
sound like we don't use it. W do.

Smal | percentage of patients nay need
dialysis nore than three tines a week because of

growt h issues and, et cetera, but | still think
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it's all we've got. And, yes, there needs to be

sone devel opnent, sone TEP, and input, to make it

better.

CO- CHAI R ANDERSON:  Andy?

DR. NARVA: No. That was exactly ny
guestion. | -- because if we -- this goes away,

we have no pedi atric adequacy neasure. And |
realize we are only supposed to tal k about
evi dence, but ny sense is that pediatric
nephrol ogi sts want this as a tool to inprove
care, despite its flaws, and that would be
correct.

CO CHAIR CROOKS: There is a later
measure com ng up that does include this as kind
of a conpilation of the four. And does that have
t he sane specification? It does.

DR. ANDRESS: There are two nore
nmeasures. One is a conbined pediatric and adult
human di al ysis nmeasure, and it is a conbination
of the adult and human di al ysis neasure that was
just discussed and this neasure.

And then there is the conposite
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measure, which -- well, the overall neasure that
i ncl udes the human dialysis and the peritoneal
di al ysis nmeasure that we di scussed yest erday.
And that would include the sanme specifications
for pediatric patients on human dial ysi s.

CO CHAIR CROOKS: So | think we need
to discuss and vote on whether we want to
consider this an exception, this other --

DR. SOVERS: The ot her nmeasures, the

frequency for children can still be four tinmes a
week. |Is that correct? | thought that was the
case.

DR. ANDRESS: As currently specified,
that is correct.

DR SOVERS: But the sane issue.

DR KLIGER  That woul d be the sane
i ssue for children and adul ts.

DR DAHLERUS: So the three or four
times was only specified for the pediatric
nmeasure. It is not -- has not been specified for
the adult, and, again, that change woul d be

reflected in the other neasures.
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DR. KRI SHNAN: Can we do what we

of this exclusion?

COCHAIR CROCKS: | don't view it
paral |l el because it -- in that case, it just
it didn't change a thing except to renove it.
But here the evidence base is changed. W do
know shoul d they be going to standard or to
single pool only three tines a week, and ther
ot her things that the devel oper would need to
consider, | believe.

CO- CHAI R ANDERSON:  Frank?

DR. MADDUX: So | just want to be

clear, again, to Mchael's point, what we're

going to be voting on here. It strikes ne th
- I'"'ma little concerned about the degree of
way we view stipulations. | certainly unders

it, and think for the typos and the

adm nistrative sort of logistics itemthat is

Neal R. Gross and Co., Inc.
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And ny assunption is, recognizing that
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this is an existing neasure that is in use, yet a
measure that has sone distinct flaws because of
the three or four tines, is the exception for us
to say that this nmeasure, as designed, would
still be okay, versus this neasure needs
reconfiguring to be designed properly in either a
future iteration or an adjustnent?

COCHAIR CROOKS: | would take it to
mean that voting for an exception neans that we
think the measure is okay as it is, and not
necessarily recommendi ng a reconfiguration,
whereas if we don't give an exception, they do
have the opportunity to -- that al nost pushes
themto nmake it better sonehow

CO CHAI R ANDERSON:  Josh?

DR. ZARI TSKY: Just for the sake of
t he exception, which | would recommend that we at
| east put it uptoalittle vote, is that | could
make the argunent that the evidence, as it
stands, even for a 1.2 Kt/V, there is very
limted evidence, where, again, borrow ng from

the adults, and so | think that's another avenue.
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So to get hung up on the -- you know,
the four tines a week when it's five percent, and
we really don't know, is that really 1.2, nmaybe
if we do 1.2 for four tinmes a week there is
addi ti onal benefit.

You know, technically |I have a probl em
with it, but philosophically | would |ike to see
it put up for the exception.

CO CHAI R ANDERSON: Al exandr a?

CO CHAIR CROOKS: Lisa is first.

DR, LATTS: So | amstruggling with
heari ng the evidence here versus hearing our
pedi atric col |l eagues who know nore -- way nore
about this than | will ever ever know, telling ne
t hey need this measure.

And then | amalso struggling with
there are other neasures that we will need to
reconcile at sonme point. So | guess I'd like to
see this one go through the process, then
reconcile and we sort it out.

DR. DALRYMPLE: Can | just ask a

procedural question? Because | think it's clear
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we all want a pediatric nmeasure, but we want it
to be valid with kid specifications.

(Laughter.)

So just for our own understandi ng,
Sar ah, suppose we deci de not to pass making
exception for insufficient evidence. So we
deci de today that the najority does not go that
way, in theory, now that we are a standing
commttee, how quickly could CVMS bring a new
nmeasure back to us, us reconvene via tel ephone
wor kgroups, if they followed, for exanple, the
pedi atric reconmendati ons saying just -- just
make it three times a week for it to have
evi dence that supports -- | mean, how quickly
could it come back to us for review and nake it
to public coment, et cetera?

M5. SAMSPEL: So, | nean, procedurally
what woul d happen in this case for this neasure
is that if you fail it here, you know, again,
technically the votes stop, you could still
continue your discussion for sake of the future

nmeasures as well, and that we have it in |line and
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al so have direct feedback to the devel opers on

what woul d need to be done in the future for you
all to want to reconsider it.

However, if it -- basically, a failed
vote here nmeans you do not recomrend it for
endorsenent. It still goes out for public
comment, so -- and then -- so that, you know, it

takes us a nonth to get the report together,
anot her nonth for public coment, we get you al
back together. During that time, if CVMS can nake
t hose adjustnents, you know, and provide the
data, et cetera, that you would need to put it
t hrough, you could revote on it technically in a
coupl e nont hs.

However, you know, that is kind of an
i deal situation. |If that doesn't happen, then,
you know, | think it's up to CVM5 to say these are
significant -- you know, these are significant
changes to the neasure, and, you know, it is
bet ween CM5 and NQF to determine, is it a |ost
endorsenent or is it sonmething that holds for a

while while they have a plan in place to resubmt
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t he neasure with significant changes.

CO CHAI R ANDERSON:  Yes?

DR. ANDRESS: So in terns of tineline
and responding, | agree, | think this is a
somewhat different circunstance than the neasures
di scussed yesterday, in part because | think the
stipulation there was a fairly straightforward
case of not changi ng the neasures, and we knew
what the answer was at the tinme, w thout changing
t he measure.

In this case, of course, there is the
potential that the neasure itself is changing.
You know, is the answer -- you know, just a
guestion | would have for -- to look at it, is
the answer to retain patients who are treated
four times weekly with a different target, or is
it a different way of -- should there be a
different way of calculating target, or just
sinply to renove the four tinmes weekly patients
entirely? | nean, | think that's a question to
be investigated and not sonething to be

stipulated to in this neeting.
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In terns of the tineline, | think we
are pretty confident that we can investigate that
and get back to the conmittee follow ng the
public comment period, you know, and that can be
consi der ed.

| think the other issue to consider is
that there is -- we are planning on a renal
project next year as well, where we are already

going to be subnmitting sone other neasures, and
keeping in mnd of course that this -- this
probably rebounds to the two foll owi ng nmeasures
as well. That might also be -- if we can't
resolve it in the two nonths until the public
comment period is over, that m ght be anot her
opportunity to address the concerns.

| think from our perspective of course
we want to retain pediatric patients in the
assessnent of adequacy for a nunmber of reasons
that are not entirely related to evidence. |
think froma policy perspective it is inportant
to keep a focus on the treatnent of pediatric

patients, and they are already systematically
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excluded froma nunber of other quality measures
I n our various prograns.

And | think that is certainly
sonething that is worth pursuing as this
commttee sees fit, and we are certainly wlling
to put the effort into ensuring that the neasure
both conports with the quality standards but al so
addresses what | think is a continuing need for
gquality in the dialysis community.

M5. SAMSPEL: Did that answer your
guestion? | nean, do you -- does everybody feel
cl ear on what the tinelines could be based on the
vote? Yes. (Kkay.

CO CHAI R ANDERSON: Are we ready to
make a vote on insufficient evidence with
exception or no exception?

M5. OGUNGBEM : The conmittee is now
voting on Measure 1423, evidence, potenti al
exception to enpirical evidence. The options are
one, insufficient evidence with exception; and,
two, no exception. The vote is now open, and |

will be voting for Ms. Hartwell, since she
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st epped out of the room

The results are 14 votes insufficient
evi dence with exception, and nine votes no
exception. The nmeasure passes with insufficient
evi dence with exception.

CO- CHAI R ANDERSON:  All right. So
|l et's nove on to performance gap. Al an and
Fr ank.

DR KLIGER. (Ckay. Perfornmance gap,

t he devel opers did look at a relatively snall
group of patients. Congratulations, you found
the pediatric patients to examne for this in the
CROMWeb 2013 data set show ng 85 percent
adherence with a range between 56 and 100
percent. There were no -- not enough evidence to
| ook at skewedness or subgroup anal ysis.

DR. MADDUX: The only thing |I woul d
add is that there was a mld gap recogni zed in
the small popul ati on that was studi ed.

CO CHAI R ANDERSON:  Any further

di scussion? Are we ready to vote on perfornance
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gap?

M5. OGUNGBEM : The conmittee i s now
voting on performance gap for Measure 1423. The
options are one, high; two, noderate; three, |ow
and, four, insufficient. Voting is open.

The results are one vote high, 17
votes noderate, two votes |ow, and two votes

insufficient. Measure 1423 passes on performance

gap.

CO CHAI R ANDERSON: Moving on to
reliability.

DR, KLIGER Reliability of the
speci fications, | guess we've already beat that

dead horse. So |I think that there is a real
problemw th the specifications and personally
woul d find trouble passing this on the

speci fications.

In terms of the reliability testing,
there was, again, testing on this small group of
patients showing an | UR of 0.81, saying that
about 81 percent of the variation of the neasure

is attributed to between facility variation. The
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pre-reviewers, who incidentally did a fabul ous
job -- thank you very much -- found that this
translated to noderate reliability, and | agree
with that.

CO CHAI R ANDERSON:  Any further
di scussion on reliability? Al right. Ready to
call for the vote?

M5. OGUNGBEM : The conmittee i s now
voting for Measure 1423, reliability. The
options are one, high; two, noderate; three, |ow
and, four, insufficient. Voting is open.

The results are one vote high, 11
vot es noderate, seven votes |low, and two votes
insufficient. Measure 1423 fails on reliability.
Possibly not. One nonent. Yes, it -- is it --

M5. BAL: So we woul d need a high
noderate to be at least 60, so it's actually gray
zone. Sorry, | shouldn't have said failed. It
is a gray zone neasure. So for -- | think we
briefly went over it through one of the workgroup
calls, but for anyone who was not on the call,

the gray zone is a place between 40 and 60
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60

percent. So that's the point we're at. W're at
57 percent of agreenent.

So basically what that nmeans is that
we were not able to cone to consensus on
reliability, and we would open that up -- when we
do our draft report, we will wite that in the
draft report and say, "Ask for comments fromthe
public,"” but we do nove forward with the neasure.
But we basically said the commttee didn't cone
t 0o consensus.

DR. FI SCHER: People didn't vote. Two

peopl e --

M5. BAL: Lori is not in the room
So, and we can't vote for her. Well, she wasn't
at her -- we can do a revote and --

DR. FISCHER: Yes. |'mjust pointing
it out because we didn't have --

(Si nul t aneous speaki ng.)

M5. BAL: And pl ease check your
batteries, if we're not getting your vote.

DR. FISCHER: So we're voting on --

just so I"'mclear, we're voting on both the
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specifications and the reliability. So it's not
just about the reliability of testing. It's also
about the specification, which have been -- I'm
just confirmng, just so | understand what we're
voting on agai n.

CO CHAI R CROOKS: Yes, you're correct.
We're voting on both, which nay or nay not have -
- be the right way to do it, but --

M5. BAL: So we will go ahead and
revote, and just, again, to clarify, to answer
M chael ' s questions, when you're voting on
reliability, you are voting on both 2(a)(1),
which is the precise specifications, and the
testing, so the appropriate nethod and scope with
adequate results of the testing.

The other thing | amjust going to ask
is that when you vote, and you point at
Al exandra, that you make sure your nunber is
showing up in your little screen. And | know
people are, but this is really kind of a really
i mportant place where we need all the votes.

M5. OGUNGBEM : The commttee i s now
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voting for Measure 1423 on reliability. Options
are one, high; two, noderate; three, |ow four,
insufficient. Voting is open.

M5. BAL: As you've seen, we do need
t hose two ot her votes.

M5. OGUNGBEM : The results are zero

hi gh, 11 votes noderate, 11 votes |ow, and one

vote insufficient. The neasure is still in the
gray zone. So we will continue with the next
criteria.

CO CHAI R ANDERSON:  Al'l right. Mbving
on to validity.

DR. KLIGER This one is easy. |It's
on face validity, so that is the criteria.

CO CHAI R ANDERSON:  Frank, any ot her
comment s?

DR. MADDUX: No ot her comments.

CO CHAI R ANDERSON:  Any further
di scussion? Are we ready to vote for validity?

M5. OGUNGBEM : The conmttee i s now
voting on validity for Measure 1423. The options

are one, high; two, noderate; three, |ow and,
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four, insufficient. Voting is open.

Results are zero votes high, 18 votes
noder ate, four votes |ow, and one vote
insufficient. Measure 1423 passes on validity.

CO CHAI R ANDERSON:  Moving on to
feasibility?

DR KLIGER It's used in CROANWD.

It has been used. | don't whether we can do both
of themtogether, but it has been used and it
appears to be feasible.

CO CHAI R ANDERSON:  Any further
coments or discussion? Call for the vote.

M5. OGUNGBEM : The conmttee i s now
voting on feasibility for Measure 1423. Options
are one, high; two, noderate; three, |ow and,
four, insufficient. Voting is open.

Results are 14 votes high, eight votes
noder ate, one vote |ow, and zero votes
insufficient. Measure 1423 passes on
feasibility.

CO CHAI R ANDERSON:  Usability and --

use and usability?
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DR KLIGER So it's currently
reported in Dialysis Facility Conpare, and the
QP, so it appears to be usable.

CO CHAI R ANDERSON:  Any ot her further
commrents or discussion? Call for the vote?

M5. OGUNGBEM : The conmittee i s now
voting for Measure 1423 on usability and use.
Options are one, high; two, noderate; three, |ow
and, four, insufficient. Voting is open.

Results are 17 votes high, six votes
noderate, zero votes |low, and zero votes
insufficient. Measure 1423 passes on usability
and use.

CO CHAI R ANDERSON: Before we nove on
to endorsenent, is there any further discussion
regarding this nmeasure, or comrents or questions
for the devel opers?

Al right. W are ready to nove on to
vote for endorsenent, and it is with exception.
Is that how we state it?

MS. BAL: The exception is only for

evi dence.
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CO CHAI R ANDERSON:  Ch, just for
evi dence. Ckay. To nove on recommendation for
endor senent .

M5. SAMSPEL: Actually, overal
suitability for endorsenent. Sorry. And |I'm
just making a point about this. So you are
recommendi ng endorsenent. Technically, the
endor senment body is the board of NQ-. So yours
is a recommendation for suitability for
endor senent .

DR. LATTS: GCkay. So, wait, so with
all of the previous discussion and the
excepti on/ approval of the evidence, when we are
doi ng the endorsenent, is it forgetting all of
that and just taking it as it is witten? O is
it understanding that there is this exception and
we have asked the devel opers to go back and
rewite it?

MS. SAMSPEL: So, in this case, there
is the exception, and then there is also the gray
zone. So this neasure has work to do, and you

wi || have an option of revoting.
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M5. BAL: Just a clarification. The
exception is not that you are telling the
devel oper to do so. The exception is just
stating that you take -- you have seen the
evi dence, you don't feel that it's strong enough
to support it, but you feel the neasure is
i mportant enough, and you are going to -- where
normal Iy you woul d have to stop at evidence, you
are saying that you fully can bypass that.

So your -- the exception was not that
t he devel oper has to make this change. However,
you have given that recomrendation to the
devel oper, and they can take that and provide
changes for you. | just want to make that clear,
that there was an excepti on.

CO CHAI R CROOKS: And what is the
ultimate i npact of the gray zone vote?

M5. BAL: So the gray zone, since it
was only on reliability at this point, we would
send it -- you know, put it in the draft report,
ask for public comment. You can choose to

revote, if you want. |If you feel that whatever
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you receive is not enough for you to revote, we
woul d leave it as is. The only vote you woul d
need to reconsider is if on this vote, overal
suitability for endorsenent, you were in the gray
zone.

So sane thing, we would, you know, put
in the draft report, ask for comrents, and then
we woul d ask you to revote at that point to get -
- see if we can get you to conme to consensus,
only if this vote goes that way.

DR. ZARITSKY: So it seens that it is
a safe -- | nean, it would be sort of a
conprom se, then, if we had the option of saying
we want to revote on that gray zone dependi ng on
they had -- they had made a change, right? That
woul d give us -- that would say we have to revote
on that to then pass it on the nmeasures. |s that
ny under st andi ng?

M5. BAL: Well, you can revote either
way. So you can have the gray zone and revote,
or you can just say, "Listen, based on what we

have received fromthe devel oper, and what we
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have received from public comment, we feel that
we need to revote.” And then you can nmake that
decision as well. So does it -- you have that
opportunity no natter what.

DR. ZARI TSKY: Are we voting a
revote -- | nean, | guess what |'mgetting at is,
how do we know that we are going to -- | think
people in the roomwould feel a |ot nore
confortable if there was a revote on that gray
zone as a safety neasure to say, "Hey, you know,
|"mnot confortable with the way that it's
witten now" | guess that's the question |I'm
getting at.

M5. BAL: W generally just do a
ver bal disclosure, and then we'l|l vote on that.
And, unfortunately, there is no way for us to
trigger a gray zone, but we can definitely make
this a guaranteed item on our agenda for the
post-neeting call. So we would discuss this and
you woul d get to decide if you want to revote on
this neasure or not.

CO-CHAIR CROCKS: | still am not
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exactly clear on process. In order for us to
recomrend for endorsenent, we have to have
60 percent or greater, especially on the top two,
i mportance and scientific acceptability of the
measure. And if we haven't achi eved that, then
we haven't reached consensus, and how can we be
voting to endorse it? Does that make -- so |I'm
asking if the process is that we nust reach
consensus on each category in order to be voting
for endorsenent. And we haven't reached
consensus on reliability, so how can we be voting
for it? So the vote is we're going to endorse it
if the gray zone can be cleared, or how can we
even - -

M5. SAMSPEL: So this is in one way
why | was trying to make that distinguishnent.
So in this case, basically what you're saying is
overall for Measure 1423 -- that's where we are,
correct? So for Measure 1423, you have actually
passed it through on inportance because -- with
an exception to the evidence. You're in the gray

zone, so you did not reach consensus on
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reliability.

However, it did neet -- and you did
pass it through on validity, feasibility,
usability and use. This overall suitability for
endorsenent is then |ooking at a whole in all of
the criteria. Wuld you currently have your
recomrendati on be this neasure is suitable for
endorsenent as it is currently specified in front
of you?

Ei t her way, what will happen with the
gray zone is during -- you know, we will be
seeking public comment. The devel opers have al so
a period of tinme to nake changes to the neasures.
That all cones back to you during the public
comment call, you know.

Kind of to address your question,
Josh, it is actually up to the comrittee. If we
got no coments, if the devel oper said, "Forget
it. I'"mnot going to do anything. W're not
going to put investnment into this."” You could
say, "No, we're not going to revote. W want to

| eave our vote as stands.” O you could say,
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“No. You know, we want to revote," and then you
turn it down.

So technically this is an initial
i ndication that right now you think this neasure

I's recormendabl e to continue its endor senent

process.
DR LATTS: And that is if we vote
yes. If we vote yes, you're saying --
M5. SAMSPEL: |f you vote yes. O you
could vote no, and still -- there is still that

al nost a cure period of the public comrent where
you get nore -- a broader range of information
from NQF nenbers and the public as well as what
t he devel oper may or may not plan to do, and you
woul d take that into consideration. And on the
call, we would say, "Ckay. Wth all this new
i nformation, do you want to vote or revote?" You
know, |'m guessing you guys woul d say yes, and
then we would do a revote and it would be an
online revote --

DR. LATTS: So it's al nobst --

MS. SAMSPEL: -- of all criteria.
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DR LATTS: So this vote is
essentially not binding right now, one way or the
ot her .

M5. SAMSPEL: Well, it's -- well, yes,
| nean, | think it's binding in the fact that it
puts it through the NQF process. It hel ps us
understand where it is slated, what additional
i nformati on we need to gather, how we put it into
the report, what your issues were, bringing to
the attention sone of the inportant concepts that
you brought up.

You know, the reality is is even after
that final public comment vote, you know, the
measures go through the CSAC, and the CSAC is an
addi tional |ayer before it goes to the board.

DR ANDRESS: |I'msorry. One
clarification | would ask for. M prior
under standi ng had been that if we -- if the 40
percent threshold is not nmet for the gray zone,

t hen the neasure does not continue through public
comments. |Is that correct? O wll it go

t hrough public comments regardl ess?

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

M5S. SAMSPEL: Everything goes through
public comment.

DR. ANDRESS: GCkay. All right.

M5. SAMSPEL: It's just the
nonmencl ature on the neasure.

DR. ANDRESS: Ckay.

M5. BAL: You nay be confusing that
with voting. W don't vote on neasures that
don't go through, but we would still do public
corment. |'msorry, not -- the conmttee would
vote. The nenbershi p does not vote on those
measures. | think that's new here.

CO CHAIR ANDERSON:  All right. Are we
ready to vote for suitability for endorsenent?

M5. OGUNGBEM : The conmttee i s now
voting for overall suitability for endorsenent on
Measure 1423. The options are one, yes; two, no.
Pl ease vote.

M5. BAL: So the neasure is in gray

zone, so you will get to vote on it at the post-
neeting coment -- | nean, the post-conmrent
nmeet i ng.
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CO CHAI R CROOKS: How are you enjoyi ng
the land of Kt/V today? It just never ends.

Ckay. So we are noving on to
Measure 2703. |I'mgoing to take the hel mas
Connie is recused on this particular --

CO- CHAI R ANDERSON:  No. |'m not
recused. |'m eval uati ng.

CO CHAIR CROOKS: There's a conflict?
Ch, it's not this one.

CO- CHAI R ANDERSON:  No.

CO CHAIR CROCKS: Oh. kay. \Well,

t hen, you may continue. You're doing a great
job. | guess I'lIl -- okay. This is Measure --
CVMB neasure mni mum del i vered dose, henodi al ysi s
dose. CQur devel opers are at the table, and take
it away.

DR. DAHLERUS: And, again, | wll keep
our remarks very brief. So this is the conbined
henodi al ysi s adequacy nmeasure. So it includes
both the adult and pedi atric popul ati ons, and the
assessnent is whether the respective adult and

pedi atric popul ati ons achi eved m ni rum Kt/V, and
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that in this case is 1.2.

As we stated earlier, and in
yesterday's discussion, we will be renoving the
upper threshold of 5.0.

DR. MADDUX: So we won't go through
the entire discussion we just went through, but
basically this is the conbi ned neasure. For the
evi dence, the KDOQ quidelines were used from
2006. The guidelines related to pediatrics, and
adults were simlar to what has been previously
present ed.

And there was evidence presented from
the henpo trial as well, comments fromthe
wor kgroups recogni zed sonme of the same issues
surrounding the criteria for three tinmes per week
versus other, you know, pediatric, as well as the
di stinction between the various nechani sns of
calculating this.

CO CHAI R CROOKS: (Ckay. The evidence
is open for discussion. 1'd just like to nmention
there was a long list of references of additional

evi dence, and which in the instructions requests
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a summary for each article, and that wasn't done,
this long list of references. And interested as
| am I'mnot going to go look up the articles to
see what they say. So, again, |'d encourage the
devel opers to follow the directions on the form

| don't know about the quality of the evidence
beyond KDOQ .

DR. MADDUX: And | would just ask the
devel opers to confirmthat for the pediatric
conponent of this there was the three or four
agai n.

DR. DAHLERUS: Correct. So the
di scussion that we had for the | ast neasure
applies here as well.

CO CHAI R CROOKS: O her discussion
about the evidence? |'msorry. Mhesh.

DR. KRISHNAN: |Is there any direct
evi dence that a conbi ned neasure has utility? O
we're saying the fact that the two conponents
each i ndependently have utility neans that we
shoul d confer the associative property to the

conbined netric, is that correct?
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COCHAIR CROOKS: Well, | amgoing to
presune that the reason is simlar to what we
heard yesterday, that for small units or units
that have a small nunber of peds, we want to make
sure the peds patients get included. But you're
asking, is there evidence that this is a good
nmeasur e.

DR. KRI SHNAN: Yes. It wasn't just in
the policy, get the policy conmponent, the m ninal
cell size, the intent. Just ask about the
evi dence itself.

CO CHAIR CROOKS: Right. Do the
devel opers have any conment ?

DR. DAHLERUS: So, again, we --
because the thresholds of 1.2 are based on the
evidence cited in the individual measure, we
woul d argue that this also applies to the
conmbi ned neasure. | think the discussion
yest erday about the conbined PD neasure al so
applies here, whether there are any concerns
about the values for adult sonmehow masking the

result for the pediatric population. But, again,
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t hat woul d probably be | ess the case given the
slightly larger HD popul ati on.

DR KRI SHNAN: And | have scrolled
down to validity, but was this discussed at the
TEP, this comnbi ned neasure?

DR DAHLERUS: Not the conbi ned
nmeasure. The individual nmeasures were, though.
CO CHAI R CROCKS: Al an?

DR, KLIGER And just to clarify, the
three or four treatnments a week is true for both
adul ts and chil dren?

DR. DAHLERUS: No. Just children

CO CHAI R CROOKS: Ckay. Any ot her
coment s?

DR. KRI SHNAN: So, Frank and ot hers,
how di d you guys rate the evidence for this?

DR. MADDUX: So havi ng been on both
1423 and 2703, the sane issues apply
predom nantly to the pediatric application. So
for the adult portion, | think the evidence is
pretty good, and that would be either high or

noderate. For the pediatrics, ny thought is that
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this is suspect because of the sanme di scussion we
j ust had.

DR. KRI SHNAN: How do you synt hesi ze
the two of those in one neasure? |Is that --

DR. MADDUX: | think the flaw in the
measure, as a conbi ned neasure, has to be the
sanme flaw as the | east conmon denoni nator of the
two -- of both neasures.

DR. KRI SHNAN:  Agr eed.

CO CHAI R ANDERSON:  And | guess from
ny perspective, if you have a separate neasure
for pediatrics and a separate neasure for adults
-- and, again, I'mnot really sure what you
gai ned by conbi ning the neasures into anot her
nmeasure unl ess you are able to harnonize the
neasures at the very end.

So I was struggling with all of the
di fferent neasures. And then conbining theminto
one where the evidence for the pediatrics is what
we want there, certainly very strong evidence for
the adults, but the pediatric evidence, even in

t he gui delines, was a grade C
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CO CHAI R CROOKS: Ckay. O her
di scussi on? Measure devel opers.

CO CHAI R ANDERSON: Let's get the
conmttee --

CO CHAIR CROOKS: Yes. |'msorry.
Lori ?

M5. HARTWELL: To mny under st andi ng,
conbi ning the nmeasures was to pick up the extra
11 kids that would not be normally neasured. |Is
that correct? The reason for this?

DR. DAHLERUS: Correct. Yes. So nore
facilities and nore children will be evaluated in
t he conbi ned neasure.

CO- CHAI R CROCKS:  Mahesh?

DR. KRISHNAN:. And this is just why |

struggle, right? | nean, the difference between
-- 1 get the policy objective. It makes conplete
sense to nme. | just don't get the evidentiary
basis for the construction of that. |If there was
an attachnment, there wasn't -- there isn't strong
enough evidence, if we're just evaluating -- |I'm

assumng we're just evaluating it based on the
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evi dence and not on the policy inplications.

CO CHAI R CROOKS:  You dropped your
card.

DR KRI SHNAN:  Yes.

(Laughter.)

CO CHAIR CROOKS: Don't say |'m not
observing things up here. Ckay?

Any ot her di scussion about the
evi dence before we vote? Yes, M chael.

DR. SOMERS: You know, just all the
di scussi on about the evidence and as it pertains
to kids. | mean, sone of it is focused on the
four time a week, but, again, as | said before, |
mean, where actually, if you are neeting this
criteria with four time a week dialysis, you are
exceedi ng adequacy st andards.

So, you know, as a quality neasure,
this is ensuring that you are giving good care to
those children. So, you know, | wouldn't use
that necessarily to speak against this neasure
from an evi dence standpoint.

DR KLIGER: And while | understand
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and respect what you say, Mchael, | also want to
point out that as witten it would be a
di sincentive to increase the frequency of
dialysis. |If you have a borderline child who is
not meeting the 1.2 standard single pool on three
times a week, if you wanted to neet the standard
you woul d not be able to increase the frequency.
DR SOMERS: | think if you were to
| ook at that five or six percent of children who
are dialyzed four tines a week, they are being
di al yzed four tinmes a week for vol une issues.
And so, you know, in terns of the anpunt of
cl earance you're getting, you' re far exceeding
what you ever need.
DR. MADDUX: If | could comment, too,
M chael, the way | look at this is we have a
particul ar set of measures here, and we have
opportunities through the process to get it
right. Rather, in ny opinion, get it right or as
right as we can understand it, than to try to say
it's right enough, because | do think as we went

t hrough previously there are nmultiple ways in
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whi ch to not dimnish the opportunity to | ook at
t he pediatric popul ation and those on dial ysis,
and yet also not have some of the issues with the
parti cul ar measures.

CO CHAIR CROOKS: COkay. It looks like
we're ready to vote on the evidence.

M5. OGUNGBEM : The conmittee i s now
voting on evidence for Measure 2703. The options
are one, high; two, noderate; three, |ow and,
four, insufficient. Voting is open.

M5. BAL: W're contacting |I T about
that, but that screen is avail abl e.

CO CHAIR CROOKS: So unlike the | ast
one where we voted no, this is a gray zone. |It's
above 40 percent, with a one or a two.

M5. OGUNGBEM : The results are zero
votes high, 10 votes noderate, nine votes |ow,
and four votes insufficient. So the neasure is
gray zone, Measure 1423.

CO CHAI R CROOKS: Thank you. Sorry
got ahead of you. Just doi ng nunbers today.

kay. So | think we don't need to
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vote for exception in this case, or maybe we do
just for insurance. | don't know.

MS. BAL: No.

CO- CHAI R CROCKS:  No.

M5. BAL: We would nove forward as if
this measure had been accept ed.

CO CHAI R CROOKS: Ckay. So we'l
continue this gray zone neasure and go on to the
per f or mance gap.

DR. MADDUX: So the gap -- the
di scussi on of the gap recogni zed the data for
both the CRONMNWeb and the Medicare cl ai ns dat a,
and the performance of the elenents, the
pediatric element and the adult elenment. | don't
think there was substantial disparity recognition
t here.

And the conmments of this nmeasure
surrounded the simlar comments that we have had
related to the predom nant driver of this
aggregate neasure being adults, because of the
nunber of patients, questioning whether it has

t opped out, know ng that independently the adult
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| ooked |i ke there was not nuch of a performance
gap, and there was a mld to noderate perfornmance
gap in the limted nunber of patients tested in

t he pediatric popul ati on.

CO CHAI R ANDERSON:  No further
comments, other than the risk adjustnent. There
was not significant -- and it does, in the 2015
QP, it is at -- Kt/Vis at 98 percent.

So, again, there is little roomfor
performance i nprovenent in the adult popul ation.
And | think that's one of the difficulties in
conbining the nmeasure is that you have -- the
adult population really is pretty well topped out
and has shown i ncreased inprovenent.

COCHAIR CROOKS: Al right. O her
comment s about the performance gap?

DR. KRI SHNAN: Frank, is this the
exact -- Connie, is this the exact same nunber
for the performance gap fromthe adult neasure?
It seenms like it, right? The 93.5 percent?

CO- CHAI R ANDERSON: I n the 2015 Q P,

it is 98 percent.
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DR. KRI SHNAN: No, | understand. But
in the performance gap for this neasure, the
conbi ned nmeasure conpared to just the adult
measure --

CO CHAI R ANDERSON:  Ch, vyes.

DR KRISHNAN: -- it is the exact sane
nunber ?

DR. MADDUX: So, Mahesh, | did not
interpret this as being the aggregate, at 93-1/2,
that as being the pediatric. | nay be wong, but

DR. KRISHNAN: It is just the adult,
again, so that is the exact sanme nunber. So you
don't have a gap for the conbi ned?

CO- CHAI R ANDERSON: | think the 93-
point is the 2013 percentages and is the gap
anal ysi s conbi ned.

CO CHAI R CROOKS: Yes. Can you
clarify what the gap for this neasure was when it
was determ ned?

DR DAHLERUS: So in the section on

meani ngful differences, we do show that about 15
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percent of facilities are perform ng worse than
expected, and that would -- and so we provide
that in the meani ngful difference anal ysis.

CO- CHAI R CROCKS:  Ri ght.

DR. DAHLERUS: And just to clarify,
this conmbi ned neasure is not inplenmented in the
QP

CO CHAI R CROOKS: Do you have a nean
performance and a percentage?

DR. DAHLERUS: N nety-three percent.

CO CHAIR CROOKS: Yes. That's what |
-- okay. This neasure is at 93 percent. They
can calculate outliers, you know, statistically,
but the nean is 93.5 percent.

Okay. Ot her discussion on the gap?
Ckay. Let's vote.

M5. OGUNGBEM : The conmttee i s now
voting on performance gap for Measure 14 -- or
2703, pardon nme. The options are one, high; two,
noderate; three, |ow and, four, insufficient.
The voting is open.

Results are one vote high, eight vote
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noderate, 11 votes |low, and three votes
insufficient. And the neasure does not pass on
performance gap. It's Measure 2703.

CO CHAI R CROOKS: Ckay. So that puts
it in the category of possibly being eligible for
reserve status. So we will continue.

M5. BAL: If the conmittee would Iike
to consider it for reserve, we can do a hand
vote. But it does not have to be considered in
that manner. So it would be nore, do you feel
that this should be a candidate? |If not, this
measure wll fall here, and we wll nopbve on to
t he next one.

DR. MADDUX: So | have one question.
A neasure that has never actually been used can
be put in reserve? It's like being the
designated hitter forever.

(Laughter.)

CO CHAI R CROOKS: Sarah? Can you hel p
us with this question? W have even managed to
baffl e Sarah. Al right. Very good.

DR. ANDRESS: Gkay. Sure. So | think
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froma certain standpoint it nmakes sone sense.
And we tal ked about the adult neasure going -- as
possi bly going into reserve status as a candi date
for that. You know, and the reasons, of course,
for that neasure al so apply here because the vast
majority of the denom nator in the conbined
nmeasure is driven by that neasure. So it makes a
certai n degree of sense.

And | think the classification for why
it wuld -- if you think of it as an ultimte
potential replacenent nmeasure, then certainly
t hat nmakes sense, because the sane reason for
having the neasure in place still stands.

You know, there is the additional
concern of course of the specifications for the
pedi atric popul ation that are conbined within the
measure, but | think that is a separate issue
fromwhether or not it should be considered for
reserve status, you know, of course pending the -
- pending our efforts to kind of resolve and get
back to you the specification issues.

| nean, | think, you know, the purpose
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ultimately of this neasure is to take on the --
you know, to generally take on the sane role as
the neasure that is going into reserve status,
and so | think it makes sense to consider it for
reserve status on that basis.

| don't know procedurally if NQF would
allow for that, but I think it's -- you know, |
nmean, in some ways, you know, we propose it here
as a distinct nmeasure, or we present it here as a
di stinct nmeasure because, you know, there are the
nmeasures i npl enented, and we wanted to ensure
that we retained a continuity of endorsenent
status if the conbi ned neasure was not sonethi ng
that the panel was willing to consider.

But it can also be considered a
nodi fication of the existing neasure to try to
address at a particular policy need. At the end
of the day, it is addressing -- it is assessing
t he adequacy of dialysis received by these
popul ati ons.

You know, if that is sonething that we

consider to be an inportant nmeasure of quality
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t hat goes forward, even given the high | evel of

performance in the overall popul ation, then |

think the reserve status -- | think it nakes
sense. And, again, you know, it's -- whether or
not NQF can support that, |I -- you know, | |eave

that to Sarah to respond

M5. SAMSPEL: So I'll ask Mchael to
make his comment, and we are still gathering our
responses.

DR, FISCHER: If | could just a quick
-- | nean, | | ooked at the -- because we | ooked

at this yesterday, the NQ- docunents, and going
to Franklin's point it says this is for --
t al ki ng about retaining endorsenent.

And, specifically, thereis aline in
here that says, "Wuld not grant an active
endor senent status for a neasure that has not
been used." This measure has not been used
before. So I guess, if | understand your own
docunentation correctly, kind of -- this isn't
possible in this situation with a conposite

nmeasure that has not been pronul gated and used
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previ ously.

M5. SAMSPEL: So | think technically
we coul d argue both ways. This is unprecedent-
setting. You know, | really -- we don't have a
precedent to go back to on this one. But we have

the i ssue of a conmponent of this neasure is an

endorsed NQF neasure that you earlier voted
reserve status.

The other portion of this neasure,
anot her conponent of this measure, you know, is
in gray zone because that was the one that -- you
know, and thus has not -- is not inplenented or

not endor sed.

And so -- and really going back to
what, you know, you just pulled out as well,
M chael, is, you know, | -- in light of the fact
that the second conponent of the neasure actually
has to cone back to revote as well, | nean, what
| really would do is not deal with reserve status
right now at this nmeeting until we can deal wth
the rest of the neasure issues through the public

comment period and through post-public comment
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voting on the second half of the neasure.

CO-CHAIR CROCKS: Wwell, | don't know
about you guys, but I'mgetting dizzy. So then
at this point, then, we'll stop considering this
measure, as | understand it, and nove to the
next .

Okay. That cleared ny head.

2705 is the next neasure. This is, as
we know, a CMS neasure conbi ni ng ot her neasures.
So if you are ready to -- are you ready to go
ahead?

DR. DAHLERUS: Yes.

CO CHAI R CROCOKS:  Ckay.

DR. DAHLERUS: Yes, we're ready. Are
we ready? Gkay. So, again, in the interest of
time, just to clarify. So this is the overall
conbi ned di al ysis adequacy neasure. So it's a
conbi nati on of each of the individual neasures
that we have discussed in the past two days.

And so this is -- and, again, the
intent here was to include as many patients and

facilities and the assessnent of adequate
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dialysis. So it's a conbination of the
respective pediatric henodi al ysis and peritoneal
di al ysi s adequacy neasures, and then the
respective adult HD and PD neasures as wel | .

This is -- the conbi ned neasure is a
new nmeasure, and it has not been inplenented in
Dialysis Facility Conpare or QP. And, again,
the stipul ation about the upper threshold is
sonething that will also be revised for this
overal | conbi ned neasure.

And in terns of the evidence that we
sunmari ze in the evidence form the evidence
draws on specific m ninmumthresholds for each of
t he di stinct popul ations.

COCHAIR CROOKS: Al right. CQur
primary reviews are Al an and Elizabeth. Wo
would like to kick it off?

DR. KLIGER Yes. So there are two
facts about this measure that are | think
different than the others. It obviously has the
sanme issue that we have just spent the | ast

torturous two hours tal king about. But, in
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addition, if you |l ook carefully at what they have
sai d, the denom nator statenent says for adult
henodi al ysi s patients receiving dialysis,

excl udi ng those who receive dialysis |ess than
three or greater than four tinmes a week. So this
does include indeed adults getting four tinmes a
week dial ysis.

The other thing to note that is
sonmewhat different is unless | msread this, it
does not exclude home dialysis patients. And if
it does not, then there have been, as we all
know, an increasing nunber of adults and ki ds,
but nmostly adults, who are dialyzing at home with
much hi gher frequencies, five, six tinmes a week
treatnments using equipnment that facilities that.

So the evidence issues are the sane
here, except that it does include adults on
vari abl e frequency of dialysis, and includes a
| arger -- you know, larger than a m ni mal nunber
of adults for whomthat really is an issue.

The evidence is the sane evidence, and

| hate to go through it again. It really is the
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sane, and | think the fatal flawis the sane one.

M5. EVANS: | have nothing else to
add, but | would like to ask, could we not, to
save time, put this on hold right now? | nean,
it's the sane i ssue that we had before, rather
t han going through all of this again?

DR. DAHLERUS: So the denom nat or
exclusions state that adult HD patients receiving
| ess than three or greater than four -- four or
greater tinmes weekly dialysis are excluded. So
they are not included in the denom nator.

DR, KLIGER Correct. That's what |
said. Geater than four is excluded; four is
i ncl uded, not excluded. It's not greater than or
equal to four. The specification says greater
t han four.

DR. DAHLERUS: So we apol ogi ze. That
is sonething that was not clearly stated in the
denom nator. The statenent for the denoni nator
does Iimt it to thrice weekly.

COCHAIR CROOKS: Yes. | agree with

Alan's reading. It doesn't say excluding four or
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greater; it says excluding greater than four.

DR KLIGER: Correct.

CO CHAI R ANDERSON:  kay. | think
what has happened is there is a discrepancy in
what they wote, because in the denom nator
statenment they do say thrice weekly for the
adults. But in the denom nator exclusion, which
is where the discrepancy is, it says greater than
four times a week. So you can't -- they're
I nconsi stent.

CO CHAIR CROOKS: So we've had a
request to shorten the process, if possible. |'m
not sure how we can -- does the staff have
suggesti ons on how we --

M5. BAL: | nean, we can just advise
the commttee not to rehash issues that have
al ready been rehashed and just speed to the vote.
But we do need to vote on this neasure.

CO CHAI R CROOKS: Ckay. Thank you.

So is there further discussion on the
evi dence before we vote? (Ckay. Let's vote.

M5. OGUNGBEM : The commttee i s now
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voting on Measure 2705, evidence. The options
are one, high; two, noderate; three, |ow and,
four, insufficient. Voting is open.

Results are zero votes high, four
votes noderate, 12 votes |low, and six votes
insufficient. Measure 2705 does not pass on
evi dence.

CO CHAIR CROOKS: So that brings us
back to the possibility of an exception. Does
anyone want to propose that and nake the case for
that? Ckay.

So that being the case, | think we can
end di scussion of this nmeasure at this point.
Ckay, Elizabeth?

Al right. So | have good news for
you. It's break tine. W are going to cone
back, and then we are going to junp into the
rel ated conpeting nmeasures for all of the Kt/V
neasures. And we'll be noving on to --

CO CHAI R ANDERSON: W are not goi ng
to be doing the related and conpeting --

COCHAIR CROCKS: ©Oh, we're not. Oh.
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Because?

M5. SAMSPEL: So the issue, if you'll
-- the issue with related and conpeti ng nmeasures
is that they are only discussed for the neasures
t hat have been recommended for endorsement. So
we have neasures that both failed and went into

gray zone or consensus has not been reached.

So we will be taking that offline, and

the rel ated and conpeting discussion will happen
post conment, post public comment, and those
calls. So when we conme back, we will be junping
into the next set of measures.

CO CHAI R CROOKS: Thank you for
clarifying.

Okay. So our break is schedul ed for
15 m nutes, which would get us back at 10: 05.

Thank you.

(Wher eupon, the above-entitled natter

went off the record at 9:50 a.m and

resunmed at 10:04 a.m)

CO CHAI R ANDERSON: We're going to

change the order of the agenda a little bit
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because of the devel opers that are available to
us. So, instead of starting with 1424, we're
going to start with 1667, then do 1660, and then
go back to 1424 and start there. So, Dale and
Amy. 1667.

MS. BECKRI CH So, we shoul d have
Bar bara Fivush on the line, and she's going to
i ntroduce 1667.

DR. FIVUSH Thank you. This is Barbara
Fi vush. Can everybody hear ne?

CO- CHAI R CROCKS: Yes, Barbara.

DR. FIVUSH Al right, thank you. So,
1667 is a Pediatric ESRD Patients ReceiVving
Di al ysis Henogl obin | ess than 10 neasure. It's
t he percentage of cal endar nonths within a 12-
nont h period during which patients aged 17 years
and younger with a diagnosis of ESRD receiving
henodi al ysis or peritoneal dialysis have a
henogl obin | evel |ess than 10.

The rationale for this neasure is that
in pediatrics, as you all know, anem a is a major

conplication of ESRD in children. And the anem a
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I s associated with cardiovascul ar dysfuncti on,
cardi onyopat hy, and death. Correction of anem a
in children has been shown to i nprove cardiac
dysfunction, exercise tolerance, and reduce |eft
ventricul ar hypertrophy.

W al so strongly weigh the potenti al
gquality of life benefits that correction of
anemia wll bring, and the available literature
in adults should be enriched by consideration of
guality of life nmeasures that are critical to
chil dren, including neurocognitive devel opnent,
school attendance, exercise capacity, and famly
support.

The neasure has recently been
reclassified as an internmedi ate out cones measur e,
and it is a physician-level nmeasure. Currently,
it is being neasured in PQRS, and included in the
RPA Ki dney Quality I nprovenent Registry for 2015.

There is sone strong evidence for this
neasure. Their KDOQ Cdinical Practice
Quidelines, 21.1 in particular, which say the

|l ower limt of henoglobin which is fully
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applicable to children in patients with CKD, the
henogl obin | evel should be 11 or greater, and
that's a very strong reconmendati on.

So, Pediatrics feels strongly. This
has been approved in the past but this nmeasure
shoul d be reapproved, and agree with the
recl assification, as you believe that neasurenent
of henmpbglobin is critical to insure the best care
for children with ESRD on peritoneal and
henodi al ysi s.

CO CHAI R CROOKS: GCkay, thank you. The
di scussants are Bobbi Wager and Frederick Kaskel .
Have you deci ded who's going to be on first?

MS5. WAGER: Yes, this is Bobbi. | wll
go ahead and start. Thank you, Barbara. She did
an excellent job. The evidence, as she pointed
out, the KDOQ Cuidelines, and the data al so
cones fromdifferent patient registries and
cohort studies denonstrating the adverse effects
of anema. W all know, as she stated,
cardi ovascul ar di sease, et cetera.

Myra, do you have anything el se that
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--- oh, I"'msorry, it's Dr. Kaskel.

DR. KASKEL: It's a very inportant
nmeasur e, obviously, as Barbara has sumari zed
very nicely.

CO- CHAI R CROCKS: | have a conmment,
that the neasure calls for henogl obin | ess than
10. The guidelines state the target should be
between 11 and 12. And is there justification in
t he evidence why that particular nunber is
targeted? M chael .

DR. SOVERS: So, there is evidence in
children with CKD and ESRD t hat henobgl obi n val ues
| ess than 10 are associated with higher rates of
hospitalization, higher rates of nortality, as
well as the quality of |ife standards, and the
cardi ac effects that have been di scussed
previ ously.

CO CHAI R CROOKS: Ckay, that's --- that
evidence wasn't, | don't think, in the
subm ssion, but duly noted. So, that as a
pedi atri c nephrol ogi st you think the nunber 10 is

valid, or is a good choice?
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DR. KASKEL: | believe it's a good
choice and, if anything, we tend to even think
about hi gher | evels depending on the age and
conditions. Neurocognition are very difficult
area to neasure and quantify, needs to cone into
this picture, as well, at certain periods of
devel opnent. And there may be racial disparity
| ssues.

DR. SOMERS: And even though that's ---

t he evidence supporting less than 10 isn't

provi ded specifically with this neasure, but it's
going to cone up in 1424 when that evidence was
actual ly given.

CO CHAI R CROOKS: Very good.

MS. WAGER: Peter, can | make a
comment ? On our conference call, | believe the
devel oper was asked why bel ow 10, and | believe
t hey said something about they wanted a fl oor
| evel, or the bottomlevel. That's why it was
bel ow 10.

CO CHAIR CROOKS: Right. | was just

wondering if there's also data or nedi cal
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evi dence that, you know, nakes that appear to be
the right target. Lorien, you have your card up.

DR. DALRYMPLE: Can | just clarify from
t he work group how they graded the evidence using
the NQF Criteria? Was this a clinical practice
recommendati on from KDOQ ? That's just what |
wote in ny notes, but 1'd like to clarify how
the evidence rated by NQF criterion?

CO CHAI R CROOKS: Do you renenber what
grade level it was assigned? | can ---

M5. SAMPSEL: | don't necessarily that
in each of the work groups that the Conmittee on
the work group call that they went through the
official process. | nean, what | would ask though
is that, you know ---

DR. DALRYMPLE: What are their thoughts
after discussion ---

M5. SAMPSEL: The Conmittee nmenbers who
| ooked closely at this, did you have any thoughts
on that?

DR. DALRYMPLE: Yes, did you think this

was perhaps insufficient because of pediatrics
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and the challenges around it, or was there a

hi gher grade? And we' ve tal ked about insufficient
Wi th exception because we think it's inportant,
but | just was hoping to get those who | ooked at
in depth for their sense of where this fell on
evi dence.

DR SOVERS: In ternms of the |evel
being less than 10, | do think there is specific
pedi atric evidence that supports the adverse
effects of your henogl obin being |l ess than 10,
and that mark is supported by pediatric evidence.

CO CHAI R CROOKS: According to the
subm ssion, the grade fromthe KDOQ process was
noderately strong, which is their second-|evel
gr ade.

Let's see. | think Mchael Fischer was
next. That was accidental card turning. Dr.
Wagner .

DR. WAGNER: Thank you. Just so |
understand the process; if the evidence is not in
this particular subm ssion, even though it is in

anot her subm ssion, does --- are we allowed to
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t hen consider that, or are we obliged to foll ow

what has been in this subm ssion?

CO CHAI R CROOKS: | woul d say that when

it cones to evidence, in our past discussions,
Sarah, we heard that if the Commttee is aware of
ot her evidence that bears on the nmeasure, that
it's okay to consider it at this |level. That may
not be true when it conmes to other parts of the
subm ssion, but | think if you re aware of
evi dence that supports it, you can use that in
maki ng your reasoned judgnment. Ckay? Mahesh.

M5. HARTWELL: | had ny ---

CO CHAIR CROOKS: Oh. Wwell, I"Il cal
on Mahesh first, because |'mthe Chair. | can do
that. No, I'msorry. | didn't see Lori.

M5. HARTWELL: | think you're ignoring

CO CHAIR CROOKS: You're just --- when
| have ny gl asses --- okay, Lori.

M5. HARTWELL: | just had a quick
guestion because it tal ks about transfusion

avoi dance, but also it doesn't make mention of,
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you know, when children get bl ood transfusions,
it's nore difficult to transplant. And | just
wanted to have any conments fromthe Committee
about that, because it's a very serious issue for
children if they get transfused.

CO CHAI R CROOKS: What about the inpact
on bl ood transfusion, pro or con, does it work
agai nst that?

DR. KASKEL: W would really worry
about having to transfuse with the attendant
ri sks of infection, but also the need to keep
them |l ess sensitized for transplant for sure. W
woul d want to avoid that at all costs.

CO CHAI R CROOKS: Does the neasure push
from--- end up causing nore transfusi ons because
of that floor, than naybe you woul d do ot herw se?

DR, KASKEL: Well, this is a big issue
to consider down the line. If the Pediatric
Centers caring for the children would want to
keep the level, if anything that woul d be the
m nimum | evel here at this floor, but be higher

to avoid the need for transfusion.
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CO CHAIR CROOKS: So, if you have a
ESA-resistant child and the henoglobin is 9,
you're going to have to transfuse him probably.

DR. KASKEL: In rare instances, if you
can't correct the resistance and they're
synptomatic, you woul d.

CO CHAI R CROOKS: So you try everything
you can to avoid it, obviously.

DR. KASKEL: Right.

CO- CHAI R CROCKS: Yes, Josh?

DR. ZARI TSKY: And, ironically, it's
usually an upper |limt that leads to this type of
t hi ng because no one is going to transfuse a
patient to make a recomrendati on. Do you know
what | nean to say? Oh, ny God, you know, |'m not
going to make my, you know --- whatever you want
to say, and then transfuse the patient. Wereas,
if you | ook at probably the effects of the upper
limt, that mght actually have a little bit nore
of a significance, or the range that you're
trying to keep the patient in rather than the

lower limt. | hope that hel ps.
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CO CHAI R CROCKS: Ri ck.

DR, KASKEL: | just want to nention
that this area of anemia in CKD in children is
bei ng actively studied through sone cohort
studies. And the CKi D Study, Chronic Kidney
Disease in Children, is one of the main ones.
This is for children with CKD Stage 2 and 3, and
anem a is one of the major conorbidities that's
bei ng evaluated in ternms of progression of kidney
failure, neurocognition, growth, and
cardi ovascul ar risks, so it's an active, ongoing
col | aboration of nost of the large pediatric
centers across the country, sonething |ike 600.
So, it's ---

CO CHAI R CROOKS: Ckay, good to know.

DR, KASKEL: --- a work in progress
that you need to know that from our standpoint,
the information that we're getting about
appropriate targets at least in CKD is accurate.

CO CHAI R CROOKS: Ckay. Mahesh

DR. KRI SHNAN: | just had a question

for the pediatricians. Anem a managenent in
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adults has clearly got a seismc shift in the

| ast four or five years. The guidelines that are
referred predate that. | don't know enough to
know enough about how nuch that's inpacted the
pedi atric gui dance. Could you guys help us with
t hat ?

DR. KASKEL: This is a concern because
when the bl ack box warning canme out, you know,
fromthe two studies; obviously, not including
children, it --- we were concerned that it woul d
set a level lower for our field. And there are no
random zed controlled trials of target ---

adequate target levels in pediatric nephrol ogy
for the henogl obin for ESA, that's one. And the
rate of rise of henogl obin is another
consi deration which in the adult studies was one
of the major factors for the cardi ovascul ar
norbidity. We have no idea in children whether
the rate of rise of henoglobin is a risk factor
so there's a | ot of unanswered questions about
this. And the black box warning did siphon down

to us, and knowi ng that we nay need a hi gher
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henogl obin in sonme children for growth. Ckay, so
it's a concern.

DR. KRISHNAN: Is it accurate to say
that there wasn't really nmuch of a --- you guys
didn't extrapol ate anything fromthe adult
studies to kids with all the shifting?

DR. SOMERS: In ternms of the higher
limt, | nmean, there's absolutely no data
what soever in children that having a henogl obin
above 12 results in any sort of adverse outcone.
And unlike the adult data, there is specific data
showi ng t hat henoglobin [ ess than 10 results in
adverse outcones in children.

CO CHAI R CROOKS: Ckay.

DR. SOMERS: Specifically, that |evel
of 10.

CO- CHAIR ANDERSON: I'mtrying to keep
t he di scussion to what we need in order to vote.
Dr. \WAgner.

DR. WAGNER: Qui ck gquestion. So, are
the data specific to ESA treated patients or al

coners?
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DR. SOVERS: The data that --- |ess
than 10 dealt with kids with CKD. |I'm not sure
what proportion of themwere receiving ESAs, but
as common practice, since in general pediatrics
there's evidence that any normally healthy child
having anem a results in all kinds of adverse
out conmes that pediatric nephrologists tend to
start treating when we start to see anem a

CO CHAI R CROOKS: Ckay. | don't see any
ot her cards up, so let's vote on the evidence.

M5. OGUNGBEM : The Committee is now
voting on Measure 1667's evidence. Options are 1
hi gh, 2 noderate, 3 low, and 4 insufficient.
Voting is open. The results are five votes high,
13 votes noderate, three votes | ow, and one vote
i nsufficient. Measure 1667 passes on evi dence.

CO CHAI R ANDERSON: Ckay. Bobbi, on the
gap.

M5. WAGER: The perfornmance gap
i ncluded, for instance, racial disparity because
it's such a small scale, a small size sanple of

patients that it was difficult to differ
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treatnments with the gender, the patient's gender
age, and race. 2008 CM5 PQRI data is show ng
about a third of the patients not neeting the
goal, and 2010 El ab data provided showi ng that 20
percent of pediatric patients have henogl obin

val ues | ess than 10. And that proportion

i ncreased a bit over 2009. But, again, the

per formance does not include really a thorough

i nvestigation due to the snmall sanple size.

CO CHAI R CROOKS: Rick, any ot her
comments on the gap?

DR. KASKEL: No, there is clearly a
percent age of patients not neeting what we think
is a target. That is sonmewhat of a concern to our
community, and even in the CKiD data set we found
a surprising nunber of patients in Stage 2 or 3
who were anem ¢ and were not getting effective
treatnment, so it's a concern.

CO CHAI R ANDERSON: Ckay, ot her
consi derations on the performance gap? Lori.

M5. HARTWELL: The data says 2008. What

year was the black box warning; so this data is
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prior to the black box warning, so it m ght be
different. Is that correct? | was just saying the
gap m ght be higher.

CO- CHAIR ANDERSON: If I'"mreading this
right it says --- and, Bobbi, |I'm probably ---

this may be repetition, but the 50th percentile,
66. 23, does that nmean that's two-thirds of kids
are below 10, or is that for the 10 to 20 ---
maybe that's for the 10 to 20 range. Yes,

pl ease.

M5. SINGER There was data fromthe
I nternational Pediatric Peritoneal D alysis
Net work Regi stry of 1,394 pediatric patients
showi ng that 25 percent of patients had
henogl obin | evel s below the target. That's in the
evi dence.

DR ZARI TSKY: You have to --- | don't
want to argue against this, but the IPPM vyou
know, International ---

M5. SINGER. Right. It is
I nt ernati onal

DR. ZARI TSKY: They don't get --- they
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don't have Epogen avail able, and there's a cost.

CO- CHAI R CROCKS: So, whether it's 15
percent or 16 percent, | guess there's a |large
performance gap. Ckay. Any other discussion on
t he performance gap? | see voting nachines in the
air. Let's do it.

M5. OGUNGBEM : The Committee i s now
voting on the performance gap for Measure 1667.
Options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are for
per f ormance gap, 10 votes high, 13 votes
noderate, zero votes |low, and zero votes
i nsufficient. Measure 1667 passes on perfornmnce
gap.

CO CHAI R CROCKS: GCkay. Next up,
specifications and reliability.

M5. WAGER: Ckay. Reliability, measure
was tested at the critical data el enent |evel
using inter-rater reliability for nedical culture
rater for the neasure, where the patients were
randomy selected fromvisits. For ESRD, they

used four nephrol ogy practices in the M dwest,
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the West, the East, and Sout hern. The nunber of
patients seen per nonth was averaged at 240 to
2,800. Sampl e size per physician organization
ranged from24 to 30 for a total of 169 patients
on PD or heno.

The data was collected from nedi ca
records, data abstraction conpleted for nultiple
patient visits per patient for a total of 2,012
patient visits. Data abstraction was done in
2008, and testing results indicate fromthat
there's a high reliability.

CO CHAI R CROOKS: Ckay. Rick, any other
conments on ---

DR. KASKEL: No, that covers it.

CO CHAI R CROOKS: The source of the
data is from CROMNWb, or it's from sone other --

M5. SINGER Chart extractions.

CO CHAI R CROOKS: For the testing.

M5. SINGER  Yes.

CO CHAI R CROOKS: But, in general?

M5. SINGER: PQORS.
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CO CHAI R CROOKS: PQRS. Thank you
Okay. Any other coments on specs reliability?

DR. DALRYMPLE: Can | ask a question of

either the ---
CO CHAI R CROOKS: GCh, Lorien, sorry.
DR. DALRYMPLE: --- devel opers? Oh,
sorry, | thought you were ---
It was --- | think when | | ooked at

this, the reliability testing seenmed to be the
sane as the adult neasure. So, can we get clarity
as whether the reliability testing occurred in a
pedi atric popul ation? And then | think the kappa
| saw was for a plan of care for anem a neasure,
and is that the sane as a henogl obin | ess than
10? And maybe |I'm m ssing the henogl obin | ess
than 10 kappa, but | was just hoping for clarity
on the reliability testing.

MS. SINGER Yes, we did not test this
in pediatric practices, so it's the sane testing
t hat was done for the other neasures.

CO CHAIR CROOKS: Is there any reason

to think the reliability testing would be
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different if you' d done it on pediatric patients?

Wiy is the sky blue? Ch, we know t hat

DR DALRYMPLE: Can we discuss it as a
Committee whether that changes things for anyone,
the | ack of pediatric sanpling, or the kappa is
on a plan of care for anem a, as opposed to
henogl obin cutoffs, which is what | think the
focus is in this one?

CO CHAIR CROOKS: | agree, it does
rai se sone questions. M chael.

DR FISCHER: Quite sinply, the
reliability testing is supposed to be on the
nmeasure proposed. If it's not, |I'mnot sure how
it's germane to the application.

CO CHAI R CROOKS: O her conments?

DR KASKEL: One of the deficiencies
al ready nentioned was the fewer nunbers of
patients and inability to get any real signals
regardi ng gender and race, and certain periods of
devel opnment |i ke pre-pubertal/post-pubertal.

These are all lacking in the anal yses. W don't
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have enough patients entered.

CO CHAI R CROOKS: Ckay. Are we ready to
vote? Reliability.

M5. OGUNGBEM : The Conmmittee i s now
voting on reliability for Measure 1667. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results for
reliability on Measure 1667 are one vote high,
ei ght vote noderate, four votes low, and 10 votes
i nsufficient. The measure fails on reliability.
It's Measure 1667.

CO CHAIR CROOKS: That's a critica
el enent, so do we stop at this point, or do we --

So, we would like to offer the
Committee the opportunity to provide additional
comments to the devel oper.

DR KASKEL: |'m concerned about this
now, so |l'd |like to have a further discussion
about the reliability in detail.

CO CHAI R CROOKS: So, are you arguing

that the reliability was --- testing was
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sui t abl e?

DR. KASKEL: My conments about gaps
related to need for further studies, just |ike
target henoglobin and all the factors that go
into the distribution, racial, gender. But the
reliability of this assessnent, | don't believe
was insufficient fromthe data source. That's a
concer n.

CO CHAIR CROCKS: | need to nmake sure
| " m under standi ng you; that you think the
reliability testing is sufficient, or it is not
sufficient?

DR. KASKEL: For this neasure, it's
sufficient.

CO CHAIR CROCKS: You think it is
sufficient. | think to sumrari ze the opinion |I'm
sensing fromthe Commttee, that when you don't
test it on the target audi ence and show that your
bullet is hitting in the sanme place every tine
because you're not even | ooking at that
popul ation, it's not being judged reliable.

That's ny sense of it. Let's start with --- who's
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up first? M chael

DR. SOMERS: It may not have been
tested on a target population, but | think it
would --- |'mnot sure why doing record
abstraction | ooking at the sane data elenment in
adults would be different in a pediatric
popul ation at these facilities, as well. So, I'm
not sure the outcome of reliability testing, if
there were a pediatric cohort that could have
been tested, would have been any different than,
you know, this measure being tested in adults,
because the process is the sane of | ooking at
sonething ---

CO CHAI R CROOKS: Right, we hear you
Yes.

DR. SOMERS: Yes.

CO CHAI R CROOKS: Ckay. Lori.

M5. HARTWELL: | just want to clarify,
we're just tal king about testing henogl obin.
Correct? That's the test. | mean, henoglobin --

CO CHAIR CROOKS: No, the reliability

test is that the data el enents, whoever finds
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them or whatever nethod they're found, they're
going to cone out the sane.

M5. HARTWELL: So, can you explain that
tome just a little bit relating to henogl obin? |
nean, is it the method --- I'mtrying to

understand this one, because I'mlike | don't ---

CO CHAI R CROOKS: Yes, it's beyond the
scope of ny duties as Chair to explain
reliability beyond what | can, but the notion is
that the data elenents are --- however they're
brought in, that they are accurate, that the
nunber --- it doesn't matter how high or how | ow
the nunber is, it's that it's accurate tine after
time it's being conpared.

M5. HARTWELL: Just so | can understand
the process, so the data elenents, if it's
brought in an adult, they neasure the henogl obin,
it comes in and it's the fact that it wasn't
nmeasured on the pediatric patient the sane nunber
is making it not reliable? I"mjust trying to

understand this. Is that ---
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CO- CHAI R CROCKS: Wl l, we don't know
if it's reliable in the pediatric patients. W
don't know if they' re m ssing val ues. W don't
know that inter-rater reliability would have been
good. W don't know, because they didn't do it.
And that's causing us some --- @iVving us pause.
It's very inportant that if we endorse a measure,
that it's reliable and valid.

M5. HARTWELL: Ckay.

CO CHAIR CROOKS: And that's part of
the NQF mission. Measures that matter, if they're
not reliable and valid, why should we be putting
a lot of health care resources into nmaking them
better when we don't know that they work?

DR, FIVUSH Can | speak as the neasure
devel oper ?

CO CHAI R CROOKS: You may have a bri ef
conment .

DR. FIVUSH | would strongly support
M chael's comments on this. There would not be a
reason to believe that this would be different in

a pediatric or adult popul ation, not the |evel of
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henogl obin, but the reliability of being able to
obtain the henogl obin value that is accurate from
chart abstraction. | can't --- | think that his
points are very valid, and there would not be a
particul ar reason, or any reason to assune that
this would be different if it was tested in the
pedi atric popul ation by chart abstracti on.

CO CHAI R CROOKS: Ckay, thank you. W
have ot her people who would Iike to speak.

M chael .

DR FISCHER: | don't want to be too
rigid. I guess, ny vote was inforned by foll ow ng
this algorithm but perhaps | went to the boxes
i mproperly. But given there's some concern about
reliability, as Lori nentioned, perhaps it would
be useful ---

CO CHAI R CROCKS:  Yes.

DR FISCHER --- for us to --- which
| think is what you were going to do, anyway.

CO CHAI R CROOKS: Can you step us
through it really quickly, the recomrended way to

consider it?
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DR FISCHER Yes, so --- and |'Ill be
candid. | wasn't part of the working group for
this nmeasure, so |'m basing how | went through on
t he preceding coments, but it's Algorithm2, |
think that's page 12.

So, are submitted specifications
preci se, unanbi guous, and conplete, they can be
consistently inplenented? Yes. So, | went to
nunber 2. Was enpirical reliability testing
conducted using statistical tests that the
measur e specified? No, because once again, that's
where | thought about the popul ation thing, but I
don't --- once again, just trying not to nake
assunptions. Was enpirical validity testing of
patient |evel data conducted? Wen | | ooked
guickly it was no, but I know we haven't tal ked
about validity yet, and that's how | wound up
with ny vote. But, once again, |'m happy as
others look at this, | can be corrected, but I
was just going through this as to the NQF
process.

CO CHAI R CROOKS: Ckay, thank you
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Lori en.

DR. DALRYMPLE: Can | ask the
devel opers a point for clarity? So, even if we
accept that perhaps there are no differences in
the adult --- in the pediatric popul ation, the
one thing I want to nake sure | understand is the
kappa that's provided for plan of care of anem a
the sane as this nmeasure as specified percentage
wi th a henoglobin I ess than 10, or is that
actually a different nmeasure?

M5. SINGER The plan of care was part
of the original nmeasure. It's not part of this
current neasure. And the current endorsed neasure
does not have a plan of care component, either.
So, | guess to clarify the reliability testing
i ssue, though, the process for testing the
measure woul d be the sanme in the pediatric
popul ation, and | just want to enphasi ze that
poi nt. And the nunbers of patients are so small
that the cost involved in the testing was placed
in the | arger popul ation of patients so that we

coul d get larger numbers. But the process is the

Neal R. Gross and Co., Inc.

127

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




10

11

12

13

14

15

16

17

18

19

20

21

22

128

sanme for testing.

DR. DALRYMPLE: But this kappa does not
apply to the neasure as specified, even if we
negate the pediatric issue. Is that the correct
under st andi ng?

MS. BECKRI CH So, the nmeasure, | nean,
as it was tested woul d include the henogl obin
el enent as specified in the nmeasure. And, in
addition, it included a plan of care el enent
which was in the original, | think, 2007 version
of this neasure, but that neasure --- that
el ement of the neasure was dropped when it was
brought before the NQF Cormittee |ast tine, |
bel i eve 2012. So, the current endorsed neasure
does not include the plan of care.

CO CHAI R CROCKS: Frank.

DR. MADDUX: So, just to --- you had
asked, Peter, if we'd nake comments to the
devel opers given the result of the vote, and it
strikes ne that what we're really tal ki ng about
here is for reliability testing using a proxy.

And you're using a proxy to --- so, part of the
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defense | think mght be nore than just

el ucidating the data of the proxy, but why the
proxy can be used in a valid way for reliability
testing on this particular neasure, because a | ot
of the kinds of things you' re been tal king. |
think if that path was |aid out, there probably
woul d have been a different result.

CO CHAIR CROOKS: | think I'm sensing,
t hough, a request to re-vote on the specs and
reliability. Are there any objections to the
Committee --- fromthe Conmttee to re-vote?
Ckay, let's re-vote.

M5. OGUNGBEM : The Conmmittee i s now
voting on reliability for Measure 1667. Options
are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are one
vote high, 15 votes noderate, one vote |ow, and
six votes insufficient. The nmeasure passes on
reliability. That's Measure 1667.

CO CHAI R CROOKS: Should we make it two
out of three? No? Ckay, we'll go on. Validity.

DR. KASKEL: So, for the validity the
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comments fromthe group were that incorrect entry
of data and codes, not follow ng harnoni zed
reporting at specific tinme points may have
affected sone results. There's m ssing data. The
test sanple is adequate, however, for w despread
i mpl enent ati on; however, nornative adult data
shoul d not be used for conparison to pediatric
age, gender, and race specifications.

Medi cal record abstraction data from
over 2,000 patient visits showed appropriate
reliability for medical record abstraction. So,
noving forward with EHR, this can only inprove,
especially with CRONNWb. The panel thought this
was high validity fromthe TEP

CO CHAI R CROOKS: Eli zabet h, any ot her

Bobbi, sorry, Bobbi.

M5. WAGER: No, no nobre comments.

CO CHAIR CROCKS: You're so far away.
kay, other --- so, it was a TEP --- basically,
it was based on TEP recomrendation, the validity

argunment. Any ot her discussion on validity? Ckay,
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let's vote.

M5. OGUNGBEM : The Committee is now
voting on validity for Measure 1667. The options
are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are
three votes high, 18 votes noderate, zero | ow,
and one vote insufficient. Measure 1667 passes on
validity.

CO CHAI R CROOKS: Very good. So, we're
up to feasibility. Bobbi or R ck?

DR. KASKEL: So, for the feasibility,
again this was electronic sources, data
col l ection, and care processing, so the
el ectronic reporting needs to be --- it was felt
needs to be nore conplete and uni form across
sites. Analyses of data needs to target specific
factors, such as, again, age, gender, and race,
and the normative --- same comments about
normati ve adult popul ati on data shoul d not be
used to assess performance in the pediatric
popul ation. And, again, this will inprove with

el ectronic nedical record, or electronic health
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records.

CO CHAI R CROOKS: Bobbi, any ot her
t houghts; feasibility?

M5. WAGER® No comment. He said it.

CO CHAI R CROOKS: And, again, this is
PORS data, so it's submtted by physician
practices?

MS. SINGER: | ndividual physician
provi ders.

CO CHAI R CROOKS: Ckay. Are we ready to
vote on feasibility?

M5. OGUNGBEM : The Conmittee i s now
voting on feasibility for Measure 1667. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are for
feasibility 10 votes high, 13 votes noderate,
zero votes low, and zero insufficient. Measure
1667 passes on feasibility.

CO CHAI R CROOKS: Ckay. Bobbi and Rick
is it inuse, and is it usable?

DR. KASKEL: Sorry. This is a public

dat abase and accessi bl e because of that. And it's
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--- the data can be used to determ ne anem a
managenment and records of deviation from expected
nornms can be used to investigate specific
eti ol ogi es of inadequate response to anem a
treatnment, which is a good thing to have. And the
benefits, however, at present outweigh any
uni nt ended consequences. W did al so recomrend
that data provided nore recent than 2010 woul d be
useful as we nove forward; that it was
transparent, as well.

CO CHAI R CROOKS: Bobbi, anything el se?
| think they stated in the subnission that there
is evidence for inprovenent that the curve is
shifting to the right. Is that a result of their
nmeasur e? Maybe. Okay. O her discussion on
usability and use? Ckay, | think we're ready to
vot e.

M5. OGUNGBEM : The Committee i s now
voting on usability and use for Measure 1667.
Options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are 14

votes hi gh, nine votes noderate, zero votes | ow,
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and zero votes insufficient. Measure 1667 passes
on usability and use.

CO CHAI R CROOKS: (Ckay. Before the
final vote to submt it for endorsenent, open it
up for general comrents. Just to summarize from
t he pediatric nephrol ogi st's point of view, nmaybe
if I can --- you can tell ne if I'mright. You
feel this is an inportant neasure. It's the only
nmeasure --- NQF nmeasure relating to anem a
managenment in children, and you think it's a good
nmeasur e.

DR KASKEL: | think it's very
i nportant as we nove forward. And | think we're
on the verge of having nore information regarding
the etiology of the anemia in certain groups,
such as with disparities. W have sone
i nformation on hepcidin and racial disparities in
hepci di n and how that may affect anem a, and
cardi ovascul ar and neurocognitive outcones, and
gr owt h.

DR. SOVERS: And | think the fact that

it's very nmuch data based with the target |evel
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of 10, is very inportant to the pediatric
comunity.

CO CHAI R CROOKS: Ckay. Any ot her
comments before vote? Ckay, let's do it.

M5. OGUNGBEM : The Conmmittee i s now
voting for Measure 1667's overall suitability for
endorsenent. The options are 1 yes, 2 no, and
voting is open. The results are 20 votes yes, and
three votes no. The neasure passes for neeting
NQF criteria for endorsemnent.

CO-CHAI R CROOKS: Wll, that was a
squeaker, but the process worked. Thank you.

Okay. We're going to nove to Measure
1660, sane devel opers, ESRD patients receiving
di al ysi s, henogl obin level |ess than 9.

M5. SINGER Ckay, thank you. W have
Paul Pal evsky on the line, | believe, who's going
to introduce this neasure.

CO CHAI R CROOKS: Paul, are you there?

DR. PALEVSKY: | was trying to get an
open line, sorry.

CO CHAI R CROOKS: Ckay. We hear you. Go
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ahead.

DR. PALEVSKY: Ckay. | guess | now have
t he open line, so thank you.

This is Measure 1660, ESRD patients
receiving dialysis, henoglobin |level Iess than 9
grans per deciliter. The description of this
nmeasure i s percentage of calendar nonths within a
12-nmonth period during which patients aged 18
years and older with a diagnosis of end stage
renal di sease who are receiving henodial ysis or
peritoneal dialysis have a henogl obin | evel |ess
than 9 grans per deciliter.

Qur rationale for this nmeasure is that
it is intended to | ook at the outliers at the | ow
end of the henogl obin distribution curve to
identify patients --- to identify quality of care
of patients for treatnment of anem a.

This --- establishing a threshold for
a neasure such as this has been sonmewhat
problematic. | appreciate that you just accepted
the pediatric nmeasure with the henogl obin | evel

at 10. This measure in a prior iteration had not
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been endorsed by NQF using a henogl obin | evel of
10, and we have revised this with a threshold at
9.

W are not contending that 9 is sone
absol ute |l evel at which a henogl obin | ess than 9
is really bad, and above 9 is really good. That's
not what we're trying to establish here. W're
trying to have a way of |looking at the |less ---

if you're looking at a distribution curve, at

the left side tail with the contention that the
| arger the percentage of patients with a
henogl obin in that left-sided tail would
represent |ower quality of care.

What we have noted is that over the
past several years there actually has been an
i ncrease in the nunber of patients with
henogl obins | ess than 9, and there are al so data
suggesting that there's an increase in
transfusion rate associated with the changes in
ESA t her apy.

This, obviously, is an internediate

outconme neasure. It is included in the RPA Kidney
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Qual ity I nprovenent Registry for 2015.

The evi dence supporting any specific
threshold for --- at the lower end for
henogl obi n, we recogni ze is problematic, but the
KDI GO 2012 gui delines do suggest that for adult
CKD 5D patients, ESA therapy be used to avoid
havi ng a henogl obi n concentrati on bel ow 9 grans
per deciliter by starting ESA therapy when the
henogl obin is between 9 and 10.

W know that fromthe Treat tria
whi ch was designed to give rescue therapy when
t he henogl obin was |l ess than 9, that that
strategy of therapy of waiting until the
henogl obin of | ess than 9 was associated with an
increase in transfusion rates. So, we think that
this is an inportant safety neasure for | ooking
at the inadequate treatnent of anem a. And,
hopefully, you will find that this is a worthy
measure where you did not find it so with a
t hreshol d of 10 when this was consi dered severa
years ago.

CO CHAI R CROOKS: Ckay. Thank you very

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

much. Qur discussants are M chael Soners and Myra
Kl ei npeter. Wo's going to go first?

DR. KLEI NPETER. So, |'IIl start first.
The sunmary provi ded gives a good idea of the
rationale for the measure at this tinme. There's
significant evidence comng forward that |evels -
- henogl obin levels |l ess than 9 can | ead to worse
out cones, increased risk of transfusions, and the
anem a gui delines from 2007 updates have a target
range between 11 and 12, and then concurrently
with the inplenentation fromsonme of the data we
have with the bundl e paynents there's been a
trend downward of the overall average henogl obin
such that they're having hi gher proportions of
patients with | ower henogl obi ns.

The first set of the information, also
from ot her nenber conments, specifies the
consequences of the | ower henogl obin may be
indirect, and al so increase in risk of
transfusions which will inpact candi dacy for
ki dney transpl antati on.

G her information in terns of
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performance gap, 38 percent of the patients do
not receive the target henogl obi n supported by
nati onal performance, disparities exist in
various popul ations, but there was insufficient
data avail abl e for suitable conparisons. And at
this time, sone of the health disparities
primarily exist anong African Anerican patients,
and Hi spanic patients. This may be

nmul tifactorial, but there are sonme disparities
with care.

CO CHAI R CROOKS: Ckay. So, we're on
t he evi dence di scussion. Mchael, did you want to
add anything right now?

DR. SOVERS: No.

CO CHAI R CROOKS: Ckay. So, we open it
to the Commttee, discussing the evidence for
Measure 1660.

M5. WAGER: | have a comment. Wen we
tal k about this less than 9, you nention adverse,
you know, effects, events, or whatever. | don't
hear one word about quality of life for the

patient.
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CO CHAI R CROOKS: What woul d you like
us to know?

M5. WAGER: Wl |, you don't have one,
you know. Us professionals want the patient to
continue working while on dialysis with a
henogl obin --- | renenber dialyzing an 82 and ny
henogl obi n was around then. | couldn't work. |
could just make a bed. So, | think that quality
of life has to be an inportant conponent.

CO CHAI R CROCKS: Lori .

M5. HARTWELL: | would just state, |
woul d just doubl e back. | renenber |I got two
units of blood every six weeks for pretty nmuch ny
whol e entire age 12 to al nost 23, and | woul d get
a blood transfusion at a 26 hematocrit, and one
time --- and | was telling --- | felt so bad at
that time, | would drink Big Gul ps before they
drew nmy bl ood. And just to enphasize how awf ul
you feel, and that's about an 8, 8.5 henmatocrit,
henogl obi n, excuse ne. So, when you're at a 9, |
nmean, this is such a safety issue for patients,

and | don't know if a |ot of physicians today
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understand the true effects of how bad you feel
with anemia. And | think, you know, we get enmils
at our organi zation, patients tell us they don't
feel good. They're not even aware their
henogl obin is nmaking them feel bad, so there
needs to be nore awareness to this. And it is ---
| nean, we're doing all this so patients can

live the Iife they were neant to |ive, and
henogl obi n and feeling good is such a big part of
t hat .

CO CHAI R CROOKS: Thank you. And
believe that --- well, that nay be addressed in
t he body of evidence, is related to quality of
life inmprovenent. It should be. If it isn't ---

DR. KLEI NPETER: Some quality of life
information in ternms in the references presented.

CO CHAI R CROOKS: Ckay. So, that is
part of the evidence base, too, that we know t hat
keeping it above a threshold, and this is a | ow
t hreshol d. Ckay, Frank.

DR. MADDUX: So, |'d only make one

comment. | nmean, to ne, this is a nmeasure that's
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a proxy for transfusion need. And the fact that
there are no uniformtransfusion policies in end
stage renal disease patients nmakes it a little
bit difficult to interpret how this m ght have
uni nt ended conseguences.

My bi ggest concern about the | ess than
9is the if used widely in the field, then
suddenly it beconmes a new target range. And that
i nstead of saying that 9 to whatever, or 10 to
whatever, it's pretty clear that the FDA gui dance
has been without a range. And in sonme way we
m ght de facto create a range because of neasures
specifically being used, and that m ght be an
uni ntended result of what is a reasonabl e concern
here; and that is, that we begin to neasure what
happens for people that have very | ow
henogl obins. So, it's --- I"'mquite conflicted on
this particular area.

CO CHAI R CROCKS: Thanks. Al an

DR. KLI GER. Paul pointed out that
there really is no consistent evidence for having

a cutoff period --- a cutoff for henogl obin for
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adults. You guys did present some evidence for
children. Having had the opportunity to review
all of this for a publication |last year, | can
tell you that when you | ook objectively at it,

| ooki ng at a whol e popul ation, that there really
has been no conpelling evidence that any specific
cutoff, that any specific level, risk is

i ncreased below a particular level. Rather, it

| ooks nore likely that we need to be paying
attention to individual patients.

You know, what we've heard from our
patients here is absolutely right, that there are
sone i ndividuals for whom a henogl obi n bel ow 10
i s inmpossible, and others who go and live really
very confortably with henogl obins of 8 or 8.5. |
have a real problem And that's what the data
show, so | have a real problemw th a neasure
t hat goes across the board giving an arbitrary
cutof f wi thout any data suggesting that there are
adver se consequences of the henogl obi n bel ow t hat
| evel .

CO CHAI R CROOKS: Ishir.
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DR. BHAN: Yes, | would agree with
that. And, al so, one of the comments earlier was
that the goal was to --- well, one of the
potential adverse effects of being below 9 in,
for instance, Treat, was that there were nore
transfusions. | think if anything, an unintended
consequence of this mght be to increase
transfusi ons, or maybe an i ntended consequence
dependi ng on how you |l ook at it. But, regardless,
an increase in transfusions as opposed to
enphasi zi ng EPO, there's no particul ar reason
this would shift people nore towards EPO or to an
ESA than to transfusions. | think that's exactly
t hat point.

CO CHAI R CROOKS: Bobbi .

M5. WAGER: Dr. Maddux, thank you very
much, because you spoke just how | was feeling
when | read this neasure. It scared ne because
"' mthinking oh, ny God, nowit's being | owered.
There's going to be another target |evel. Thank
you.

CO CHAI R CROCKS: Li sa.
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Do you want --- are you going to --- okay. Wll,
| just have a question for the devel oper. If
there's so nmuch --- because this is not an area
that |'mfamliar with the science of. So, if
there's so nmuch science that shows there isn't a
range, what's the developer's interest in
creating a bel ow nunber?

DR. PALEVSKY: So, while there is not
--- we agree that ESA therapy shoul d be
i ndi vidualized to the patient to naintain the
henogl obin in a range where the patients feel
best. For the nmpjority of patients, that's going
to be a henogl obin greater than 9. And | agree
with --- | remenber the patient in the pre-ESA
era who were chronically transfused, iron
over| oaded, devel oped heart failure fromtheir
iron overload fromthe transfusions they received
to mai ntai n henogl obi ns of greater than 8.

W are not --- and | tried nmaking it
clear, we are not inplying that this nunber sets

a range for treatnment. This is set belowthe
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| evel that nost individuals would consider where
you woul d treat patients with an ESA to maintain
t he henoglobin level. | will say that since there
has been renoval of a target range, we have seen
not only a dowward trend in henogl obin | evels,
but an increase in transfusion rate, which is the
uni nt ended consequence, | believe, of having
elimnated a bottom | evel for henogl obins.

CO CHAIR CROOKS: Paul, I'mgoing to
need to cut you off pretty soon.

DR. PALEVSKY: | understand the concern
over this possibly being a stinulus to
transfusion, but | suspect that it would not
actually increase transfusion rates. Ri ght now
we' re seeing the absence of a neasure resulting
in an increase in transfusion rates.

CO CHAI R CROOKS: Ckay, thank you
Stuart.

DR. GREENSTEI N: As a transpl ant
surgeon, | would have to just chinme in that ny
bi ggest concern when you put a nunber is that you

wll increase the transfusion rate, and it'l]|
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make it much nore difficult for me to ever
transpl ant people. Especially, when | |look at a
patient, | w Il individualize what kind of
henogl obi n they have in ternms of when | can go a
transplant on them So, if | have a patient who's
in his 30s and his henoglobin is 8, you know,
8.5, | don't have a problemdoing it, but if he's
55-60 years old, cardiac disease, | would have a
big problemdoing it. I nean, so | don't think
you can give an absol ute nunber. You have to
i ndi vi dual i ze, otherw se you're going to
sensitize everybody, and we're going to have a
| ot nore people waiting, and waiting, and waiting
for transpl ant.
CO CHAI R CROOKS: Ckay, thanks. Lori.
M5. HARTWELL: | just have a quick
guestion, because | know in the previous years
that | wasn't, there was a henogl obin of 10 or
bel ow that was rejected. And |'mjust having a
little bit of difficulty understandi ng, because
henogl obi ns aren't being individualized to

patients. Patients are way too low. | hear it
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every day, and it --- you know, | nean, it's kind
of unconflicted because | understand |ike you
don't want to put a nunber on it. But then how do
you nake a safety issue so patients don't get too
| ow? And they are too lowin the community. So, |
mean, |'mnot an expert on it, but it would be
nice if there was sone kind of direction, maybe
not fromthis body, the conmunity that --- to not
| et people drop so | ow

And just a conment to Al an, when |
hear sonebody being at an 8 or 8.5, | can only
i magi ne that this patient is elderly and not
novi ng around that nuch, because anybody who's
younger can't really --- 1 can't --- | know many
of nmy friends cannot nove with a --- are just not
very active at that | ow of henogl obin. That's
just ny only coment.

CO CHAI R CROOKS: Just to back up Al an
there is a lot of variability. There are patients
who are quite confortable, but many who are not.
Lorien, | think you' re next.

DR. DALRYMPLE: So, | was trying to
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recall our discussion froma years ago, and |
think the way at |east | perceive this neasure is
it's a safety neasure. There have been a | ot of

i ncentives put in place to insure henogl obins
don't go high, but we have not --- we no | onger
have | ower boundaries for henoglobin. And | think
| ess than 10 is challenging in adult population
because there's bl ack box warnings, FDA, all of
us who care for advanced CKD patients often have
patients wth henogl obins of 9.2.

And if you believe the trials, that's
probably acceptable, so | think, in part, ny
interpretation is the RPA responded to our | ast
di scussi on of this measure saying okay, you're
not confortable with |ess than 10. Let's go to
the guidelines and still try and devel op a safety
measure, which is really how | perceive this.

| don't know if it could incentivize
transfusion. That's not how | perceive it. |
per cei ve as perhaps adjusting EPO protocols and
other things to insure we don't have a | ot of

t hese aids, and, hopefully, we individualize
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therapy, and if people feel confortable at a
henogl obin of 8, we |eave them al one and don't
gi ve them excessive ESA

But the RPA did submit suppl enenta
material with the KD GO gui deline from 2012 that
Paul nentioned with a grade of 2B. And |
understand that's not a wonderful grade, but at
| east we do have a guidel i ne grade now, which
think is nore than we had a few years ago. So,
fromny perspective this is a safety neasure to
try and put a floor in, again. And it's not a
target. | think it's like KT over Vs of 1.7. It's
a floor, not a goal.

CO CHAI R CROOKS: Ckay. Back to Al an.

DR. KLI GER. Ckay. Maybe the devel opers
can help me with this. | see no evidence that as
t he henogl obi ns have, indeed, cone down as they
have recently, |'ve seen no evidence of the
community negative effects that you' ve descri bed.
Surely, there are individuals who are under
treated, but in the absence of evidence of an ill

effect by creating a single floor, rather than by
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a showing that we're attending to each

i ndi vidual's needs, | see the risk as being
greater than the potential benefit of setting up
an arbitrary fl oor.

CO CHAI R CROOKS: Ckay. Any other ---

DR PALEVSKY: Do you want ne to
respond to Alan's ---

CO CHAIR CROOKS: If you can do it in
30 seconds or |ess.

DR. PALEVSKY: Al an, the only evidence
that | can point to is the increasing rate of
transfusion that has been reported since we have
renoved a fl oor.

CO CHAI R CROOKS: Ckay, thanks. So,
think the ---

DR PALEVSKY: There's been al nost a 50
percent increase in transfusion rate.

CO CHAI R CROOKS: Correct. Gkay. So,
are we ready to vote on the evidence supporting
this measure? Ckay.

M5. OGUNGBEM : The Conmmittee i s now

voting for Measure 1660 evidence. Options are 1
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hi gh, 2 noderate, 3 low, and 4 insufficient.
Voting is open. The results are one vote high,
ni ne votes noderate, six votes |ow, seven votes
i nsufficient. Measure 1660 is in the gray zone
for evidence.

CO CHAI R CROOKS: Moving forward then
t he gap.

DR. KLEINPETER: All right. So, for the
performance gap, they have 38 percent of patients
did not receive the target henogl obi n supported
measure for a national performnce goal.
al ready nentioned that there are sone disparities
regardi ng age and race, as well as gender, but
there was insufficient data avail able for
conpari sons.

And in ternms of disparities, some of
those are that there are higher rates of anem a
in African Anericans. Wiy this exists nay be
mul ti factoral, but there still is a disparity in
t hat nunber.

CO CHAI R CROOKS: Ckay. So, the gap is

|l ow, 5.4 percent, but we're considering this as a
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safety issue. Wio else would |ike to speak about
t he performance gap? Mahesh.

DR. KRI SHNAN: Maybe just to give you
sonme nore contenporary data, |'mjust | ooking at
our data fromMarch, and it's simlar. It hasn't
changed a | ot since 2012 to now, so it's stil
about 5 percent, 6 percent. | nmean, that's just
the variance that there is.

CO CHAI R CROCKS: Li sa.

DR. LATTS: And we do we know that 5 or
6 percent, based on the expert opinion of the
peopl e here, | nmean, are those probably people
that shoul dn't be above 9, or are those people
t hat probably should be there?

DR. KLEI NPETER. So, at least in
| ooki ng at our cohort and our popul ation from
both LSU and Tul ane, a | ot of those are the new
patients that are presenting de novo to the ED
who have had been in no care, and sone of our
sickl e patients have sickle cell disease where
our target overall is |lower, so that we are

keepi ng them a | ower henogl obi n.
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CO CHAI R CROOKS: | believe the
denom nat or exclusion includes --- |I've | ooked at
so many neasures, but | think it excludes sickle
cell anem a and other chronic anem a.

DR PALEVSKY: It does.

DR FI SCHER: Just so | know what |'m
voting on, so the performance gap that was
characterized, does that exclude all the
exceptions they have, sickle cell, cancer? \Wat
we just quoted, the 5 percent is not including
any of those individuals?

CO CHAIR CROOKS: | expect that's the
case. Wuld you like to ask the devel oper? The
guote, that's the neasure. Alan. Put your card
down, Al an. Ckay. Josh first.

DR. ZARI TSKY: So, when | read what
t hey' ve provided in 1b.2, right, they say, you
know, the gap here is 5.4 percent who had | ess
t han, you know, henoglobin [ess than 9. |'mj ust
--- you know, then they go on to say 36.5 percent
of patients reported did not receive the optinal

care. | guess that's referring to those not
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within 11 to 12. Right? So, that's not --- |
don't know why that's included in the gap.

CO CHAI R CROOKS: Ishir.

DR. BHAN: So, just a question for
Mahesh. You said you got a simlar nunber, but
you were not excluding people with chronic
anem as and such, so that's all comers. So,
presumably sonme of those people do have sone
ot her cause of anemia, and it's not really clear
to me that this states that those are being
excluded here, as well. So, | nean, ideally they
should be, if that's what it's --- you know, if
it's part of this docunent, but it's not clear to
me that ---

DR. KRI SHNAN: | can get into the
speci fications but | don't know how --- we can't
excl ude those patients either in our own data,
because we don't have enough granular data to
exclude them off those things, so | don't know
you would do that, in practicality, for the other
nmeasur e.

DR. BHAN. So, it may be as great as
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5.4 or whatever the nunber is percent, but it may
be | ower than that, as well.

CO CHAIR CROCKS: | think even
i ncludi ng the exclusions, 5.4 percent is the
noi se of new patients comng in and patients, you
know --- | conclude the gap is essentially zero,
and it's kind of a quandary because you may
believe it's a safety net, and it's an inportant
safety net, but yet you have to vote on the gap.
And the gap is not there, so it's a little bit of
a conflict for ne. So, with that in --- okay,
Lisa, would you like to shed light on our
di | emma?

DR. LATTS: No, no, not at all. It's
just --- and Poonam and Sarah are gone, but it
does al nost beg the issue of sonme feedback to
NQF, that for those neasures that are safety
nmeasures it suggests a different criteria would
be nost appropriate than a gap for a perfornmnce
nmeasure.

CO-CHAIR CROOKS: So, let's vote on it,

and then we can let them you know, informus if
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we need to do sonething different. Mahesh.

DR, KRI SHNAN: Just, you know, |'m
| ooki ng now at the DOPPS National Sanpl e Data,
right, so the gap was as high as, in August of
2010, of 9 percent of 9s. Now it's about, sorry,
3 percent. Nowit's as high as 5 or 6 percent,
t he gap has w dened. Yes, w dened over the
i mpl enentati on of the black box, which | think
drove of this not bundled, but we won't go into
that. But | think that that gap has w dened,
clearly, from3 to 6 percent of the country.

CO CHAI R CROOKS: You think the gap is
i ncreasi ng?

DR, KRI SHNAN: Correct. In August of
2010, the sub-9 was 3 percent, and nowit's 5
percent.

CO CHAI R CROOKS: Ckay. Are we ready to
vot e?

M5. OGUNGBEM : The Conmmittee i s now
voting on performance gap for Measure 1660.
Options are 1 high, 2 noderate, 3 low, and 4

insufficient. Voting is open. The results are
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zero votes high, five votes noderate, 16 votes
|l ow, and two votes insufficient. Measure 1660
fails on performance gap.

CO CHAI R CROOKS: The pause that
refreshes. So, we have voted that the performance
gap is too low, even though this is really being
considered as a safety neasure. W're concerned
t hat NQF maybe shoul d have different criteria for
eval uating a safety net measure, versus another
ki nd of neasure, or maybe not. Sarah or Poonam
can you ---

M5. BAL: In response to that, we do
have a panel selected that will be neeting in
t he next couple of nonths. Helen nentioned it
earlier, that will be working on if we need to
change our criteria based on the type of neasure,
and possibly what the future use of it would be.
But at the current tine, the criteria stands, and
it should be treated as if it was any ot her
nmeasure.

CO CHAI R CROOKS: So, we can go on with

our considerations. Although it's new, you know,
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we --- it's in that borderline, maybe it's a
reserve neasure, nmaybe not.

MS. BAL: They woul d need --- have you
guys di scussed if you want to make it a reserve
measur e?

CO CHAI R CROOKS: W haven't yet.

(Si nul t aneous speaki ng)

CO-CHAIR CROOKS: Yes, so we're in the
gray zone, again, the double gray zone |I'd call
t hi s.

MS. BAL: And before we nove forward,
Sarah and | disappeared for a little bit, mainly
because we need to cone up with a plan to get
t hrough all the neasures. W are very far behind
where we need to be. W really encourage you not
to repeat anything what's already been said.

Pl ease just nake any notes, you know, quickly.
And, al so, going through the neasures, if you
feel that reliability is good, no need to explain
why.

Just say that you think the

reliability is good, and we'll nove forward. If
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you ---obviously, if there are concerns, you
shoul d bring those up, but if the --- if you feel
that the criteria is met and there's no further
di scussi on needed, just state that and we'll nove
forward. You know, try to go as quickly as
possi ble. W want to give the neasures the due
review, but we are very far behind at this point.

CO CHAI R CROOKS: Yes, |'d point out
that's not the Commttee's fault that we're
behind. | think we're doing a --- you know, |
think --- | congratulate the Commttee for doing
its best job to fairly consider these neasures.
But with all that in mnd, let's nove on. So,
we're now going to get --- so, do we nove to the
new nmeasure then, or do we ---

M5. BAL: W go back to ---

CO CHAI R CROOKS: Are we going to ask

for --- we can't get reserve status if it's not -

(OFf mcrophone comrent)
CO CHAI R CROOKS: Ckay. So, while

that's all being considered, we're going to nove
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on to the next neasure then. Way don't you take a
measur e, which one ---
CO CHAI R ANDERSON: All right. The next

nmeasure is 1424, and the devel opers are Joe and

Joe.

DR. MESSANA: My status has declined so
much no one will sit with ne any | onger.

(Laughter.)

DR. MESSANA: So, in the spirit of
brevity, |I'mnot going to nake any specific

openi ng conment except for to try to address a
guestion that was raised in the work group. Wen
| was review ng the corments in preparation for
this, soneone asked -- one of the work group
partici pants asked if the --- related to patients
m ssing henogl obin, this is pediatric patients,
and whet her these patients --- there was a
correlation with other m ssing values from
CROMWeb, so we did a small additional analysis
i n CROANNV¢b dat a.

Looki ng at the concordance between

m ssing for cal cium phosphorous, and henogl obin
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fromthe CROMVWeb data, through each of the
nont hs of 2013, and there's a little bit of
variation nonth to nonth, but generally there was
concordance in that all three of those val ues,
two bone and m neral internedi ate outcones,

cal cium and phosphorous, and henogl obin were

m ssing from somewhere between 35, and say 45
percent of patients in any given nonth from
CROMNWDL in 2013.

There was concordance in that al
three were present in simlarly about 40 percent
give or take fromnonth to nonth. And then the
remai nder, whi ch was somewhere between 10 and 20
percent in any nonth, there was a m xed pattern,
a henogl obin was there, cal ciumwas not,
henogl obi n was there, phosphorous was not,
cal cium and phosphorous were there, but
henogl obi n was not. So, hopefully, that answers
the work group question, and I'Il stop there.

CO CHAI R ANDERSON: Al'l right. Bobbi
and Myra, who's going first?

MS. WAGER: | am Evidence shows that
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it's a process nmeasure and it's supported by
KDOQ , how do you say it, |I'msorry, guidelines
of 2006. There was a systematic review, and they
rated it 2b.

CO CHAI R ANDERSON: Myra, do you have
anyt hi ng el se?

DR. KLEI NPETER: Not hi ng el se to add.

CO- CHAI R ANDERSON: Conmi tt ee
di scussi on? Josh.

DR. ZARI TSKY: |1'm going to include
sone other --- you know, in la.8(2), there's sone
addi ti onal evidence presented al so. There's sone
addi ti onal evidence presented also in 1.8(2) that
| think we've brought up before in a previous
measur e.

CO CHAI R ANDERSON: Any furt her
di scussion? Let's call for the vote on evidence.

M5. OGUNGBEM : The Conmmittee i s now
voting on evidence for Measure 1424. The options
are 1 high, 2 noderate, 3 low, and 4
i nsufficient. The voting is open. The results are

three votes high, 19 votes noderate, one vote
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| ow, and zero votes insufficient. Measure 1224
passes on evi dence.

CO CHAI R ANDERSON: All right. Moving
on to the performance gap.

M5. WAGER: On performance gap, based
on 2013 CROMWeb clinical data from January 2013
to Decenber 2013, there's a quartile range of 22
percent, the nmean and nedi um perfornmance scores
were 75 and 85 percent, with an inter-quartile
range of 22 percent. Again, there's a gap due to
the sanple size used for the performance scores
were considered too snmall to display useful
di sparities.

CO- CHAI R ANDERSON:  Myr a.

DR. KLEI NPETER: Not hi ng el se to add.

CO CHAI R ANDERSON: Di scussion on the
part of the Conmttee? Call for a vote on
per f or mance gap.

M5. OGUNGBEM : The Conmmittee i s now
voting on perfornmance gap, Measure 1424. Options
are 1 high, 2 noderate, 3 low, and 4

insufficient. Voting is open. The results are two

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

166

votes high, 18 votes noderate, one vote |ow, and
zero votes insufficient. Measure 1424 passes on
per f or mance gap.

CO- CHAI R ANDERSON: Al right.
Reliability testing.

M5. WAGCER: Reliability testing
denonstrates that the neasured data el ements are
repeat abl e, on the neasures collectively of
CROMWeb and the specifications described data
el enent identification criteria, clearly. The
measure i s not risk-adjusted.

CO- CHAI R ANDERSON:  Myr a.

DR. KLEI NPETER: Not hi ng el se to add.

CO CHAI R ANDERSON: Furt her discussion
on the part of the Cormmttee? Lorien.

DR. DALRYMPLE: Can | just ask one
gui ck question. So, if children are hospitalized
they' re not excluded. Is that correct? And the
only reason | bring that up is the Nis so snall
in the pediatric practices, so the unit would be
percei ved not to have neasured a henogl obin if,

in fact, it was because the child was
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hospital i zed. And maybe those henogl obi ns get put
in and count ed.

DR. KLEI NPETER: So, it all depends on
when the unit neasured the lab value. If they
were hospitalized and did not receive the m ninmm
nunber of treatnents for that nonth, it woul d not
be i ncluded, otherwise, it is included.

DR. KRISHNAN: It's not put in, though.
So, there was a point in tinme over 2013 where
patients were --- we were instructed to auto
di scharge patients, so if patients were in the
hospital for a prolonged period of tinme in
CROMWeb, we were instructed to auto discharge
them so that they didn't come up with errors.

So, the probability that that happened
is there, and then on top of that --- | won't
tell you specifically that |abs are consistently
reentered, right, because there's now a nonthly
cl ose for CROMNWeb, so we have to get the data
back in a certain period of time, then put it in
before it's closed. So, there's a | ot of

anbiguity there.
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And this is just --- ny concern is
this netric --- | know we've tal ked about
CROMWb data transmi ssion issues. This netric
wi | | enphasi ze those data transm ssion issues.
Maybe that's what it is, it's measuring --- it's
assum ng that the data reflects reality and that
the lab wasn't drawn, not that the | ab was dr awn
and not transmtted, if that nmakes sense.

CO- CHAI R ANDERSON: M chael .

DR. SOMVERS: | think at least for the
children who are dialyzed in pediatric dialysis
facilities, since the vast mgjority of themare
associated with the center or actually physically
in the center where they' d be hospitalized, |
think you woul dn't | ose those henopgl obi n val ues.
| can't comment on facilities outside of that.

DR. MESSANA: So, this CROMWDb-based
data, it's based on patient being admtted to the
facility for a nonth, and Mahesh's statenent
regar di ng di scharge for prol onged
hospitalizations, if a patient was hospitalized,

| think, for over a nonth, or sone value |ike
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that, they were discharged fromthe facility.

Ri ght ? But short of that, they would be
considered in the facility if they were
hospitalized for 25 days. There m ght be a

m ssing related to prol onged hospitalization and
m ssed nonthly bl ood draws.

Regardi ng the data transm ssion issue
that Dr. Krishnan brings up, so whatever effect
t hat has, dependent upon --- differing from
organi zation to organi zati on, when you conpare
adult CROMWeb nonths with a henpgl obin value to
the pediatric, there is a significant difference.
The adults are much higher, so there's sonething
wel | beyond this data transm ssion issue that
Mahesh brings up. The gap is larger for the
pediatric patients than it is for the adult
patients.

DR DALRYMPLE: But couldn't that be
because in pediatrics just one patient wll make
your nunber look quite different. If you have an
N of 12 in your unit, one or two children can

drastically change your statistics. And adults,
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you know, we have 100 patients, so ---

DR. MESSANA: |'mtal king patient-Ievel
anal ysis, the total ---

DR. DALRYMPLE: The nunber of
henogl obi ns avail abl e, though. |Is that correct?

DR. MESSANA: Yes.

DR. DALRYMPLE: So, a facility's
per centage could quickly drop with just one child
m ssi ng.

DR MESSANA: It could --

DR DALRYMPLE: Is that correct?

DR MESSANA: -- but the statenent
that |1''m maki ng about a gap is a patient |evel
anal ysis, national patient |evel analysis. There
is sonething greater --- there's a greater
shortfall of patient nonths with a henoglobin in
the pediatric population, not in the popul ation
of pediatric facilities.

CO- CHAI R CROOKS: Just one comment .
This, unlike other pediatric nmeasures, this does
not exclude facilities with |less than 11

patients. Right? This is all pediatric patients
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which is, | guess, in its favor conpared to sone
of the other ones.

DR KLEINPETER It still states that
i ncl udes those that had 11 ---

CO- CHAI R CROOKS: 11 or nore?

DR. KLEI NPETER: 11 or nore.

CO CHAI R CROCKS: (n.

DR. KLEINPETER: It's only 59 of the
facilities had 11 people to report.

CO CHAI R CROOKS: So, why woul d you
need that, for just knowi ng that it was neasured?

DR. MESSANA: Consi stency sake in terns
of small cells. W perforned the anal yses that
way to be --- so that the information was
consi stent for you to consider.

CO CHAI R ANDERSON: All right. Are we
ready to vote for specifications and reliability?

M5. OGUNGBEM : The Conmmittee i s now
voting on reliability for Measure 1424. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are

zero votes high, 22 votes noderate, one vote | ow,
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and zero votes insufficient. Measure 1424 passes
on reliability.

M5. WAGER: On feasibility, our data
source for nmeasure is CROMNWb and ---

M5. BAL: Hold on.

M5, WAGER: |'m sorry.

M5. BAL: We're on validity.

M5. WAGER: | apol ogi ze. Again, data
from CROAMNWDb from January 2013 to Decenber 2013,
calculate facility level nonthly and annual
performance scores. Again, as Myra stated, it was
59 facilities and at least 11 eligible patients.
And that included 1,280 patients in total during
t he testing.

Spearnman correlation to assess the
associ ati on between the annual performnce scores
and the NQF endorses standard nortality ratio
usi ng the 2013 SMR Measure is nai ntained on the
basis of face validity, the neasure of henogl obin
as a dialysis quality neasure was initially
devel oped and approved by clinical TEP, which

agreed that this is a quality neasure.
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CO CHAI R ANDERSON: Myr a.
DR. KLEI NPETER: They al so reported

that the Spearman correl ation coefficient was -

.20 to P value .13, so those patients that had a

hi gher percent of pediatric patients, the
measures associated with a |lower risk of
nortality relative to those facilities with a
| ower percentage of pediatric patients where

t here's henogl obi n val ues neasured. But it was
not statistically significant.

CO CHAI R ANDERSON: Any furt her
di scussion? Al right. We're ready to vote on
validity.

M5. OGUNGBEM : The Committee i s now
voting on validity for Measure 1424. The options
are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are
zero votes high, 22 votes noderate, one vote | ow,
and zero votes insufficient. Measure 1424 passes
on validity.

CO CHAI R ANDERSON: Al'l right, Bobbi,

now you get feasibility.
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M5. WAGER: Agai n, our data source for
nmeasure i s CRONMNWb, the data is coll ected and
generated and use by health care professional
during the provision of care.

DR. KLEI NPETER: Not hi ng el se to add.

CO CHAI R ANDERSON: Any furt her
di scussion by the Conmttee? Al right, ready to
vote on feasibility.

M5. OGUNGBEM : The Conmmittee i s now
voting on feasibility for Measure 1424. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are 14
votes hi gh, seven votes noderate, one vote | ow,
and zero votes insufficient. Measure 1424 passes
on feasibility.

CO CHAI R ANDERSON: Movi ng on, use and
usability.

M5. WAGER: On usability, the
information we got, it stated the neasure i s not
currently in use, but is available for public
use. On our conference call, | believe that

sonmeone had stated that Network 13 is collecting
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dat a.

DR. KLEI NPETER: So, nothing el se ot her
than we | ook at it anong our pediatric popul ation
because it was a special project in our network.

CO CHAI R ANDERSON: Any furt her
di scussi on?

CO CHAIR CROCKS: Are there --- 1'd
| i ke to ask the devel opers, are there plans for
using this in the future?

DR. MESSANA: |'m not aware of plans,
but 1'malso not aware of a ot of things that go
on 7500 Security Boulevard, so ---

(Laughter.)

CO-CHAIR CROOKS: Wll, let ne ask the
Committee Menbers, in the subm ssion did they
nmake a case for future use, public reporting or
accountability? | don't think that they did. |
have it here.

CO- CHAI R ANDERSON:  John.

DR. WAGNER: | was just curious, since
we have this high percentage of patients who are

not entering --- who are not being tested for
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ei ther cal cium phosphorous, and henogl obin, are
there -- will there be unintended consequences?
|s the reason that those tests are not being done
that it is difficult for the patients to present
for blood draws and-or difficulty in

veni puncture? Do we understand anyt hi ng about

t hat ?

CO CHAI R ANDERSON: Any conmment s?

DR. KLEI NPETER: So, just the only
comment, that they're on henodialysis, we get it
as part of their regular nonthly bl ood draw. The
issue is that they're in the hospital, or if
they' re on hone henpo and the parent or care giver
forgets to collect it. Those are our m ssing
val ues for our --- anong our pediatric patients.

CO CHAIR CROOKS: | just have to say
that |1'mpuzzled by why you would want to go
t hrough the troubl e of having a neasure endorsed,
and then there's no planned use for the measure.
I"'ma little puzzled what the reason for that is.

DR. MESSANA: So, | think the question

is well taken. There have been a coupl e of things
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that we've been assessing at CMS. The first is,
you know, | think you' ve seen sone of the
consequences of just how to address assessing the
pedi atric popul ation with neasures, the m ni mum
case size presents some issues any tinme you have
a neasure that is specific to the pediatric

popul ation, so there's that, and consi dering how
best to use the neasure.

| think the other concernis --- or
not concern but issue is that there's an
i ncreasi ng focus on neasures that assess
performance of care as opposed to reporting of
data. | think the distinction here, which causes
sone conversations internally to CM5, that are
still kind of being hashed out.

In terms of the neasure itself, ny
position on that would be that, you know, where
there is a --- no clear gap --- where there is a
gap in terns of data being available for a
process neasure like this, or for data being
collected, | think it nakes sense to have the

nmeasure avail able. It has been used for --- by
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different --- by the networks and is avail abl e
for use by other bodies, as well, regardless of
its inplementation by CM5. And | think that its
availability for that use certainly continues to
make sense.

CO- CHAI R ANDERSON:  Mahesh.

CO CHAI R CROOKS: You've got carditis,
t 0o.

CO- CHAI R ANDERSON: Al'l right. | think
we're ready to call for the vote on usability and
use.

M5. OGUNGBEM : The Conmittee i s now
voting on usability and use for Measure 1424. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are two
votes high, 17 votes noderate, one vote |ow, and
three votes insufficient. Measure 1424 passes on
usability and use.

CO CHAI R ANDERSON: All right. Is there
any further discussion before we vote on
recommendati ons for endorsenent and the overall

suitability for reconmendati ons for endorsenent?
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Al right, let's call for the vote.

M5. OGUNGBEM : The Committee is now
voting on overall suitability for endorsenent for
Measure 1424. Options are 1 yes/2 no. Voting is
open. The results are 22 votes yes, one vote no.
t he neasure passes neeting NQF criterias for
endor senent .

CO CHAI R ANDERSON: Moving on ---

CO CHAI R CROOKS: Keep goi ng.

Qobvi ously, you're better than | am You' re noving
things --- obviously, you're the better

facilitator for this, so please go ahead with 16

CO CHAI R ANDERSON: No, 2699, and it's
Joe. Are you by yourself again?

DR. MESSANA: No. Dr. Doug Schaubel
flewin today. He's the biostatistician who is
the | ead statistician on the transfusion netric,
so he joined ne in case there are any technical
guestions. | would like to take the two to three
mnutes allotted to devel opers for this neasure,

because | think | have a bit of perspective and
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hi story that may hel p answer sone of the
guestions that were raised during the work group.
And | prepared a witten statenent.

The transfusion ratio neasure is a
di rect product of the 2012 anem a TEP that |
facilitated. TEP nenbers included Jeff Berns, who
is the Chair, Kl enen Meyers, John Stivel man, the
| at e Kat he LeBeau, Di ana H ebovy, | always
m spronounce her nane, | apol ogi ze again to her.
Sheila Doss-McQitty, Dr. Robert Kane, and Dr.
Harvey Luxenburg both fromthe Food and Drug
Adm ni stration. They were non-voting participants
of the TEP. There was a pediatrician who was
supposed to participate but couldn't because of a
fam |y energency.

So, the context for the 2012 TEP, as
nost of you know, included energing safety
concerns about the use of aggressive henogl obin
targets and hi gh doses of ESA at approxi mately
the same tinme that a fundanental revision to the
Medi care ESRD PPS bundl e was nmade that shifted

financial incentives and clinical incentives from
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nore use of ESA to | ess use of ESA. The TEP s
concern was largely in protecting patients from
bot h overuse and under-use of ESAs, and | think
some of that discussion fromthe RPA neasure

di scussed a few m nutes ago kind of reflects sone
of those concerns.

Al so, the 2011 revi sed FDA package
insert for EPO which included a statenent about
t ransfusi on avoi dance bei ng one of the nmjor
goal s of EPO therapy in this population was
reviewed by the TEP. The deliberations. First,
the TEP reaffirmed the dialysis facility centra
role in anem a managenent. They recommended three
nmeasur es, henogl obin | ess than 10, henogl obin
greater than 12, and a risk-adjusted transfusion
nmeasur e.

Regardi ng the rel ati onshi p between
anenm a managenent and transfusion, the TEP was
I npressed by the inpact the introduction of ESAs
and the evol ution of anem a managenent practices
have had on transfusion rates in dialysis

patients fromthe initial reports of Eschbach and
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Nei | Powe over two decades ago, the secondary
outconme from sone of the larger clinical trials,
t he Canadi an and European trial, in particular.

They used the paradigmthat the
decision to transfuse a patient is based on
clinical judgnent, but that that clinical
j udgnment depended on both the patient's achieved
henogl obi n and the clinical context, be it
pl anned surgery, unplanned surgery, G bl eeding,
et cetera. They felt that the clinical context
was often not under the dialysis facility's
control, but the henpgl obin concentration often
was.

A maj or area of discussion related to
whi ch conorbidities and events should conprise
the exclusion list. The TEP recommendati ons for
excl usions were foll owed in devel opnment of this
nmeasure. They settled on an exclusion |ist that
reflected conditions that were very likely to
result in decreased ESA responsiveness, and were
al so conditions that may well reflect either

strong relative or absolute contraindications to
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ESA use in many cases.

They explicitly chose not to recomrend
i ncl usi on of other diagnoses, such as G
bl eedi ng, and other conditions to the |ist.
Regarding the identification of transfusion
events in Medicare clainms which has cone up in a
wor k group di scussion and public conments, the
TEP shoul d not be held responsi bl e.

That was an i nplenentation issue, and
we devel oped t he net hodol ogy, based on Anerican
Red Cross transfusion billing guidelines
published within the | ast several years. This
t echni que has been used extensively by Dr.
Collins and col | eagues to publish several
research papers in peer reviewed clinical
journals over the last five years, and to support
Dr. Collins' presentations at national neetings
on the topic of increasing transfusion rates
subsequent to 2011

The net hodol ogy' s validation has been
limted to one article that |I could find from

2000 or 2001 from Dr. Powe's group describing the
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hi gh specificity and noderate sensitivity of

i dentifying transfusions through these clains
when conpared to el ectronic nedical record system
reviewin a single large referral nedical center
"1l stop there.

CO CHAI R ANDERSON: Thanks. And the
di scussants are Dodi e and John. John.

DR. WAGNER: Thank you. | wll |ead
off. So, we have the standardi zed transfusion
rati o, and the nunerator statenent is the nunber
of eligible observed red bl ood cell transfusion
events, and they are defined, as we've just heard
fromrevenue codes, procedures codes. And the
denom nator is the nunber of eligible red bl ood
cell transfusion events as defined in the
nuner at or statenment that woul d be expected, so
there is a statistical nodeling of the expected
events, and a ratio is created around those.

The evidence to support this is based
on KDIGO in 2012. There are three guidelines
cited, two of themhave to do with reduci ng bl ood

transfusions as a goal with 1b evidence, and one
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of themhas to do with managi ng chronic anem a
W t hout excessive risk of ESAs, and, therefore,
i n such i nstances where there's a concern, red
cell transfusions may be preferred. And that
evi dence is rated 2c.

There were also 17 articles reviewed
by the TEP, and many of those have to do with
i ssues related to the reduction in transpl ant
suitability resulting from al oe sensitization
and henogl obin target anal yses. So, there really
is not the risk tradeoff as to what would be the
| deal use of ESA versus the risk-benefit ratio of
transfusing is not cited in any of the
literature. So, that is the evidence. As far as
t he performance gap goes, there is a listing ---

CO CHAI R ANDERSON: John, | think we'l
just ---

CO- CHAI R CROCKS: Yes, hold on a
m nut e.

CO CHAI R ANDERSON: Yes, we'll just do
t he evidence for right now.

DR. WAGNER: Ckay.
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CO CHAI R ANDERSON: Dodi e.

DR. STEIN. There was one st at enent
about there are no enpiric data per se, but
transfusi ons are consi dered suboptiml care,

t herefore, the adverse outcones and things.

CO CHAI R CROOKS: Ckay. So, this
measure is clained to be an outcone neasure and,
in fact, this is an outcone neasure. | think it's
the only one that's been presented to us that
really is an outconme neasure in the sense that
it's --- they didn't claimit to be an
i nt er medi ate out cone.

So, the burden of evidence is
different in an outcone neasure, and it's not to
show --- link it to nortality or other outcones,
but it's to show that it can be changed by
sonmething up stream a process, an intervention.
And | don't think they approached it that way, so
it left me alittle confused. So, I'd |ike to ask
devel opers what you were thinking about, or am!|
m sreadi ng your application?

DR. MESSANA: Well, naybe we weren't as
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explicit as we should have been. There were ---
the TEP was presented with infornation about
achi eved henogl obi n and subsequent transfusion
risk in the subsequent quarter after an average
henogl obin in the preceding quarter, which showed
an inverse rel ationshi p between transfusion
events and that prior achi eved henogl obi n.

In addition, since the TEP, and as
part of the submi ssion, Dr. Collins presented a
facility-level publication in 2014 in American
Journal of Kidney D sease dividing achi eved
facility-1evel henogl obin by quintiles and
| ooki ng at transfusion risk, show ng that that
achi eved henogl obin was predictive of subsequent
transfusion rates at the facility. That's the
only additional evidence that | would offer to
suggest that there is an internedi ate outcone
that is fairly significantly associated with
transfusi on events.

CO CHAI R CROOKS: So, maybe making the
case that how you manage anemia will inpact this

out cone?
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DR. MESSANA: That was the belief and
the intent of the TEP when they recommended this
nmeasure.

CO CHAIR CROOKS: Just like nortality
as an outcone, we know zero nortality isn't
achievable. Is there a target transfusion ratio
that we --- the units should be striving for? Is
one the right ratio?

DR. MESSANA: Well, one is ---

descri bes the average, if you will, use of
transfusions by peer facilities in a risk-
adjusted rate within that particular year, so
it's like the standardi zed nortality ratio,
standardi zed hospitalization ratio, it is a

rel ati ve ranki ng of transfusion use in that year
adj usted for patient and facility characteristic.

CO CHAI R CROOKS: Right. So, you know,
l"m--- 1 know that nortality, it's better to
have | ess, you know. And is there a --- is it
best to have no transfusions, or have a zero? |
nmean, what is the target, if this is an outcone?

Which way are we trying to nove this outcone?
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DR. MESSANA: | think that that's a
guestion that's nore appropriate for the group,
but since you directed it at nme, | woul d suggest
that | ower rates would, generally, be better.
There nmay be sone exceptions, particularly in
patients that are not good candi dates for ESA
use, and | think for the nost part those are
addressed by the excl usions. About 20 percent of
patients are covered by exclusions in any given
year, 19-20 percent, sonething like that.

CO CHAI R CROOKS: To hel p you do your
work, | do think this is an inportant outcone.
It's an inportant neasure, and | think the case
t hat you shoul d have probably nade to us is this
out cone, standardi zed transfusion ratio is
rel ated to how you nanage anem a, processes up
streamdo affect it, and to make that |ink for us
in a very clear way. Then | think the discussion
on evidence is over. It's not --- it doesn't have
to link to other outconmes. So, |'ll stop beating
that horse, and open it up to the floor for

di scussi on of the evidence.
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CO CHAI R ANDERSON: Al an.

DR KLI GER Just very quickly, it's
hard for nme to inmagine this as an outcone
nmeasure. It's either an internedi ate outcone, or
a process neasure. W're not seeking to have a
ratio. | nean, that's not an outcone.

Furt hernore, the standardi zed
neasures, Peter, as you pointed out, we have to
be very careful about understandi ng what those
mean. A standardi zed hospitalization or nortality
ratio, the direction of that, and the goal of
that | ooks fairly clear. But if you tal k about
things |like a standardized infection ratio, for
exanple, we'll be tal ki ng about that |ater,
achieving the sane | evel that everybody else in
the country achieves, gosh, | don't want to be
judged if ny nedical center, that we're so good
with infections that we're just as bad as
everybody el se.

The standardi zed infection ratio
doesn't nake a whole |ot of sense to ne. A

standardi zed transfusion ratio is only useful, as

Neal R. Gross and Co., Inc.

190

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




10

11

12

13

14

15

16

17

18

19

20

21

22

you point out, to understand what direction
you're going in, and why. |'mnot certain that
zero transfusions are right. |I'malso not certain
that high transfusions are wong. | don't know.
So, | think this is sort of a process neasure,
and | think we should judge it according to the
standard route for a process neasure.

CO CHAI R ANDERSON: Josh

CO CHAIR CROOKS: Well, they did claim

CO CHAI R ANDERSON: Oh.

COCHAIR CROOKS: I'msorry, just to
finish the conversation

CO- CHAI R ANDERSON: Sorry.

CO CHAI R CROOKS: They do claimit's an
out cone neasure, and even in the evidence section
t hey checked the box outcone neasure. And | can
see it that way, | can see it as parallel to
standard hospitalization ratio, nortality rati os,
and so on, but that's the case they're trying to
make, | think.

DR. KRI SHNAN: | have a question on
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that very specific aspect. When we started this
conversation, we said that two of the neasures,
SHR and SMR were noved into the future because
they're looking at the --- sorry, because they
were novi ng the SMR and SHR further up, because
we're | ooking at the risk adjustnment nethodol ogy.
Is this the sane risk adjustnent nethodol ogy, or
different?

DR. MESSANA: No. There --- so, the
ri sk adjustnment strategy for this nmetric, in
addition to incident conorbidity is 27-28
conorbidities which are included in the first
| evel, the patient-level nmetric. The risk
adj ustnent strategy is the exclusion of
approxi mately 20 percent of patients with
conorbidities frompreval ent conorbidity clains
that are associated with nmalignancies, sickle
cell anem a, other acquired --- excuse ne, other
her edi tary henogl obi nopathies, so in addition to
the incident conorbidity adjustnents, there are
preval ent conorbidity adjustnents from Medi care

cl ai ms.
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DR. KRI SHNAN: So, this is sort of a
hybri d between the two?

DR. MESSANA: Well, it has additional

DR. KRI SHNAN: So, will the
del i berations that you have for the SVMR and SHR
affect this risk adjustnment nethodol ogy, as well,
or should we not think that way?

DR MESSANA: Don't know. The SHR and
SMR TEP is charged with addressing those. |
suppose that dependi ng upon where that discussion
goes, who knows. | can't predict the future, and
| don't think you should nake any deci si ons based
on that statenent.

CO CHAI R ANDERSON: kay. Josh

DR. ZARI TSKY: | have a real problem
with this as an outcone neasure, and that really
affects how you're going to judge the evidence.
And going toward the evidence, you know, for the
denom nator, you know, what's the evidence that
that denom nator is valid in this --- | nean,

there shoul d be sone evi dence presented that
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there's --- that that denom nator has sone
validity.

| guess |I'm asking for evidence that
there is --- you know, what is the evidence that
this is a valid neasure, that there is a
standardi zed expected transfusion ratio in this
popul ation? | nean, | could stop with nunber one,
t he outconme. You know, | want to knowis it an
out conme versus internediate, and then |I'mjust
having a hard tinme --- 1'd like to see sone
evi dence here using this standardized --- maybe |
just don't know it because |I'm not an adult
nephrol ogi st, that this standardi zed transfusion
--- expected transfusion has validity --- you
know, there's evidence for its use in this
popul ati on.

DR. MESSANA: So, Doug, do you want to
try to coment? I'mnot sure | understand the
guestion, but Doug apparently does.

DR, SCHAUBEL: |'mnot totally sure |
understand either, but just a coment pertaining

to your question, is that the --- so, every
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center is observed, transfusions are conpared to
t he expected, and that's the sanme general
procedure as what's used in nortality and
hospitalization. And, ideally, perhaps you'd |ike
to be nuch | ower than expected, and perhaps what
happens at the national level is not really the
target because it should be lower in the nation
as a whole. But at the end of the day, |'d say as
a target, it's a way to conpare each center in a
uni f or m way.

DR. ZARI TSKY: How do you --- just tel
me since | don't know, how do you cal cul ate the
expected, then?

DR. SCHAUBEL: Yes. So, it's
considering the patient characteristics and the
national --- there's a baseline rate which is
i ndependent of patient characteristics which
applies to everybody, which applies to every
patient across the country. And then that
patient's characteristics scale up what the
expected is for that patient, either scales it up

or scales it down, depending on what those
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characteristics are. And then the sumis taken
for every patient within that center to cone up
with that expected count, which is then conpared
to the observed. That's the sane --- in a general
sense, that's the sane as the SMR and t he SHR.

CO CHAI R ANDERSON: Fr ank.

DR. MADDUX: So, |'ll ask Joshua's
guestion a little bit differently, but simlarly
to col |l eagues on the Conmittee and others. |
don't understand why a standardized ratio is
appropriate for this particular neasure, because
| believe that if we're looking at trying to
understand both the distribution of transfusions
and the rationale for transfusions, | don't
understand how this particul ar neasure actually
gives us conplete clarity, other than we know
that you can rank them across a distribution
agai nst an expected range.

And | can tell you w thout any
transfusi on guidelines, unlike there nay be in
hospitals for cardiac surgery, | know of no

t ransfusi on guidelines for end stage renal
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di sease patients. It's very nuch a one by one
decision, so I'mjust struggling with the
rational e of creating the standardi zed rati o and
t he evidence that supports in another way what an
expectati on shoul d be.

CO CHAI R ANDERSON: Andy.

DR. NARVA: Yes. | think, you know,
what this reflects is an assessnment of managenent
of anem a, and we're often | ooking for ways of
i mproving quality of care while at the sane tine
pronoting individualized decisions. And | think
that this sort of neasure, which really gets at
avoi dance of anem a, avoi dance of transfusion
really has that built in. And | think the | ack of
a guideline on transfusion isn't necessarily a
negative thing. Here | think that this allows ---

sonme patients clearly are candi dates for
transfusion, sone patients aren't.

In general, we try to avoid
transfusion and that's --- even the FDA agrees
wth that, so | think this sort of is ---

enbodi es the opportunity to inprove care while
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at the sanme tinme pronoting sort of individualized
patient decisions. And | don't know how that fits
into the outcone versus process neasure, but |
think it allows us --- in some ways it nay be the
best reflection of quality managenent of anem a.

And | also think --- you know, |I'm
sure many peopl e here have been on nedical review
boards and networ ks, but these ratios are
extrenmely good at identifying outliers, at |east
for the exam nation of quality issues. And |
think that's an inportant purpose, presumably, of
this neasure.

CO CHAI R ANDERSON: Lori en.

DR. DALRYMPLE: And | think | have nore
of a procedural clarification question, for
per haps Sarah or the Chairs. So, have we cone to
agreenent on what type of measure this is, as to
whet her it's an outconme or an internedi ate
clinical outcone? Because |I think that would
then help the Conmmittee have an active di scussion
about whether we're grading, or voting yes/no.

And t hen when there are these
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nmet hodol ogi ¢ i ssues, especially with standardi zed
rati os which are inherently conplicated and ri sk-
adj usted, should we be conferring some of that

di scussion to the reliability and specifications
where we all argue about the nerits of

bi ostati stical techniques to report neani ngful
data, of which there are many choices, or do we
need to be discussing that in the evidence?

M5. SAMPSEL: (Ckay, so that's two
guestions. First question, process or outcone?
The devel opers have submitted this as an outcone
nmeasure. They did attenpt to provide a |ink,
which is the NQF requi rement between a process of
care and an outcone. They are indicating the
outcone that they are, you know, assessing
measur ement of as transfusion, so, you know, |
think that Dr. Narva said it correctly, that this
is kind of managenent of anemia to prevent
transfusion as the outcone. Correct me if |I'm

interpreting that incorrectly.

DR. MESSANA: | think that reflects our

openi ng statenent, and the introductory statenent

Neal R. Gross and Co., Inc.

199

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




10

11

12

13

14

15

16

17

18

19

20

21

22

200

in the application.

M5. SAMPSEL: So, you are --- you wll
when you vote on this, you'll evaluate this based
on the question, does the rationale that was
provi ded support the relationship of the health
outconme of a transfusion to at |east one health
care structure, process, intervention, or service
as provided in the evidence?

Your second question regardi ng two
di scussi ons on the methodol ogy, the statistics,
that fun conversation |I'msure is going to happen
under reliability and validity.

CO- CHAI R ANDERSON: M chael .

DR. FI SCHER: Just goi ng back to what
Frank said, and if you | ook at, again, the
al gorithm we used, you know, if it is an outcone
nmeasure, then really it's pass or no pass. And |
think there's no anbiguity when you think of SHR
and SMR, in terns of the opinion that higher is
WOr se.

But this is a case where | think that

there's a |l ot nore anbiguity about higher --- if
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you're higher, if your standardi zed transfusion
rati o happens to be higher, is that unanbi guous
that that reflects a problemw th quality of
car,, and that there's a process or a structure
t hat needs to be changed to inprove quality? And
| guess that's why | have --- | distinguish this
fromthe aforenentioned two ones that | nentioned
because, to ne, | think there's a lot nore
anbi guity and uncertainty about howit's
interpreted, and, hence, what a facility is
supposed to do in ternms of quality of care.
CO CHAI R ANDERSON: Li sa.
DR. LATTS: Well, and it's sort of ---

M chael, in response to that, | think that it is
one of those neasures that you have to get away -
- you can't think of it as higher or |ower, as
better or worse. It's only an observed versus
expected, and it's very --- that's why it's
critical that whoever is doing the neasuring then
does the expected accurately, and you as a
facility, or whoever is submtting it, won't know

until you get the data crunched whether --- how
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you performed.

Because you won't know until you know
how your relationship is fromobserved to
expect ed, because it's not supposed to be | ow,
it's not supposed to be high. It's your
rel ati onship of that observed to expected that is
the key outcone. And it's a very unconfortable
pl ace to be, because you don't know if you're
supposed to be high or |ow

COCHAIR CROOKS: 1'd like to suggest
a way forward, and that is let's accept the
application that this is an outconme neasure, and
let's vote based on the evidence, based on that
t hey have or you believe there's a |linkage to a
service, an intervention, health care structure,
or process. And let's just vote on it that way,
because that's what they' re asking us to do. It's
not necessary for themto link it to other
outconmes. And in ny opinion, the case is nade, or
|"mgoing to give themthat in nmy own personal
opinion. But | think we should just vote on it

t hat way, and then we can nove on fromthere.
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Does that make sense?

CO- CHAIR ANDERSON: 1'd just like to
make one other comment, and that's where it's at
a facility level, this neasure is at a facility
| evel . And dovetailing on what you said, M chael,
|"mnot sure that's where the right place is. If
this shouldn't be at a clinician | evel versus the
dialysis facilities, because nmany of the
facilities aren't doing standardi zed, or bl ood
transfusions, within their facility. They're
sending their patients to the bl ood bank, or
wherever, so | have concerns about it being a
facility-1level measure.

DR. MESSANA: The reason that this is
a facility-level neasure, and the TEP felt very
strongly about this, dialysis facilities are held
responsi bl e under the CFC 494 regul ations for
anem a managenent. Dialysis facilities are paid
for anem a nanagenent, and are the sol e source
for adm nistration of ESAs in chronic dialysis
patients on Medicare. And the TEP felt very

strongly that anem a managenent contributed to
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t he decision to transfuse because achi eved
henogl obin in, you know, different clinical
context was a main contributor to a decision to
transfuse given the situation, or given the
clinical context. That's why they supported this
or they recommended this as a dialysis facility
| evel netric.

CO CHAI R ANDERSON: But | guess | woul d
al so argue that it's the clinician's decision to
transfuse. It's not the facility's level to nake
t hat deci sion whether or not to transfuse the
patients.

DR. MESSANA: | accept that, but the
clinician uses --- it's the accepted standard of
practice for me to transfuse a patient who has
sone absol ute achi eved henogl obin threshol d, and
t he achi eved henpgl obin threshold is at | east
partially in nost situations under the facility's
control and responsibility.

There are situations where the
achi eved henogl obin that you woul d choose to ---

that I, as a clinician, would choose to
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transfuse is going to be different than an
absolute that Red Cross woul d set based on active
G bleeding or other conditions. But still the
achi eved henogl obin in al nost every decision |'ve
ever made to transfuse is a major contributor, a
maj or clinical input, to that decision.

CO CHAI R CROCKS: Li sa.

DR. LATTS: Just one quick sort of
comment and, again, fromsort of an outsider
perspective as |'mlooking at this, is that this
m ght be a nice conpromse if you can
operationalize it, which maybe you can't. |If you
don't know what the henoglobin targets are, if
t hey should be 8, 9, 10, or sonething, or none if
we can't cone up with a target, nmaybe an observed
to expected is a better way to nmeasure it.

CO CHAI R ANDERSON: All right. Are we
ready to call for the vote based on evi dence?

CO CHAIR CROOKS: We're linking the
outcone to process, structure, intervention.

M5. OGUNGBEM : The Committee i s now

voting on evidence as an outcone neasure. The
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options are 1 yes, 2 no. This is for Measure
2699. Voting is open. The results are one or 12
votes yes, 10 votes no. The Measure 2699 is a
gray zone neasure for evidence.

CO CHAI R ANDERSON: So, performance
gap. John.

DR. WAGNER: Ckay. So, gee, | was
hoping --- oh, well. So, there is based on the
STRRs reported from 2009 through 2012, a
performance gap in conparing, for exanple, inter-
guartile range of about 0.6 to 0.7 each year. And
there were al so anal yses of disparities, there
was some statistically significant changes in
transfusion ratios obtai ned when view ng fenal es,
Nati ve Anmericans, Asians, Bl acks, other race
versus --- and Hi spanics, which were not felt to
be clinically significant in that when one
adj usted for those, the STRR seened to have the
sane results.

CO CHAI R ANDERSON: Dodi e, anyt hi ng
el se? Any other comrents for the Cormittee?

CO CHAI R CROOKS: The only ot her
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consideration for performance gap is you sort of
need a target to say there's a gap, and there's a
di spersion of results. And if the idea is that's
a gap because everybody shoul d be com ng together
cl ose to one, okay, but then that suggests that
the target is one. So, gap is a little hard to
interpret. | do agree that there is dispersion of
resul ts.

CO CHAI R ANDERSON: Ckay. Mahesh.

DR. KRISHNAN: | just --- one thing |
didn't understand, maybe get the Commttee's
input. If the standardi zed, nean standardi zed
transfusion rate hasn't really changed, if | read
this correctly, all that nuch from 2009 to 2012,
you guys just described the nean henogl obi n has
gone down, how do we reconcile those two?

(OFf m crophone comrent.)

DR. KRI SHNAN: But we're saying it's a
surrogate for henogl obin, but we know that the
mean henogl obi n has gone down. |If the nean
henogl obi n has gone down for the country and this

nmeasure hasn't changed, how does that --- that
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doesn't seemto correlate.

CO CHAI R ANDERSON: Al an.

DR, KLIGER A transfusion ratio just
descri bes variation around the nean of the
country. And it's hard for ne to understand what
a perfornmance gap neans given that kind of a
neasure. | don't see how we can interpret it a
per f or mance gap.

CO CHAI R ANDERSON: John.

DR. WAGNER: Yes. So, | agree that if
you don't know what your target is, it's hard to
under stand how one shoul d vi ew t hese di spersion
of values. And the fact that the issues that were
t hought to provoke a concern around this, nanely,
t he change in FDA indications in prescribing
i nformation and the inpact that the billing
rei mbur senent net hodol ogy woul d have on
transfusions doesn't seemto be reflected in any
real change in the dispersion of these val ues.
But, again, it depends on how one views the val ue
of the STRR as a clinical outcone.

CO CHAI R ANDERSON: Josh.
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DR. ZARI TSKY: If you just use the gap
to say hey, well it's just --- there's this
variation and stop there, and say well, that's
your gap. There's a variation, because we don't
know what's better or worse, but there's a
variation. It's not like w're all at one, so
there's no point in --- so, there's always going
to be a gap.

(OFf m crophone comrent)

CO CHAI R ANDERSON: Turn your mc on
Al an.

DR. KLI GER: But whenever any of these
standardi zed ratios -- by definition, will just
descri be the variation around the nean, always
will be there, and | just don't know howto ---

what a gap nmeans in that context.

CO CHAI R CROOKS: | woul d suggest as
sort of a flawin the way we're supposed to
consider these, if it is an outcone nmeasure, then
t he gap doesn't nean the sane thing, and naybe
gap shouldn't be part of the consideration for an

out cone neasure. But there we are, we have it
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ri ght now. Sarah, would you have anything to ---

M5. SAMPSEL: | don't have anything to
add.

CO CHAI R CROOKS: Ckay.

(OFf m crophone comrent)

CO CHAI R ANDERSON: Very brief, because
we're going to have to go to public comrent.

DR. MESSANA: So, the only issue is
t hat absolute transfusion rates increased after
2011. You're looking at risk-adjusted rates here,
so in terms of justifying the need or the
protection for the popul ation, the absolute
transfusion rates nmay be nore inportant to
consi der.

CO CHAI R ANDERSON: All right. Wth no
further discussion, let's nove to vote on
per f or mance gap.

M5. OGUNGBEM : The Conmmittee i s now
voting on performance gap for Measure 2699. The
options are 1 high, 2 noderate, 3 low, and 4
insufficient. Voting is open. The results are one

vote high, 10 votes noderate, three votes | ow,
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and nine votes insufficient. Measure 2699 falls

in the gray zone for performance gap.

CO CHAI R ANDERSON: We're going to need

to pause on this measure for public coment.

OPERATOR: If you'd like to nake a
comment pl ease press *1. There are no coments at
this tine.

MR, DIAMOND: | would just urge the
Committee to ask staff to provide the definitions
for structural, process, and outcone neasures. |
was totally confused about the discussion that
this | ast nmeasure is defined as an outcone
nmeasure. My understanding, and | nay be totally
i ncorrect, of an outconme nmeasure is a description
of a patient's status, and the change in the
patient's status.

Mortality is an outcone neasure. This
Is a process neasure. This is sonmething that has
been done to a patient. If this becones an out --
- if this is defined as an outconme neasure, then
anything we do to a patient and any ratio that we

attach to doing sonething to patients beconmes an
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out conme neasure. So, | think the way to resol ve
this would just be go back to --- I'msure
there's sone standard definitions within the
archives of NQF that define sonething called a
structural, process, and outcone neasure.

CO CHAI R ANDERSON: Did you introduce
yourself for the record?

MR, DIAMOND: Ch, I'msorry. For the

reporter, thanks, Lou Di anond speaki ng for

nysel f.

CO CHAI R ANDERSON: All right. Let's
conti nue on our measure --- turn your mc on.

DR. DALRYMPLE: Wuld it be possible to
maybe take a short break. | think this is

actually a fairly conplicated reliability section
to go through, even if it's just for five mnutes
for the Commttee, or is that not a choice?

don't perceive this to be a straightforward
reliability, in large part because of the
statistical methodol ogy, and all of the issues

t hat have conme up today. And it's ---

CO CHAI R ANDERSON: Actual Iy, what we
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212

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




10

11

12

13

14

15

16

17

18

19

20

21

22

woul d Iike to propose is to go ahead and get up,
and get lunch, but actually do a working lunch so
we can get through nore of the neasures. So, if
you coul d be back by 12:30, and then we'll do

t hat. Thanks, Lorien.

(Wher eupon, the above-entitled natter
went off the record at 12:15 p.m and resuned at
12:30 p.m)

CO CHAI R ANDERSON: All right. W're

back
on Measure 2699. And we're at specifications and
reliability. Dodie or John?

DR. WAGNER: Ckay, well pardon ny
chew ng.

So, specifications, the nunerator
i ncludes cl ai s data and vari ous procedure and
revenue codes. | guess the comment | woul d make
about that is that it seens there are certain
procedure codes that will allow one to capture
t he nunber of units transfused versus revenue
codes which I think only give a thunbs up or

t humbs down on a transfusi on event.
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So, I"'mnot sure if that affects the
reliability of the data. There's no information
about that. And if |I'm confused about that
point, if soneone can clarify that, | would
appreciate it.

kay, as far as the denom nat or
exclusions, there are the exclusions that are
t hought to influence anem a managenent in a way
that would make it difficult to use ESAs and,
therefore, the things that one has seen in other
nmetrics have been put forth as exclusion events.

However, | think unlike other anem a
nmetrics, the only henogl obi nopathy that is
mentioned is sickle cell and there is no other
excl usi on for other henogl obi nopat hi es and,
dependi ng on the coding, I'"mnot sure if that
woul d then result in sone confusion, for exanpl e,
soneone had SC di sease or sonething al ong those
| i nes.

In ternms of other exclusions that
woul d relate to the KDI GO Cuidelines that were

cited, ineffective bone nmarrow coul d be the
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result of other issues such as inflammtion,
surgical trauma and those events are not
excl usi on events.

As far as the statistical nodeling
which I think will be a large discussion, this is
using a statistical nodel which is risk-adjusted
for age and for nursing honme status at tine of
t he ESRD onset and years on ESRD, di abetes status
and conorbidities as at the tinme of filling out
t he 2728.

And the risk-adjustnment does not get
updated as one accunul ates tine on dialysis. And
this risk-adjustnent is then put into a Cox nodel
to conme into the expected transfusion rate ratio.
I|"msorry, the expected transfusion rate and then
observed over the expected delivers the ratio.

So, | think there is, again, a
guestion as to whether one can view an expected
rate as indicative of good quality care or
consi stent with recogni zed standards of care and
whet her there should be other risk-adjustnents

within the nodel that speak to issues such as
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bl eedi ng events, such as surgical events, such as
i nfectious events and those have not been
i ncorporated into the nodel.

And al so | ocus of transfusion since
there are sonme dialysis facilities which have the
ability to transfuse and many which do not. It's
not clear what the relationship of the |ocus of
transfusion m ght bear on this nodel.

So, again, another way of | ooking at
the reliability of the data are to discuss the
inter-unit reliability and based on their
analysis of the inter-unit reliability, the
devel opers indicated they believe there was a
noderate degree of reliability.

So, that is ny conmments. | think this
is very problematic to claimthat this is a
reliable indicator of quality.

And, with that, I'll open up the
floor.

CO CHAI R ANDERSON: Dodi e, any
addi tional coments?

DR. STEIN: The only other conment is
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| may nmention the larger facilities are going to
have a hi gher | UR

But | just have problenms with the
whol e cal culation of all of this and then sone
feasibility issues for |ater.

CO CHAI R ANDERSON: Ri ght. Al an?

DR, KLIGER | guess |I'mnot surprised
that there should be a correlation between a
st andardi zed transfusion rati o and
hospitalization or nortality. Maybe we're just
i dentifying sicker patients. |'mjust not sure
what that tells us. | don't know that that
val i dates the neasure, it just identifies perhaps
a group of sicker patients.

CO CHAI R ANDERSON: Lorien?

DR DALRYMPLE: And | think -- |'m not
sure if we're going to discuss this as a
commttee or further pose it to the --

I"mnot sure if we're going to further
di scuss this as a committee or nove it to the
devel opers in the nane of tinme, but this issue of

how transfusi ons are counted, depending on if
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you're a revenue center or a procedure code, it
sounds like fromthis subm ssion, and | do
greatly appreciate the transparency on the
approach to counting, the procedure codes tend to
be a smaller percentage but | don't have an
under st andi ng of what percent age.

And then this question cones to ny
mnd, well, Facility Ais associated with
Hospital A and Facility Bis with Hospital B and
Hospital A tends to use revenue centers, SO
there's going to be | ess events systenmatically
counted conpared to B using procedure codes.

Is Facility B really just being
penal i zed because they're associated with
hospitals that use different billing practices
and does this happen systematically?

Because ny understanding is all
i npatient clains are counted unless you are a
transpl ant hospitalization.

So, we're now nmeking the facility
accountable, not just for their care of

practices, but the care of practices at the |ocal

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

hospital may have very different transfusion
standards than we have and nmay al so have
systematically different billing practices.

So, | don't knowif we, as a group,
shoul d di scuss all these issues or, in the nane
of time, ask for clarity? Peter? Connie?

DR. MESSANA: Well, so, Lorien, |'m not
sure | can provide a lot of clarity on the latter
guestion. It is certainly, as | pointed out in
ny introductory statenent, this approach is the
best one can do with the clains basis.

But there certainly is opportunity for
a hospital to hospital variation in how they, you
know, how they submt those and whet her they
submt those because inpatient hospitalizations
are DRG rel ated on whet her they include a
specific line item

When we' ve | ooked previously at the
associ ation between dialysis facilities and
hospital s, the paradigmthat you develop, it's
much nore conplicated than that.

Most freestanding dialysis facilities
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have rel ati onships with nore than one hospital.
There's a subset that there's a geographic
singularity, but it's nmuch nore conplicated than
t hat .

And | would say | think the majority
of facilities have relationships with nore than
one hospital, although geographic issues nay
still cone into play.

The reason | had the card up is in the
reviewers statenent, | wanted to correct one,
what | think, is factual om ssion. There are a
nunber of hereditary anem as, henol ytic anem as,
that are included in a bunch of sickle cell
variants, sickle cell C diseases and ot hers.

So, there's a whole famly fromthe
categorical -- the hierarchical coding system
CVMB codi ng system of hereditary anem as, not just
sickle cell that are part of the exclusion |ist
and the code table that was included with the
submi ssi on.

CO CHAI R ANDERSON: So, just a quick

foll owup. Have you enpirically tested if you
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treat procedure codes the way you treat revenue
centers, if any findings for facilities change on
their O E?

DR. MESSANA: W have not. W have a
breakdown of revenue center codes that are
i solated that don't have a procedure code with
t hem and how nuch overlap there is. And a
sizable mnority are based on revenue center
codes only.

So, that's why we were careful to
| abel transfusion events because we probably are
systemati cal ly undercounting units of bl ood
transfused with this nmethodol ogy. W can say one
or nore bl ood transfusion was adm ni stered but on
this day and only if we have granularity from
procedure codes can we say that for sure that
were two or nore or two or multiple transfusions
provi ded on a day.

CO CHAI R ANDERSON: But for those
patients, you have granularity available. | just
want to nmake sure | understand the nunerator.

You will use it in those cases.
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So, there's patients that don't have
granularity so we just say, okay, you're one.
But this patient where procedures were
systematically, you could give thema six, you
could give then an eight if they got eight units
of bl ood because you -- although | think you can
only do one procedure per day, correct?

So, it'd be a max of one unit per day.
But if you're in the hospital for three weeks and
t hat hospital uses that schema, you can get up to
one a day. And then --

DR. MESSANA: Right, it's one event per
day maxi num

CO CHAI R ANDERSON: But, in theory, if
t hey got transfusions on eight different days,
that patient would get a nunerator eight, but at
this other hospital where we use revenue center
codes, they could get 40 units and it woul d count
as one, is that a correct understanding?

CO- CHAI R ANDERSON:  Frank?

DR. MADDUX: So, | would say to

Lorien's question, it brings up again the issue
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t hat many, nmany hospitals are, in fact, do have
transfusion policies and protocols that will be
foll owed for the transfusions occurring in those
hospi tal s.

So, the ability of the nmeasure to be
sensitive to what the expected rates are will be
hi ghly influenced by these particular areas that
| think, fundanentally, puts into question sone
of the underlying nature of responsibility for
this.

CO CHAI R ANDERSON: All right, let's
call for the vote for specifications and
reliability.

M5. OGUNGBEM : The committee i s now
voting on reliability for Measure 2699. The
options are one-high, two-noderate, three-|low and

four-insufficient. Voting is open.

The results are zero votes high, seven

votes noderate, 13 votes |low and three votes for
i nsufficient.
The neasure does not pass on

reliability.
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CO CHAI R ANDERSON: Are there any ot her
comments for the devel oper on the rest of the
criteria? Ckay.

M5. SAMPSEL: Right, so as we have in
t he past, you know, the devel oper now has, and
this will go through public conmrent.

But the devel oper could also bring
addi tional information back to you when it cones
to providing additional information on this
nmeasure for consideration.

Are there any additional insights or
recommendati ons you would like to provide to the
devel opers?

DR. DALRYMPLE: So, ny reconmendati on
woul d be to consider doing the enpirical testing
to see if what you observed changes if you treat
procedure codes the sane as revenue centers since
you have the data and could just enmpirically
conpare those two.

DR. MESSANA: Ckay, thank you.

DR. KRI SHNAN: Maybe to foll ow up on

that, if there's regional variances |ike Frank
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was sayi ng, because regional variances nmay be due
to hospital |evel or physician |level, transfusion
practices as well as the flavor that they're
usi ng for coding the transfusions.

DR. DALRYMPLE: So, is there anything
we could recommend as a conmittee that woul d hel p
reassure us that this isn't all being drive by
hospital practices and facilities warrant
accountability because we're not managi ng anem a
correctly?

Because | think that's one of the
concerns, right? W want to nmake sure this
reflects quality of care to dialysis facility,
not transfusion practices and behaviors at a
hospital |evel.

So, is there any analysis that woul d
hel p us understand whether that's what's
occurring? | think that's what you're proposing,
but is there a way to | ook at that?

CO CHAI R CROOKS: And mmy conment is to
go back and really exam ne what kind of mneasure

is this? |If it seens that it probably is not an
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outcone, and | like Louis D anond's definition
that an outcone is sonething that happens to a
patient.

| haven't really thought the subject
t hrough, but that seenms to nake sense and | don't
know if it's a process netric or an internediate,
but | think that needs to be thought through and
clearly presented so that the conmttee doesn't
end up having to try to deci de what kind of a
measure it is.

DR. MESSANA: So, |I'll respond to that
comment, Peter.

W spent nonths trying to figure out
whet her this was cubbyhol ed as an outcome neasure
or as a process nmeasure. Using Dr. D anond's
suggestion that sonething that happens to a
patient, transfusions happen to patients.

So, from one perspective, sonme of the
menbers of our group felt strongly that it was an
out conme neasure, while others thought of it as a
process mneasure,

There's a great deal of uncertainty on
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our part about what defines whether this fits a
definition of an outcone or a process mneasure.

So, | certainly appreciate and
understand the nultitude of opinions around the
t abl e about that.

M5. HARTWELL: | just had a quick
comment and just looking at it fromthe patient's
perspective, is there ever a way there could be a
change in policy where patients could get a bl ood
transfusion in a clinic?

Because it's a very big inconveni ence
to go to the hospital to get a clinic to get a
transfusi on and have it be reinbursed outside the
bundl e. But just a thought.

DR. MESSANA: So, Lori, maybe we coul d
-- you could ask nme that -- my opinion about that
of fline but you' ve got a lot of other things to
do. So, I'lIl defer for a tine.

CO CHAIR CROOKS: So, we're going to
pause -- another pause that refreshes. You are
now going to be randonmy selected for a two or

three year termwith this commttee, if you stil
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want to serve. No, that's not an option, sorry.
And Poonamis going to do the process.
MS. BAL: As the process, whenever you
pi ck out a nunber, please into the m crophone say
your nane and the nunber that you received for
your term |It's going to be a two or a three.

MS. HARTWELL: Nunber three. Oh, Lori

Hartwel |, nunber three. So, what does this nean?
Oh, okay, | guess that's -- what nunbers are in
t here?

DR. MADDUX: This is Frank Maddux, two
years.

DR. GREENSTEIN. Stu Greenstein, three
years.

M5. OGUNGBEM : | nean |"'mwiting it
down but the transcript's also getting it.

DR. KASKEL: Rick Kaskel, three years.
Does this count if you're retired?

CO- CHAI R CROCKS: As an individual, not
just for a --

DR. SOVERS: M chael Soners, three.

DR. BHAN: |shir Bhan, three.
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DALRYMPLE: Lorien Dalrynple, two.
PAVLI NAC: Jessi e Pavlinac, two.

LENNI NG Karilynne Lenning, three.

T 5 P 3D

NARVA: Andy Narva, |ife wthout
t hr ee.

WAGNER: John Wagner, two.
STEIN: Dodie Stein, two.

WAGER: Bobbi Wager, two.

HAI N: Debbi e Hai n, two.

EVANS: Bet h Evans, two.

FI SCHER: M chael Fi scher, two.

T3 5 3 5 3 3

KLI GER: Al an Kliger, one. No,

2

KRI SHNAN: Mahesh Kri shnan, three.

2

LATTS: Lisa Latts, two.

2

KLEI NPETER. Myra Kl ei npeter,

CO- CHAI R CROCKS: Peter Crooks, three.

CO- CHAI R ANDERSON: Conni e Ander son

DR. ZARI TSKY: Joshua, two.

CO CHAI R CROOKS: Ckay. Next up is

Neal R. Gross and Co., Inc.
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2701.

DR. JONES: Thank you from KCQA in
particul ar for noving the schedule up. W
appreci ate that.

KCQA is pleased to review our two
fluid managenent nmeasures with the conmttee.

2701 is one of the two fluid
managemnment mneasures devel oped and tested by KCQA.
2701 neasures the percentage of adult in-center
henodi al ysis patients in the facility whose
average UFR is greater than or equal to 13 m/kg
per hour. In this case, the |lower score is a
better performance.

Facilities succeed on the neasure and
are not counted in the nunerator if the dialyzed
patients at an average of UFR | ess than 13 and/or
di al yzed patients for an average of greater than
240 m nutes per session.

| would like to focus on a coupl e of
the pre-neeting conmttee comments.

One reviewer noted that we did not

present any information on the reliability of
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data source used in the testing. That is, the
data warehouses of three |arge dialysis
organi zations that participated in the testing.

Wth the exception of patient weights,
all necessary data el enents for the neasures are
collected via what NQF refers to as an
authoritative source currently with care
delivery. Specifically, data are entered
el ectronically and are not abstracted, coded or
transcri bed by any ot her person.

Because the patient weight data in
sonme instances require transactions fromchair
side to the electronic system we conducted and
reported reliability testing at the | evel of the
measure sources, which, again, is consistent with
NQF.

The data are the same as those batched
submitted to CVM5 for CRONNVD

There were questions about the tine
conponent in the numerator which is one of the
maj or differences between KCQA and CMS s neasure.

KCQA considers the tine conponent a
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critical element. Rather dictating the UFR
remain at or below 13, the length of the session
conponent of the neasure allows judicious use of
UF rates above 13 as long as the patient is

di al yzed for nore than 240 mi nutes.

Wth a nmeasure to focus exclusively on
the UFR without taking tine into consideration,
sone patients may require significantly |onger
di al ysis treatnments beyond four hours, increasing
t he chance that they may refuse. The tine
conponent is also necessary to avoid potenti al
adver se uni nt ended consequences of inplenenting
t he neasure on other patients who follow that
patient.

In other words, if they have to go
nore than four hours, it mght bunp into the next
patient schedule. Only perspective testing can
address the frequency with which this scenario
can occur.

Lastly, | would Iike to address the
ot her major difference between KCQA and CMVS

measure, which is that our neasure is specific to
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the average rate for the session during the week
that Kt/V is neasured and the CMS neasure relies
on data for a single session.

W believe the average is nore
accurate and voids potential gamng. W also
believe relying on a single data point is a
threat to validity.

W provided the conmttee with
addi ti onal data denonstrating that one of the
LDOs anal yzed and confirnmed that facilities who
have a Monday/ Tuesday, Kt/V cycle perform nore
poorly than those who have Wednesday/ Thur sday
Kt/V cycl e.

Thank you for considering this.

CO CHAI R CROOKS: Thank you

Al'l right, our discussants for this
nmeasure are John Wagner and M chael Soners.
Who's going to kick it off? M chael ?

DR SOVERS: | can, yes.

So, in terns of evidence, we are
provided with a KDOQ Cuideline, which is a

wor kgroup consensus opi ni on regardi ng the need
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for the patient to be euvolemc and it does
mention that sonme patients need to have extended
HD times and slower UF. There's no real evidence
in this guideline regardi ng outcones and why this
is ---- as a process or internediate outcone is
wor t hwhi | e.

There's also literature review
provi ded. Three of the pieces are opinion
pieces. One's data froma registry, nine are
cohort or analysis of |arge data sanples from
cohort studies. That's the evidence.

CO CHAI R CROOKS: | should mention that
three commttee nenbers are precluded from
di scussi ng or voting, Constance Anderson, Lori
Hartwel | and Mahesh Kri shnan.

Ckay, John?

DR. WAGNER: Right. | just would point
out that the neasure requires either having 240
m nutes and if one does not have 240 m nutes, one
needs to have an ultrafiltration rate that is
| ess than the threshol d.

And none of the articles addressed
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that kind of a conmbination, why one 240 m nute
time threshold woul d be equivalent to an
ultrafiltration rate that is whatever one w shes
to defi ne.

And al t hough many of -- sonme of the
articles -- at least | guess the nodality of the
articles nmention four hours as a cut point. Sone
of the articles nention different tineframes as
cut points and other articles nmention different
ultrafiltration rates as cut points for risk.

CO CHAI R CROOKS: Ckay. The floor is
open for other comments on the evidence. You've
got it.

M5. EVANS:. | just have a question. On
the UFR rate, is it greater than 13 m/kg per
hour or is it greater to or equal to -- it's
conflicting in that precedi ng conment, the data
on that?

And four hours, is it over four hours
or is it over and equal to four hour dialysis
time?

CO CHAI R CROOKS: Wuld you like to
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respond?

DR. JONES: Yes, the UFR is greater
than and equal to. The tinme is nore than 240
m nutes or nore.

CO CHAI R CROOKS: Ckay, Lorien?

DR. DALRYMPLE: And | just have a
guestion for the workgroup and revi ewers.

In the end, what was your overall
sense of the evidence as it relates to this
nmeasure? \Wat would you have --

DR. WAGNER | think there are evidence
that this associates to increased time with
better outcones. Again, whether it's 240 m nutes
or not is | think alittle bit vague in the
literature.

And as far as what the actual
ultrafiltration rate that should be targeted as
t he best rate above which one does not wi sh to
go, | think it's unclear. So | think the
evidence there is a little bit weaker about what
the best rate is.

CO CHAI R CROOKS: Yes, ny inpression
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was -- | was in a workgroup ---- that there was
no systematic review presented or neta-analysis,
but there was quite a few articles and 13, |

t hi nk, and the preponderances and sonme way or
anot her, you know, high UF bad, short dialysis
bad.

And the KDOQ commttee in 2006 cane
up with -- considered it Grade A evidence.

DR. WAGNER: Yes, | think though --
that guideline really speaks to achieving the dry
wei ght ---- the euvol em c weight in avoiding
hypert ensi on.

So that really -- while it supports an
effort to define how you get there, it really
doesn't -- that guideline doesn't speak to how
you get there. And of course, this guideline --
this nmetric does not attenpt to define what the
target weight is by any particul ar standard.

CO- CHAI R CROCKS: Yes, so the evidence
isn't as strong as we'd like. [It's begging out
for clinical trials and | don't knowif that'l|

ever be done or not, but evidence being what it
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is, | think it's reasonably strong.

Oh, I'msorry, Frank?

DR. MADDUX: So I'd just say that as
we' ve nmoved sone of the dose of dialysis nmeasures
into reserve status, this kind of neasure, |
t hi nk, begins to breakdown in a nore granul ar
nature sone of the issues that are conmponents of
what the original Kt/V was.

And whether it's tine, ultrafiltration
rate or the inpact of intradialytic weight gain,
| think all of those become a rationale of which
there's a pretty large body of literature that
you coul d extend through the transitive property
to say is related to this particular topic.

And it strikes nme that there's not
nearly as much known about this because we've
been concentrating on the nore gl obal neasure at
this point and I think we have to recogni ze t hat
it's not going to be quite as mature as sone of
t he ot her neasures.

CO CHAI R CROOKS: Ckay. O her

consi derations about the evidence -- body of
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evi dence?

Ckay, we're ready to vote then

M5. OGUNGBEM : The committee's now
voting on Measure 2701 and its evidence.

The options are 1 high, 2 noderate, 3
|l ow and 4 insufficient. Voting is open.

CO- CHAI R CROOKS: Mahesh, | see a
voting stick in your -- oh, thank you. You're
having a conflict of interest.

M5. OGUNGBEM : So, we will only have
20 votes since three conmttee nenbers recused
t hensel ves.

The results are zero votes high, 17
vot es noderate, two votes | ow and one vote
i nsufficient.

Measure 2701 passes on evi dence.

CO CHAI R CROOKS: (Ckay, thank you
Gp?

DR. SOMERS: So for gap we're given
data from 4, 252 heno facilities, over 412,000
patients, shows that fromthis group a nmedi an of

10. 8 percent would not have net this measure with
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a range fromzero to 50 percent.

CO CHAI R CROOKS:  John, any ot her

coment s?

DR. WAGNER:  No.

CO CHAI R CROOKS: Ckay. All right,
well, let's vote on the gap then if nobody wants

to say anything further.

M5. OGUNGBEM : The conmttee i s now
voting on performance gap for Measure 2701. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

The results are three votes high, 16
votes noderate, one vote |ow and zero votes
i nsufficient.

Measure 2701 passes on perfornmance
gap.

CO CHAI R CROOKS: (Ckay, thank you
Now specifications and reliability.

DR. SOMERS: So for specifications,
it's specified for CROMWDb and all the data
elenents in the directions for data capture was

included. It's not risk-adjusted.
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In terms of reliability testing,
there's data, again, given fromthe 4,252
dialysis facilities. They |ooked at the facility
and treatnent nonth as independent vari abl es and
t hey nmeasured the score as variable intracl ass
correlation coefficient between 0.6 and 0.7 for
the three LDOs which fell into a level of -- a
good level of reliability.

CO CHAI R CROCOKS:  John?

DR. WAGNER: Not hing to add.

CO CHAI R CROOKS: (Okay. Lorien?
Thank you.

DR. DALRYMPLE: Can | just clarify one
point on this? So, was the reliability testing
done with the LDOs all sending their data or was
it done on CROANWD?

Because | thought one of the conments
| saw was, does CROM\Web have three neasures of
wei ghts each nmonth? And | don't know CROAV&b
wel | enough to know. So I don't know if other
comm ttee nenbers have nore insight into CROANWD

and what data's collected nonthly and then naybe
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the primary reviewers just clarify on how the
reliability testing was done versus the stats?

DR WAGNER: Yes, so | didn't know if
this was under feasibility, but this is obviously
a data set that is generated by proprietary
dat abases and it is assunmed that CROMWb can be
configured to provide the sane data.

So, the data will be fromthe week
that the Kt/V is calculated in that. It could be
three or four treatnents during that week. And
so, | don't think CROAMWb currently captures
that information, so it would have to be put into
t he system and software devel oped around it.

CO CHAIR CROOKS: Is that correct?

DR. MCGONI GAL: Yes, that is correct.
We collected it through the LDOs. It's not
proprietary databases, they were data warehouses,
same information that's sent to CROMVéD.

At this point, CROMWDb is collecting
one data point and so that would need to be
expanded to the three.

And | think that's all you asked. D d
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| m ss sonething? Ckay.

COCHAIR CROOKS: That's it. Ckay.

DR. MCGONI GAL: On, yes, one other
t hing, we exclude four or greater treatnents per
nonth. So it would only be three maxi num

DR. DALRYMPLE: | think in the specs
it says greater than four are excluded. So if
it's four or nore we nay just need to be -- and
sonme of the exclusions it nostly says greater
t han four.

DR MCGONI GAL: Four or nore is the
excl usi on.

COCHAIR CROOKS: Right. So, they're
stipulating that they neant --

DR. DALRYMPLE: Details, but we're
going to limt to thrice weekly? Ckay.

Does anyone know if this has been
proposed to CROMNWeb and woul d be feasible in the
near future to have the three?

DR. JONES: Yes, it has been. There's
sonme di scussi ons about, you know, picking up on

the three treatnents.
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CO CHAI R CROOKS: Ckay. O her
comments? Okay, let's vote on reliability.

M5. OGUNGBEM : The conmittee i s now
voting on reliability for Measure 2701. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

The results are unani nbus, zero votes
hi gh, 19 votes noderate, zero votes |ow and zero
votes insufficient. Measure 2701 passes on
reliability.

CO CHAI R CROOKS: Thank you. On to
validity.

DR. SOMERS: |In terns of validity, the
facility-specific scores were conpared to SHR and
SMR.  The correlations were in the preoperative
direction and statistically significant.

CO CHAI R CROCKS:  John?

DR. WAGNER: | guess the only question
| would have is if the SHR and SMR are going to
be under review and we don't know what the
outcone of those reviews are, is it fair to have

validity testing then that relies on those
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measures or is that a noot point?

CO CHAIR CROOKS: Well, they're not
under review yet and we still --

M5. SAMPSEL: They're technically
endor sed neasures.

CO CHAI R CROCKS:  Yes.

M5. SAMPSEL: And in current use.

COCHAIR CROOKS: So | don't think we
need to worry about that. 1'd just like to
mention they also claimface validity with this
KCQA Steering Conmttee and testing workgroup,
for what it's worth.

Ckay, any other coments on validity?
Let's vote.

M5. OGUNGBEM : The conmittee i s now
voting on validity for Measure 2701. The options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

The results are two votes high, 16
votes noderate, one vote |ow and zero votes
insufficient. Measure 2701 passes on validity.

CO CHAI R CROOKS: Ckay. Thank you.
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Feasibility?

DR. SOVERS: Well, in terns of both
feasibility and usability, the coments that have
been nmade al ready about sone tweaks in CROANNWb
wer e pertaining.

But ot herw se, the workgroup thought
that the data woul d be generated or coll ected
during usual provision of care through EHRs.

CO CHAI R CROCOKS:  John?

DR WAGNER: So | guess it would be
perhaps inportant to know how difficult it wll
be to configure CRONMNWDb to capture these data
and to understand. G ven the issues that
CROMWeb has with capturing all of the data,
whet her this would be a particular problemin
this case for this netric.

CO CHAI R CROOKS: Because as it
stands, there's any patient dialysis as an
i ndependent or small chain unit is not going to
be captured. Right?

DR MCGONI GAL: [|I'msorry, are you

asking --
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CO CHAIR CROOKS: |'m asking you that
guestion, yes.

DR. MCGONI GAL: Yes, so | missed part
of the question but you're tal king about the
smal l er --

CO CHAIR CROOKS: Well, the --

DR. MCGONI GAL: -- that non-batch
submtters, is that correct?

CO CHAIR CROOKS: Right. But you're
not even using CROANWb at all. Right?

So, at the present tinme, when you do
this nmeasure it excludes independent dialysis
units and small chains.

M5. NISHHM: That was for the
testing. W' ve been in conversation with CMS
about adding the two extra data points so the
batch submitters would batch three and the rest
of the facilities would have to nanually enter
the additional two, as they now nanually enter
one.

COCHAIR CROOKS: So the plan is

definitely to get all units under the unbrella?
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M5. NNFSHHM: Oh, yes. No, there was
never --

COCHAIR CROOKS: If we can get the --
all right, good.

QO her issues with feasibility?

M5. EVANS: Hone henp will be included
or not?

CO CHAI R CROCKS:  Pardon ne?

M5. EVANS: Hone henp?

CO CHAI R CROOKS: Honme heno, will they
be included?

M5. EVANS: Are they included or not?

DR MCGONI GAL: This is in center.

M5. EVANS: In center, okay.

CO CHAI R CROCGKS: It's not, yes.

Ckay. Any ot her issues on
feasibility? Let's vote.

M5. OGUNGBEM : The conmttee i s now
voting on feasibility for Measure 2701. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

The results are two votes high, 15
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vot es noderate, one vote | ow and one vote
insufficient. Measure 2701 passes on
feasibility.

CO CHAI R CROOKS: Okay. Usability and
use?

DR. SOMERS: | don't think we have any
new conments. We've covered that | think.

CO- CHAI R CROOKS:  No comment s?

DR. SOMERS: Well, nothing new than
what we didn't discuss with feasibility. | nean
| think that with the tweaks that needed to be
made, we thought that it could be usable. It's
not currently being used.

CO CHAI R CROOKS: Ckay, it's not
currently in use. Pay -- state plan public
reporting, could be used for plan paynment, Q
use.

Okay. Other concerns or comrents
about usability and use? | see people have --
oh, Lorien?

DR. DALRYMPLE: |'mnot sure, it seens

| i ke our devel opers want to share sonething with
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us. Sarah, can we --

MS. SAMPSEL: No, |'m --

DR DALRYMPLE: -- inform our
conversation about usability because perhaps we
don't understand, aside from CROMWb, if this is
usabl e.

M5. SAMPSEL: So | nean | guess what
I"mtrying to do is only if there are questions
specifically to the devel opers that woul d hel p
you in your consideration, that's when we want to
direct to the developers. But we're trying to
nove this al ong.

DR. DALRYMPLE: | w Il just ask one
guestion with that in mnd.

|s there usability outside of CROANWD
i mpl enenti ng these changes?

DR. JONES: In at |east one |arge
di al ysis organi zation, this is reported out on a
nonthly basis. And for internal Q purposes,
both the Iength of dialysis and the fluid rate
and the tinme. So at least in that one | arge one

it's used.

Neal R. Gross and Co., Inc.

250

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




10

11

12

13

14

15

16

17

18

19

20

21

22

CO CHAI R CROOKS: Any ot her comments?
kay, let's vote, usability and use.

M5. OGUNGBEM : The conmittee i s now
voting on usability and use for Measure 2701.

The options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

The results are two votes high, 15
vot es noderate, one vote | ow and one vote
insufficient. Measure 2701 passes on usability
and use.

CO-CHAIR CROCKS: So, so far all the
criteria have been met. Now we're going to vote
on submtting for recommendi ng endorsenent. Any
ot her conments before we vote? Ckay, pick up
your sticks.

M5. OGUNGBEM : The conmittee is now
voting on Measure 2701's overall suitability for
endorsenent. Options are 1 yes, 2 no. Voting is
open.

Results are 19 votes yes, zero votes
no. Measure 2701 passes it's neeting NQF

criteria for endorsenent.
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CO CHAI R CROOKS: Ckay, thank you
And don't go away because we're going to go next
to 2702, Post-Dialysis Wight Above and Bel ow
Target submtted by KCQA

You have the fl oor.

DR. JONES: Thank you. Measure 2702
is the percentage of patients with the average
post-di al ysis wei ght greater than equal to one
ki | ogram above or below their prescribed target
wei ght .

First, | want to enphasize that KCQA
bel i eves that this neasure conpl enents and serves
as a check and bal ance to the neasure we j ust
spoke about.

| mpl erent ed al one, the specifications
of 2701 could be nmet sinply by underdial yzing the
patient by decreasi ng UFR

Concurrent inplenmentation of this
wei ght neasure will mnimze the potential for
such an uni ntended consequences as patients
underdi al yzed in such manner will unlike neet

their target weight.
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KCQA's testing in over 4,000
facilities over 412,000 patients found the
measures were both valid and reliable.

| understand fromthe pre-neeting
comments and the workgroup call that nost of the
di scussion centered around the identification of
t he one kil ogram wei ght as the target wei ght
wi ndow to be achieved. So, |I'd like to talk
about that.

Evi dence suggests that inproved vol une
control can attenuate cardi ovascul ar issues,
maki ng a strong case for the diligent avoi dance
euvol em a over| oad.

KCQA believes that the tine for
performance neasurenent in this area is |ong
overdue and that patients will continue to suffer
adverse consequences if we wait until an ideal
measure is identified.

Research al so denonstrates that overly
aggressive fluid renoval can be detrinental.
Efforts to achi eve euvol em a nust, therefore,

nei ther be too aggressive nor too weak with a
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goal of consistently bringing patients to an end
dial ysis weight falling within a narrow margi n of
their defined target wei ght to achi eve opti nal
state.

W know one study found absol ute
wei ght is nore inportant than percentage wei ght.
An additional small study of 182 patients
suggest ed adverse consequences when the target
wei ght was m ssed by nore than 0.3 kil ograns.

Evi dence identified during our testing
i ndicated there is significant performance gaps
usi ng the one kilogram This value was the
consensus of our steering conmittee, neasure
feasibility and testing group for the purpose of
this neasure.

W posit the need for performnce
i mprovenent and fluid managenent for dialysis
patients and the current absence of neasures
addressing this inportant aspect of care are best
served by our consensus val ue of one kil ogram

W further acknow edge that the

anbiguity is existing in protocols for
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determning the dry weight. But, again,
enphasi zed the need for performance neasures in
this area.

If the conmttee does not believe our
rel iance on our expert opinion and factors, such
as | ack of standardi zed protocols are sufficient
to specify this target aim we maintain if you
utilize the NQF evidence algorithmyou would
still end up with insufficient but exception
deci si ons.

Thank you.

CO CHAI R CROOKS: And once again, the
sanme three people are excluded from participation
and our discussants are Myra and John agai n.

It seens |ike you guys get called on
alot. D dyou get nore than two? W' s going
to go first? John?

DR WAGNER. Go first? Ckay, thank
you.

So the numerator is the nunmber of
patients fromthe denom nator with the average

post-dialysis weight gain equal to or greater
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t han one kil ogram above or bel ow the prescribed
target weight during the cal cul ati on peri od.

And t he denom nator exclusions are the
followi ng patients: patients | ess than 18 years
of age, hone dialysis patients, patients in
facilities |l ess than 30 days, patients with | ess
t han seven henodi alysis treatnments in a facility
during a nonth, patients wi thout a 2728, ki dney
transplant patients with a functioning graft.

And then there's an unanswered
guestion as to how many in-center henodi al ysis
patients during the reporting nonth need to be
present in order to have the facility count
within this measure.

There isn't an exclusion for greater

than three treatnents as we heard in the other
nmeasure. |'mnot sure if that was an oversi ght
or not.

So the evidence is, again, related to
that KDOQ Gui deline which argues that patients
should be ultrafiltered to a target optimal dry

weight. It doesn't -- and the evidence |evel was

Neal R. Gross and Co., Inc.

256

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




10

11

12

13

14

15

16

17

18

19

20

21

22

257

And in addition, the devel opers have
an expert consensus panel in the KCQA nmemnbership
and they also reviewed 14 studies that |ooked at
i ssues related to technol ogy that was used to
define target weight, what the intradialytic
wei ght gain were in various popul ati ons and what
happens when one tries to achieve target wei ght
and various adverse events.

The issue here is we're not defining
what euvolema is, we're basically allow ng the
clinicians to deci de whatever target weight they
choose based on whatever criteria they use. And
t hen taking the one kil ogram plus or m nus val ue
as being a surrogate for what presumably is going
to be hel pful to achieving euvolem a and control
of hypertensi on.

So | think in terns of the evidence
that is presented and the actual guideline, there
is alittle bit of a disconnect. This is kind of
li ke the issue with testing for whether

par achut es work or not.
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| nmean everyone knows that you want to
prescribe a target weight. That's part and
parcel of the dialysis prescription. And if one
is doing that, one presunably intends that target
wei ght to be achieved. So there should be sone
metric around that.

But in ternms of what the evidence that
that result will speak to quality, particularly
if there are patient-centered factors that al so
I npact on achi evenent of that target weight and
there's no discussion in the evidence about what
the patient-centered factors will do to one's
ability to change the target weight.

And because of patient-centered
factors, there m ght be a decision to nove the
target wei ght away from what one conceives to be
the euvolemc weight. So there's no evidence
presented around that subject either.

DR. KLEI NPETER: So basical ly since
there's very little evidence that's being
presented because it's a new neasure, there is,

once agai n, statenents regardi ng the inportance
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of establishing the target weight. But we just
had just the testing data provided by the
devel oper thus far.

CO CHAI R CROOKS: Ckay. The floor is
open for discussing the evidence base linking it
to the nmeasure, |inking positive health outcones
to the neasure.

| mght comment that |'m having
trouble with this issue of knowi ng what the dry
wei ght is and | know we don't have that worked
out yet. But it seens to ne that a patient could
just be set at sone weight and hitting this
target all the tinme and be way off from where
t hey shoul d be.

Unfortunately, there's not another
neasure to link it to which is -- you know, the
right target weight is, but I don't know that the
evidence can really link this per se to better

heal t h out cones.

M chael ?
DR. SOMERS: | know you have to pick
sone target, but again, |I'mnot aware of any
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evi dence saying that one kilo is better than 1.1
kilo or 0.8 kilos.

CO CHAI R CROOKS:  Who el se? Franklin?

DR. MADDUX: | just have a question
for the devel opers.

Were there any excl usions or how did
you expect to deal with patients that sign off
early or actually don't have some proportion of
their prescribed treatnment actually delivered?
Were they sinply added in as failures or were
they treated differently?

DR. MCGONI GAL: During our testing,
they were not treated differently. If they
didn't achieve the target weight, they just
weren't counted in the nunerator.

So it was considered as a fail, part
of the rationale being that, you know, increasing
patient education on the inportance of staying on
for their prescribed tines and so underlying
t hat .

COCHAIR CROOKS: |I'd like to hear

sonme nore thoughts fromthe comrttee if you
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think the evidence really supports that this wll
i nprove health outconmes. You do, you don't?
Anybody? Frank?

DR. MADDUX: |'d just sinply say fluid
overl oad hospitalizations are an enornous
conponent of conorbidity in this population and |
think trying to shine a light on those particul ar
i ssues through the achi evenent -- both the
assessnent of an appropriate target weight and
t he achi evenent of that are, | think, key issues
in trying to |l ook at how you prevent that type of
norbi dity.

CHO-CHAIR CROCKS: So it's a w ndow,
but not a perfect windowto -- other conmmttee
menbers? Lorien?

DR. DALRYMPLE: | think sonetines
there are practical chall enges.

For exanple, we're often -- | think
sonetines there are practical chall enges that
doesn't necessarily negate it but often while
we' re chal l enging dry weight, we're not re-

prescribing the dry weight on a daily basis, and
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it's understood that, perhaps, this would make us
better and each day prescribe a new dry wei ght
and continue to challenge fromthere.

And then when people return fromthe
hospital, it's not uncommon -- at least in ny
experience, that they cone back eight to ten
kil os over their dry weight and it takes us,
unfortunately, tine to get there. Not that that
doesn't nean this isn't inportant, but it can be
very chal | engi ng gi ven the frequency of
hospitalization in our patients.

But | appreciate the bal ance of these
two neasures conbined. But | could actually see
where you would do well on one and poorly on the
other. So I'mtrying to reconcile then what does
your quality look Iike?

And |'d actually be curious what other
-- and | know we're short on tine -- what other
comm ttee nenbers think about if we have two
gual ity neasures on volunme, one you | ook
wonder ful, one you look terrible, what the

summary of that neaning is.
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M5. BAL: | would just say that that's
really nore related in conpeting option. And
also it wouldn't really fall into evidence. But
if you want to bring it up later on, please do.
But, just try to focus on evidence right now.

Thank you.

CO CHAI R CROOKS: That's what | was
goi ng to say.

Al'l right, so | see there's not a need
to discuss this nmuch nore and -- oh, Alan, | was
wai ting for your card to come up. Thank you.
You' re on.

DR, KLIGER So just restricting
ourselves to the evidence, | think John stated it
well that there really is little evidence for a
conpel ling need to have neasures for vol une.

But given the arbitrary way that we
clinicians set the dry weight and given | ack of
data on this plus or mnus one kilo, the
evi dence, unfortunately, is not there yet.

CO CHAI R CROOKS: M chael ?

DR, FISCHER: | agree. | nean | just
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was reading -- | didn't reviewthis, | was
readi ng what KDOQ says. | nean their focus is
on dry weight, but kind of what M chael said,
they don't -- there's no evidence for this

par anmet er around how cl ose you get to it as

sti pul at ed.

You know, and | haven't reviewed all
the other 13 studies, but | don't knowif the
reviewer or the devel oper had rationale for
choosing ---- putting all the side dishes around
determ ning an optimal dry weight, around kind of
t his boundary around which is deenmed opti nal
per f or mance.

CO CHAI R CROOKS: Thank you. O her
comments? Al an, your card's still up. Ckay.

Al right, | think it's tinme to vote
on the evidence.

M5. OGUNGBEM : The conmttee i s now
voting on evidence for Measure 2702. The options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

The results are zero votes high, three
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vot es noderate, seven votes | ow and ni ne votes
insufficient evidence. Measure 2702 fails on
evi dence.

CO CHAIR CROOKS: So we can tal k about
voting on an exception -- is that why you what
you were raising your hand for?

So the floor is open for proposal to
consi der an exception at this tine.

DR DALRYMPLE: So | propose we vote
on insufficient with exception given the evidence
di scussi on.

CO CHAI R CROOKS: Wul d any others
|ike to provide rationale for, against? Lisa?

DR. LATTS: So | am-- this seens to
nme to be one where if -- we let the perfect be
the eneny of the good. | nean it seens to ne
like this is a good thing to neasure and we m ght
not have the exact right nunbers, but it's
probably a decent ball park.

And this seens to ne one that we
should get -- and | realize it's easy for nme to

say it because I'mnot getting reinbursed based
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on this. It seens to nme that this is one as a
conpani on neasure to the ultrafiltrati on neasure
and it seens to be sonmething that is really

i mportant in the schene of dialysis.

And that for that reason, even though
we don't have the perfect data to say that these
are the exact right nunbers, | would be in favor
of nmoving forward with it and tweaking as we go
rat her than not continuing the discussion.

CO CHAI R CROOKS: Thank you. Would
anybody else |ike to express a viewpoint?

kay, well, then | think we'll just --
is this a hand vote that we do?

MS. BAL: No, this is a real vote.

CO CHAI R CROCOKS: Ckay.

M5. BAL: | nmean nmachine vote.

CO CHAI R CROOKS: Once again, grab
your sticks.

M5. OGUNGBEM : The conmittee i s now
voting on inportance to nmeasure and report for
evidence with the potential exception to

enpiri cal evidence.
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The options are 1 insufficient
evi dence with exception, and 2 no exception.

The results are ten insufficient
evi dence with exception and nine for no exception
and that's actually gray-zoned. So |I'mactually
not sure -- hold on one second.

So we're going to nove forward.

CO CHAIR CROOKS: W have a mmjority
who woul d like to see this continue with an
exception to the evidence. So we will go on to
gap.

DR. WAGNER: (Ckay. So the neasures --
there were data from over 400,000 henodi al ysi s
treatnments across three organizations.

And the interquartile range was 14
percent suggesting that there was a potential for
sonme intervention that mght -- if one believes
this is an outcone, rather sonething that would
i nprove health, that this lends itself to that.

CO CHAI R CROOKS: Ckay. O her
comments on the performance gap? GCkay, let's

vot e t hen.
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M5. OGUNGBEM : The conmittee i s now
voting on performance gap for Measure 2702. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

The results are three votes high, 14
votes noderate, zero votes |ow and two votes
insufficient. Measure 2702 passes on performance
gap.

CO CHAI R CROOKS: Ckay, specifications
and reliability?

DR. WAGNER: So specifications, as |
menti oned, we don't have exclusions for nore than
three treatnents during the week.

And al so, when there's no adjustnent
or exclusions for patient preference, which I
think is one of the nmjor discussions that |
think patients will have regarding this.

And so -- and as far as the
reliability testing goes, the ANOVA anal ysis
i ndicated a noderately high interclass
correlation and a high ratio of between to within

facility correl ations.
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CO CHAI R CROOKS: Ckay. Mra?

DR. KLEI NPETER: Sonething else, it's
avai |l abl e t hrough CROMNWb so it shoul d be
relatively easy to get at this point.

CO CHAI R CROCKS: Ckay.

DR DALRYMPLE: |Is this three
treatments again?

DR. KLEI NPETER:  Yes.

DR. DALRYMPLE: So not currently
avai |l abl e t hrough CROAMNWb, but we woul d assune
it would eventually be avail abl e t hrough
CROMWeb, correct? Ckay.

CO CHAI R CROOKS: Ckay. Any ot her
comments on reliability specifications? All
right, let's vote.

M5. OGUNGBEM : The conmttee i s now
voting for Measure 2702 on reliability. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

Results are one vote high, 13 votes
noderate, five votes |ow and zero votes

insufficient. Measure 2702 passes on
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reliability.

CO CHAI R CROOKS: Ckay. Validity
testing?

DR WAGNER So this correlates to the
standardi zed ratios that we've alluded to before
and as well as has high face validity by the
assessment of the KCQA committee tasked with
devel opi ng the neasure.

CO CHAI R CROOKS: Ckay. Mra, any
coment s?

Yes, it |looked |ike they have strong
correlation with the neasure with SVR and SHR
too, fromny revi ew

Jessi e?

M5. PAVLINAC: | should have asked
this earlier, we've been having this discussion.
Is this a clinician level or a facility |evel?
It's not --

COCHAIR CROOKS: It wasn't specified.

MS. PAVLINAC. ~-- specified and | --
sorry, | didn't --

DR. MCGONI GAL: These are all
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facility.

MS. PAVLI NAC. Ckay, | just wanted to
know who's maeking the hit in the pocketbook.

DR. DALRYMPLE: And was the testing
done at facility level or organization level, if
t hat makes sense?

DR. MCGONI GAL: Facility.

DR. DALRYMPLE: kay, and then
presented by organi zati on?

DR, MCGONI GAL: Absol utely.

DR DALRYMPLE: |Is that correct?

COCHAIR CROOKS: Al right, are we
ready to vote on validity?

M5. OGUNGBEM : The conmttee i s now
voting on validity for Measure 2702. The options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

Results are one vote high, 16 votes
noderate, two votes |ow and zero votes
insufficient. Measure 2702 passes on validity.

COCHAIR CROOKS: On to feasibility?

DR WAGNER: So feasibility has the
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sanme issues that we discussed in the prior
metric. CROMMWeb woul d have to be nodified to
accept the data.

CO CHAI R CROOKS: Ckay. Any
addi ti onal concerns? Ckay, let's vote.

M5. OGUNGBEM : The conmittee is
voting on feasibility for Measure 2702. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting has opened.

Results are one vote high, 14 votes
noderate, three votes | ow and one vote
insufficient. Measure 2702 passes on
feasibility.

CO-CHAIR CROCKS: Next, is it in use

and is it usabl e?

DR. WAGNER: So yes, it's not in use.

It's a new neasure and so -- and presumably, it

could be used in public reporting and ot her ways.

And | guess the unintended
consequences that | would be concerned about
woul d be inpact on patients who are not adhering

to their target weight prescribed by their
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clinicians.

CO CHAI R CROOKS:  Devel oper comrent
briefly, please?

DR. JONES: Again, it is being used in
one large dialysis organization for internal
gual ity reporting purposes.

CO CHAI R CROOKS: Lorien?

DR. DALRYMPLE: | was just curious if
we coul d discuss as a committee whether others
had concerns about unintended consequences, such
as msprescribing the dry weight to not appear to
be achieving it if this was a neasure of quality
and if, generally, the commttee thinks the
benefits outwei gh any potential harns or
uni nt ended consequences?

CO CHAI R CROOKS:  John, you | ook Iike
you' re about to speak.

DR WAGNER: Yes, | nean | think this
is a real dilemma for clinicians when one has a
patient that is clearly not -- who has defined
i deas about what their target weight should be.

Whet her it's a weight where they're
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clearly overhydrated, but they tolerate it and
they want to be at that wei ght and one deci des
that that's not the dry weight, one is left with
the dilemma of do you order a dry weight or do
you order the weight that the patient is only
going to allow you to achieve?

And you know, | think in ny own
practice, after struggling with that with the
patient, trying to educate the patient, change
the patient's mnd, | would choose the wei ght
that the patient will allow us to achieve.

And then our facility -- our quality
control was that we asked the nurses to docunent
whenever a target weight was not achieved wthin
0.5 kilogranms so that there be sonme record of why
that patient did not reach the target wei ght and
whi ch, sonetinmes, is not easy to discern fromthe
record unless there is a specific note witten
about that.

CO- CHAI R CROCKS:  Mra?

DR. KLEI NPETER: One other thing is

t hose patients who frequently sign off early and
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are nowhere near their target weight, how do you
handl e those in terns of will those people be
adversely, | guess, dropped fromthose facilities
for nonconpl i ance?

O will you just have people just
adjusting things, just to try and neet w th what
the patient says they're going to get to?

CO CHAIR CROOKS: Well 1ike many
nmeasures, you're not going to hit a hundred
percent, | don't think. frankly.

DR MADDUX: So | think to John's
poi nt, we routinely use nonenclature that's
probably i nprecise.

So we tal k about dry weights, we talk
about target weights, we probably never really
are prescribing a true dry weight. It's very
difficult to assess. W're really |ooking at
target weights that we're trying to achieve for
an individual treatnent. So | think the neasure
m ght actually give us an opportunity to really
become nore specific in how we use that |anguage.

The second thing | would want to point
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out is really a question on use to the group or

t he devel opers. W' ve never actually tal ked
about a patient |evel neasure, and to Myra's
point, in otherwise this would be a potenti al
neasure that, in fact, a patient |evel neasure

m ght actually apply because so nmuch of the early
sign off or the no-showrate or the I"'munwlling
to go to that weight you think I should go to

di scussion really is a patient decision.

And | don't think we've ever really
had a patient |evel potential nmeasure quite |ike
this.

CO CHAIR CROOKS: Did you see soneone
had cards up and |I'm not seeing then? Ch, you're
saying turn on your mc, dunmy. Ckay.

kay, so ---- well, Myra, you're --
oh, you're putting your card down, okay. |
al nost got you.

kay, so | think we're ready to vote
on use and usability.

M5. OGUNGBEM : The conmittee is now

voting on usability and use for Measure 2702.
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The options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting has opened.

The results are one high, 12 noderate,
five low and four insufficient. Measure 2702
passes on usability and use.

CO CHAI R CROOKS: (Okay, sO we're going
to vote now on suitability for recomrendation
knowi ng that the evidence was -- consensus was
not reached on maki ng an exception and | think
the staff may have sone nore processing to do on
what exactly -- how we proceed, but we can go
ahead and vote.

Assum ng that the exception is upheld,
woul d you recomrend this for endorsenment to the
NQF?

M5. OGUNGBEM : The conmittee is now
voting on overall suitability for endorsenent on
Measure 2702. The options are 1 yes, 2 no.

Voting is open.

For Measure 2702, results are 11 votes

yes, eight votes no. For Measure 2702, consensus

was not reached on neeting NQF criteria for
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endor senent .

CO CHAIR CROOKS: That's not a gray
zone?

M5. OGUNGBEM : So consensus was not
reached and this neasure would be -- we woul d
have to look at it again at the post-coment
cal I.

CO CHAI R CROOKS: Ckay. Thank you
very much. Ckay, so do we only have two left?

You're kidding? | went back to 2700,
oh ny goodness, all right.

Can you go to work again, Connie?

CO- CHAI R ANDERSON:  No.

CO CHAI R CROOKS:  No?

CO- CHAI R ANDERSON:  None of us can
since it's a conpeting neasure with the KCQA
measur e.

CO CHAIR CROOKS: |I'mnot even finding
it here.

CO CHAI R ANDERSON: On the | ast page.

CO CHAIR CROOKS: Oh, | went the wong

way. Okay, we'll consider Measure 2700. This is
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ultrafiltration rate greater than 13 m/kg per
hour from U of M chigan and CWVS.

Are the devel opers here? Yes, okay.
Take it away.

DR. MESSANA: Such as we are.

So | would like to say that | |ove the
KCQA neasure about ultrafiltration and | know
sonme in ny group have comm tnment di sorder kind of
i ssues, and so they just are very fond of it, but
| personally love it. Okay?

And the reason | love it is that our
nmeasure is very simlar fundanentally to the KCQA
nmeasure that you discussed earlier. And the
simlarities I'd like to highlight as you debate
the two neasures -- debate our neasure.

First, there is an approxinmately 13
m / kg per hour threshold for the two neasures.
Second, both neasures attenpt to excl ude
transi ent and new patients. Third, the neasures
share a commopn evidence basis. And fourth, the
two neasures, even though they are sonewhat

different, as is pointed by KCQA, have al nost
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identical validity and reliability outcone scores
when you | ook at them So they are fundanentally
very simlar.

There are a couple of differences that
are noteworthy. KCQA has pointed out that an
additional data requirenment will be needed in
CROMWDb before their measure can be
operationalized, okay? At |east using CROAMVb
dat a.

Qurs does not require that. So the
potential threat to validity that was raised
about our neasure when the comrents were made
needs to be wei ghed against the feasibility
i ssue. Qur neasure is calculable right now
Ckay?

However, it's not to say that we
di sagree with potentially using thrice weekly
ultrafiltration data when it's available, if it's
avail able and if the data collection burden for
single user interface facilities is addressed and
we'll see what that tineline is.

The one difference that | think is
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i mportant is the 240 m nute statenent in the
nuner at or that was rai sed by sone. Qurs does not
i nclude that and we have had sone difficulty
trying to harnoni ze over that particul ar aspect
of it.

As has been pointed out, the
literature doesn't address that particular
nuner at or statenment or practical considerations
t hat KCQA used, but we have been working on
anal yses | ooking at the 240 m nute nunerator
i ncl usi on or nunerator statenent, and find that
about 20 percent of the patients ---- based on
the current CROAMNWDb data or recent CROMNVED
data, about 20 percent of the patients who have
high UFR rate have high UFR rate with a 240
m nute or |onger treatnent tine.

And if you | ook at associations with
nortality for those patients stratified on
treatnent tinme cut at 240 m nutes, the increased
rate -- the increased nortality associated with
high UF rate, the association is at |east as

strong for patients above 240 mnutes as it is

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

for patients bel ow 240 m nut es.

So if we get around, if we have the
opportunity to harnoni ze neasures down the road,
that's going to be an inportant issue to talk
about. But other than that, those are relatively
smal | issues. Fundanentally, the two nmeasures
are relatively simlar.

Thank you.

CO CHAI R CROOKS: Ckay, thank you

The sane three people are, | believe
-- yes, excluded from consi deration --
considering this nmeasure or voting.

And our discussants are Rick Kaskel
and Dodie Stein. Take it away Dodi e.

DR, STEIN:. According to this, it's an
i nternedi ate clinical outconme intended to guard
against risk with rapid fluid renoval, high UFR
faster UFR

From ny own perspective, | think the
goal is a good one and it sounds like the
evidence is conpelling. | have sone other

concerns about how this thing happens at the
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clinical |evel

Ri ck?

DR. KASKEL: Just to add -- and agai n,
basically, we're with this challenge that early
data denonstrated that a high ultrafiltration
rate was linked to increased nortality, increased
i ntradialytic hypotension as well as myocardi al
stunti ng.

So it is very inportant data indeed
and there is sone data that suggests that this is
mechani stic and shoul d be eval uat ed.

CO CHAI R CROOKS: Ckay, Al an?

DR, KLIGER Can | point out that all
of those data which are interesting are
associ ative and not causative data.

And patients who get those high
ultrafiltration rates, particularly those who get
|l ong treatnments and high ultrafiltration rates
may be the very ones at highest risk of death,
not because we're dialyzing them or
ultrafiltering them but because they're the big

wei ght gai ners and have cardi ovascul ar ----

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

under | yi ng substantial cardiovascul ar di sease.

So I just think we have to be very
careful interpreting those data.

CO CHAI R CROCKS: O her discussion of
t he evi dence? Franklin?

DR. MADDUX: |'d just say that as |'ve
| ooked at the evidence on ultrafiltration rates
on a per kilogramper milliliter per hour, it's
the -- it seens fairly obvious when you're bel ow
ten or you're above 15.

Bet ween 13 and 15, there's still sone
controversy, | think, in sone of the articles

that 1've read as to exactly where that cut point
is. Soit's a bit of aless clear zone and that
was one of the reasons why | thought the
additional time-based elenent to the neasure had
sone val ue because it mtigated that to sone
degree for these patients that you nenti oned,
Al an, that nmay represent as nmany as 20 percent of
t he over 13 peopl e.

There is a lot of study still to be

done in this area, it seens to ne. And so we're
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not at a high level of maturity, | think, on this
particular topic. So it strikes ne.

And then the other is sinply a
guestion that | have probably for the group and
then for the devel opers would be ny big concern
about the single neasurenment in this is the |ong
intradialytic interval and the inpact that that
woul d have on the results by using that single
neasure if it happened to be on the Monday or
Tuesday -- typical Monday or Tuesday.

And | don't know whet her that bothers
anybody el se or not.

CO CHAI R CROOKS: That m ght be
reserved for the specifications section then.

So the evidence is not what we'd |ike,
but it's the evidence that we have.

QO her -- Lorien? I'msorry, | didn't
see your card.

DR. DALRYMPLE: So | just have kind of
one general question for the group since we did
just recently review a neasure for KCQA that's

very simlar except for in the assessnent of
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Does anyone have a different
assessnment of evidence for this neasure as
conpared with that one? O a different
interpretation of the evidence than we did for
the prior measure that had a simlar target?

CO CHAI R CROCKS:  No? xay.

Yes, M chael ?

DR. SOMERS: Except that sonme of the
evidence in the other neasure was the tinme-based
evi dence.

So | think that woul d have been
considered along with the evidence for the
ultrafiltration goal. So I think that's kind of
the difference between the two in ny m nd.

DR. DALRYMPLE: Did your inpression
change between these two neasures with that --

CO CHAI R CROOKS: M c?

DR. DALRYMPLE: I'msorry. And ny
guestion just was, you know, to the group.

|"mjust curious if you would rate the

evi dence differently based on those differences?
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And |'mjust curious about the group's thoughts
on that since we just recently --

DR. SOMERS: Well in ny mnd, |
t hought the tinme-based evidence was stronger than
the UF rate evidence. And other people on ny
wor kgroup said that as well. W didn't ask
everyone individually, so | don't knowif there
was consensus in the workgroup.

CO CHAI R CROCKS:  John?

DR, WAGNER: | guess | woul d add t hat
wi th the doubl e neasure, there are two patient-
rel ated factors in the netric.

In here we have one, nanely the
patient's intradialytic weight gain can only be
handled in a certain way in terns of UFR  And if
a patient is willing to extend tinme to at |east
the four hour mark in the other netric, then
what ever intradialytic weight gain the patient
has falls away as an issue.

So in this case, we don't have that as
a safety valve for the patient in any case.

CO CHAI R CROOKS: Ckay. Shall we vote
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on the evidence?

M5. OGUNGBEM : The conmittee i s now
voting on evidence for Measure 2700. The options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

MS. BAL: Could everyone try one nore

time? W need one nore vote. There should be

19.

Unl ess soneone -- unl ess you see your
friend m ssing other than -- oh okay, then we're
good. Never mind. |It's hard to see on this
si de.

M5. OGUNGBEM : Well, it's a gray zone

nmeasure because the results are zero votes high,
ni ne votes noderate, six votes |ow and three
votes insufficient. So Measure 2700 is in the
gray zone for evidence.

CO CHAI R CROOKS: Ckay. Famliar
territory for this group.

Ckay, so we're going to go on to
di scuss the performance gap.

DR KASKEL: 1'Il do it.
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So this is CRONNWb anal ysis of over
400, 000 henodi al ysis entries and it shows a ten
percent splay in performance between the 25th
percentile and the 75th percentile facilities.

G ven the nunber of HG patients
nationally, it translates to a |arge patient
popul ation with a potential benefit if the
rati onal e behind the nmeasure hol ds.

There's disparity data presented that
| ooks at key facility denographics separated into
guintiles, all of which showed differences in
performance across quintiles. However, it's not
clear if this is biologically a basis for these
di fferences or changes that mght result in care.

So the gap information woul d benefit
fromthe national neasure and their suggestion
that there is disparity data differences.

COCHAIR CROOKS: In mmy interpretation
of the disparity data was that there was
statistically significant data because they have
so many nunbers to crunch, but they may not be

clinically nmeaningful, you know, the differences
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bet ween the quintiles.

Ckay, let's vote on performance gap
t hen.

M5. OGUNGBEM : The conmittee is now
voting on performance gap for Measure 2700. The
options are 1 high, 2 noderate, 3 |low and 4
i nsufficient. Voting has opened.

Results are zero votes high, 17 votes
noderate, one vote | ow and one zero votes
insufficient. Measure 2700 passes on performance
gap.

CO CHAI R CROOKS: (Ckay, sOo we can
continue on our discussion about specifications
and reliability.

DR. STEIN. Yes, on the reliability,
84 percent variation was attributed between
facility differences and 16 percent attri buted
with in-facility variation.

Testing was perforned on adults
henodi al ysis patients at dialysis facilities over
11 patients. CROMWDb data overall |UR was 0. 84,

as | said.
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CO CHAI R CROOKS: Ckay. So the IUR
was good and we were discussing specifications a
whi | e back.

Franklin, anything else you wanted to
underline or make clear?

DR. MADDUX: No, | think what | said
before is where | am |'mstill concerned about
the long intradialytic interval fromthe one
measur enent versus several

CO CHAI R CROOKS: Ckay. O her
concerns about the specifications or reliability
that you'd |like to nention?

Ckay, let's vote.

M5. OGUNGBEM : The conmttee i s now
voting on reliability for Measure 2700. Options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Vot i ng has opened.

Measure 2700 for reliability has
passed. The votes are zero high, 12 noderate,
five | ow and one insufficient.

CO CHAI R CROOKS: Yes, 75 percent.

Okay, what's next? |'ve lost ny
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place. Validity.

DR, KASKEL: So validity. The
anal ysi s provi ded showi ng that there can be a
cl ear separation in neasurenent performance to
group facilities.

G ven that there was | ess conpelling
data to show interquintile validity differences,
this would need to be -- one would need to be
careful how such a construct was designed to
stratify centers to nake sure that potentially
non-significant differences in quintile
di stribution were not part of the design.

Some units determ ne kilogranms to be
renoved first then tine-allowed resulting in
m / kg per hour neasure. Wat needs to be
established and controlled first is the question.
What effect would standard woul d have on
patients' confort -- the standard have on the
confort, adherence to treatnent, feasibility of
di al yzing patients in a typical four hour w ndow,
some units use three to three point five hours,

and the inpact of staff effort with the patient
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needi ng attention for synptons such as cranping,
bl ood pressure and the costs ---- the unit costs.

These are a |l ot of significant areas
here for testing. Should standard specify limts
on fluid renoval per hour as well? And should it
consider nortality rate of the unit relative to
ultrafiltration?

Some units may have nore intradial ytic
wei ght issues and treatnent non-adherence as a
result of the patient m x and during the dialysis
treatnments would be different with the probl ens.
And what about the soci oeconom c or psychosoci al
i ssues? All of these things have to be taken
i nto account.

You had sone ot her discussion about
patient involvenent or decision?

DR. STEIN. Yes, |I'mnot sure. This
may be feasibility, but just it takes the choice
out of the patients. |It's not patient-centered
and there are a nunber of other issues that |l
menti on under feasibility that go along with

this.
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CO CHAI R CROOKS: (Okay. Let's just
stay with the validity question for the nonent
and then we'll -- can open up these other issues.

So any other questions on validity?
Lori en?

DR. DALRYMPLE: So | just wasn't sure
if we wanted to discuss as a conmittee the
findings fromthe Poisson regression on the SHR
and SMR with respect to the highest quintile.

There is sone explanation by the
devel oper, but the | ack of graded association and
what ot her peopl e nmake of that.

CO CHAI R CROOKS: sShe's saying the
validity testing gave negative results or --

DR. DALRYMPLE: So it didn't give
graded results and there is sone explanation of
t hat .

So for exanple, quintile five, the
relative risk for the ---- let nme make sure I'm
doing the hospitalizations is for quintile five,
1.03, but for quintile two, 1.05, for three 1.08,

for quintile four 1.06.
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So in other words, the highest rates
of UF have relatively | ower hospitalization or
nortality. And | think the developer's fairly
proposed nmechani sns why that may be, you know,
are patients that tolerate very high UF rates
tend to be younger, perhaps healthier at
basel i ne.

But | just didn't know if the
commttee wanted to di scuss, since this was the
validity testing put before us, if it influenced
out thoughts on UF rate and outcones.

So there's also nortality on ny
docunent, this is page 25. | don't know if
Poonam or soneone could just pull up page 25 and
it's alittle bit easier if you see it than speak
it.

CO-CHAI R CROOKS:  |'m one neasure
behi nd.

DR DALRYMPLE: Page 25 on ny
wor ksheet, which | think includes coments.

And the devel opers will correct ne if

|"mwong, but they say this is likely a
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mani festation of selection bias relating to
heal t hi er patients being nore tol erant of higher
UF rates. Facilities in the highest quintile
may, therefore, have greater proportions of
heal t hi er patients in their panel, blunting the
current risk of higher UF rates.

Adj ustnent for this effect would
require a conpl ex anal yses beyond the scope of
what is possible here, which | understand those
woul d be fairly conplex. | just didn't know if
this affected interpretation of --

CO CHAI R CROOKS: Before we go to the
devel opers, are there other responses?

| have to say, it doesn't reassure ne
that's a valid neasure fromthis anal ysis.

Al an?

DR KLIGER: Yes, great question. So
the alternate explanation other than what the
devel oper has is that the underlying hypothesis
IS incorrect.

The other possibility is that these

hi gher ultrafiltration rates don't result in
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wor se outcones, in fact. Now we don't know
because the data all are associative data and not
causative data. And so, | think you're
observation is a very inportant one.

DR, FISCHER: Did they provide
anything else for validity testing other than
t hi s?

Because if this is it, then if you
once again go back to the NQF algorithms, this
falls into kind of a |low category in terns of
validity.

But | didn't reviewthis. | don't
know i f there's anything else in the application
beyond this conmenting on face validity, et
cetera.

COCHAIR CROCKS: Yes, | was in this
wor kgroup and | share that concern that the
validity hasn't been established.

DR. DALRYMPLE: Can | ask just a
procedural question? Because our conmttee just,
| think two neasures ago, voted to pass a very

simlar neasure although the specifications are
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di fferent.

This is one val ue versus three val ues,
whi ch may be part of why there's a di sconnect
here. W could argue there's a specification
di fference.

But, Sarah, do you have insight into
when committees have this inconsistency between
simlar neasures and how we assess validity?

MS. SAMPSEL: Well, | nean in this
case, you also -- | nean | assunme the testing was
different on the other neasure. So that's the
ot her difference here.

You know, we'll still bring you back
to the point, you know, now you need to vote on
what was provided here and then during public
comment, et cetera, you know, if the devel opers
have additional information for your
consideration as well as through public coment
have additional information for consideration,

t hat woul d be brought back to you.
But | mean you are correct. That's a

real |y good question because there should be
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consi stency in the voting.

| feel that you all did tal k about on
t he evidence side, you know, why that you voted
differently on the evidence. And so, this brings
out why you may be voting differently on
validity.

CO CHAI R CROOKS: Any ot her comments?
Questions? John?

DR WAGNER:  So |I'mjust curious, is
this really an insufficient or low validity
outcone or is this a no?

COCHAIR CROOKS: A no validity
out conme?

DR. WAGNER:  Yes.

CO CHAIR CROOKS: | guess that's your
choi ce exactly how to categorize it, but we need
to do it now so let's raise our sticks and do
our j ob.

M5. OGUNGBEM : The conmttee i s now
voting on validity for Measure 2700. The options
are 1 high, 2 noderate, 3 low, 4 insufficient.

Voting is open.
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The results are zero votes high, four
vot es noderate, eight votes | ow and seven votes
insufficient. Measure 2700 fails on validity.

CO CHAI R CROOKS: Now that's not the
end of consideration for validity -- oh, wait,
this is validity, it is, yes.

Okay, so we can stop considering this
nmeasure. W'd like to offer a chance to give
f eedback to the devel opers before we nove on.

DR. DALRYMPLE: My only question woul d
be, I know in sone of the prior nmeasures where
there's been inconsistent findings, nmeasure
stewards have provided us with face validity
whi ch we have credence to.

So if there is a TEP or someone el se
who's weighed in that could grant face validity?

DR, FISCHER. MW conment would be to
| ook at your own data and naybe rethink
alternative hypot heses and expl anati ons.

And maybe one of them may be the
speci fication issue that Franklin and ot her

peopl e rai sed, having a one-tinme val ue and maybe

Neal R. Gross and Co., Inc.

300

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




10

11

12

13

14

15

16

17

18

19

20

21

22

that explains why in the validity testing you
have an unexpected finding that may not otherw se
appear if it's specified differently.

CO CHAI R CROOKS:  Ckay.

M5. WAGER: 1'd like to nmake a
comment. | think with this neasure, the focus is
not, as Dodi e nentioned, the patient-centered
care.

When | worked on the dialysis floor,
we al ways assessed the patient individually.

Their goal was individual. | think this --
you're taking the patient out of the equation
when they are the nost, | think, inportant person
of that teamat that tinme when they're dialyzing.

If we don't consider themor take what
their ideas |like Dr. Wagner said, we could have
adverse events. I'msorry, | just think the
patient should be involved init.

CO CHAI R CROOKS:  Very good, thank
you. Any other comments for the devel opers?

Advi ce? Dodie?

DR STEI N: | continue to be concerned
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about the patient and how you juggle all these
measures w thout the patient having any choice in
the matter and how one juggles a limted tinme, a
specified time, plus the dry wei ght or whatever
the goal is with that, plus an ultrafiltration
rate.

And it just seens very conplex and
burdensone on staff as well.

CO CHAI R CROOKS: Ckay. Thank you.
Any ot her comrents?

kay, thank you very much.

DR MESSANA: Can | ask for
clarification?

CO CHAI R CROOKS:  Yes, you nmy.

DR. MESSANA: So regarding the patient
participation comments, I'mhaving a little bit
of troubl e understanding how this netric is
different in that regard and that concern than
the netric you passed two neasures ago. Thank
you, thanks -- that's the M word.

So I"'mjust trying to better

understand that because | really -- you know, |
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val ue the perspective, but I want to understand

it better.
M5. WAGER: Again, |I'mjust one of 23.
CO CHAI R CROOKS: (Ckay, soO noving
forward, we are going to -- a couple of points.

In 20 mnutes, we're going to stop for
public comments. The staff has advised ne that
they want to continue to work as |ong as we have
a quorum which is 15.

So after 3:00 if you need to go, you
need to go but we'll try to get a little --
squeeze a little nore work out of today.

We have a two hour call schedul ed next
week.

M5. BAL: Next Tuesday.

CO CHAI R CROOKS: Next Tuesday. Ckay.
Did | cover it? Ckay.

|"mturning it over to Connie for the
next measure.

CO CHAI R ANDERSON:  All right, we're
goi ng back to Measure 0225 which is the nmeasure

of serum phosphorus concentration. And C audia

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

and Joel ? 0255, what did | say?

MS. BAL: 0225.

CO CHAI R ANDERSON: Ch, I'msorry.
It's really hard to sit for an hour and a half
and keep your nmouth shut. This is really unfair.

Al'l right.

DR. DAHLERUS: Ckay, so yes, this is
Measure 0255 and this is a process neasure of
nont hl y phosphorus neasurenent. It was
originally devel oped in 2006 and endorsed by NQF
in 2007 and again in 2011.

A m neral bone disorder TEP was
convened in 2013 and anong their activities was
reviewi ng the current process neasure to al so
consi der expansion of the measure to include
serum or plasma, as well as another review of any
addi ti onal evidence.

The TEP affirnmed the nmeasure. They
did propose a revision to the denonmi nator to
i nclude children in the denomi nator feeling it
was i nportant that children are assessed for a

nont hl y nmeasur enent.
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And then they al so wanted to ensure
that transplant patients with a del ayed graft use
---- a functioning graft, but delayed graft use,
woul d still be included in the nonthly assessnent
of phosphorus feeling that it was inportant if
they were on chronic dialysis they would be
i ncl uded.

CO CHAI R ANDERSON:  Al'l right, and the
di scussants are Ishir and M chael .

DR BHAN: So I'Il start this off. So
j ust going quickly.

So the evidence here, there is a
coupl e of sources provided, but one is the KDOQ
Qui delines -- sorry, these are the KD GO
Gui del i nes, that suggest for CKD stage 5D or
stage 5 including 5D that phosphorus be neasured
every one to three nonths.

Then there is a whol e bunch of other
ref erences provided which are not sumrari zed per
se, but I know fromny own experience, there is a
reasonabl e associ ative retrospective data on high

phosphorus | evels and increased nortality, though
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that's associative data so there is always limts
to that.

Main comments, this is, of course,
focused on the -- it's a process neasure, so it's
focused on the nmeasurenent of phosphate. This
data was not directly about the neasurenent of
phosphate, it was largely on the associ ations of
phosphate with outconmes. O course, if you don't
know what the phosphate is, then you wouldn't be
able to act on it.

That said, there is alittle bit of
di screpancy here. The KDI GO Gui del i nes say one
to three nonths and this neasure does state a
nont hl y phosphorus, so there is a little
di screpancy of note there.

M chael, did you have anything to add?

DR, FISCHER: | agree with all that.
| think we struggled -- and Ishir, please chine
in, and our other workgroup nenbers, about
evidence. And this was a measure that was
endorsed, | think, before and is up for

r eendor senent .
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| think at that point, we also
struggled a bit ---- | nmean |I'm al nost of two
m nds about process neasures. On one hand,
they're tightly |inked, obviously, to provider
behavior and they're infinitely measurable. On
t he other hand, there are so many steps between
t hem and what we really care about in outcone.

And | think that, to nme, always is a
struggle in terns of evidence. And | think Ishir
nicely pointed out, a lot of the evidence is
about actually phosphorus | evels, not necessarily
the act of neasuring phosphorus, and that's what
this is about.

| think the only thing I would add is,
this was reviewed by KDOQ , but ny understandi ng
-- and you can correct ne, is that it was wthout
grading. And | don't know what w thout -- and
maybe ot hers on the comrittee know better than
me, | don't know what without grading is. |Is
that D plus?

So you know, I"mnot really sure how

to interpret that, but it certainly is not a high

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

| evel of evidence. | think otherwise | agree
with all the cooments and if other people from

t he wor kgroup have additional recollections, it'd
be good to hear fromthem

CO CHAI R ANDERSON:  Qpen for
di scussion by the conmtt ee.

No di scussion, then let's call for the
vote on evidence.

M5. OGUNGBEM : The conmttee i s now
voting on evidence for Measure 0255. The options
are 1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

Results are one vote for high, 14
vot es noderate, two votes | ow and four votes
insufficient. Measure 0255 passes on evi dence.

CO CHAI R ANDERSON:  Mbving to
per f or mance gap?

DR. BHAN: So for performance gap
here, the data was generated fromthe 2013
CROVWNWDb over 6,000 facilities.

And the key nunbers here are the

guartiles, the 25th percentile was 86 percent,
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the 50th percentile, 92 percent and 75th, 96
percent. So if you look at the nmedian 92
percent, that doesn't |eave a whole |ot of room
for inprovenent.

| al so wondered out |oud w thout any
real answers as to why people aren't having
phosphorus neasured, but | supposed that's, you
know, the sane issue canme up with the henogl obins
in the pediatric population. But we don't have
answers here about that.

So | think that was the real concern
that came up on our call was how rmuch room for
i nprovenent is there? Are there factors that can
actually be intervened upon? 1Is this
hospitalization-related i ssues, et cetera?

CO CHAI R ANDERSON: Al an?

DR KLIGER Just to point out that a
patient would fail this if they m ssed one nonth.
Right? So if they were in the hospital or
somewhere else or -- so, it's not a surprise.

DR. BHAN: Al t hough they're an

excl usion here. The denom nator excl udes
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patients who have not been in the facility the
entire reporting nonth.

Al t hough that may be nore transfer-
rel ated than hospitalization. So you m ght have
a valid point. It also speaks to the discrepancy
of the one nonthly versus between one to three
nont hs.

DR FISCHER: | nmean | think over all,
is it fair to say | think we felt the performance
gap was rather small, is that fair? | think that
was kind of the consensus of our working group.
Just so everyone has an idea what the -- | think
t he worki ng group sentinent was at the end of our
conver sati on.

CO CHAI R ANDERSON:  Frank?

DR. KRISHNAN. | think it's currently
nmeasured in the QP, right? So it's small in the
QP as well, the cal ci um phosphorus neasurenent
is a QP neasure today is small, the gap.

CO CHAI R ANDERSON:  Frank?
DR. MADDUX: Could I just -- can | get

a clarification?
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So the denom nator exclusion is
patients who haven't been in the facility for the
entire nonth, so it would exclude anyone who is
hospitalized. |Is that correct? Yes, that's the
way | interpreted it.

DR BHAN: Can we confirmthat with
t he devel oper?

DR. DAHLERUS: So if the patient was
hospitalized for the entire nonth, they would be
excluded. |If they were hospitalized for a part
of the nonth, they would not be excl uded.

DR. MADDUX: So that isn't quite how
| read what's on here. It says exclusions are
inmplicit in the denom nator definition and
i nclude all patients who have not been in the
facility the entire reporting nonth.

DR. DAHLERUS: So the entire reporting
nonth is neant to be 30 cal endar days. So they
have to --

DR. MADDUX: So if | was out for five
cal endar days, | wouldn't have been there the

entire reporting nonth?
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DAHLERUS: Right, but you have to

be out of the facility, discharged fromthe

facility for the entire 30 days. |If not, then

be i ncl uded.
MADDUX:  Ckay.

DAHLERUS: And we'll confirmw th

MADDUX: It's alittle -- it's not

DAHLERUS: Right, we'll confirm

MADDUX: -- the way it's witten

DAHLERUS: Agr eed.

CO CHAI R ANDERSON:  Any further

right, let's vote on perfornmance

OGUNGBEM : The commttee iS now

voting on performance gap for Measure 0255. The
options are 1 high, 2 noderate, 3 |low and 4
Voting is open.

Results are zero votes high, six votes
noderate, 14 votes |ow and one vote insufficient.

Measure 0255 fails on perfornmance gap.
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MS. SAMPSEL: So, | muted nysel f, but
this is ---- for consistency sake, this would be
very simlar to other ones where ---- that you
consi dered for reserve status.

CO CHAIR CROOKS: Right, right, right.
Thank you.

CO CHAI R ANDERSON: | guess we're
going to do a hand vote. Wuld the commttee
| i ke to consider making this neasure ----
bringing to reserve status?

DR. KRI SHNAN: Just a question for
Sarah, though. This is not currently a fiel ded
metric, right? 1t's a conmponent of -- calcium
phosphorus is a fielded netric, but phosphorus
itself is not.

DR DAHLERUS: It is a current
measure, yes.

DR. KRI SHNAN: Cal ci um and phosphorus
is a current nmeasure. Phosphorus itself?

DR DAHLERUS: No. This is the serum
phosphorus is a separate current NQF endorsed

nmeasur e.
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DR, FISCHER: Right, and again, this
was endorsed originally in 2007, re-endorsed in
2012.

CO CHAI R ANDERSON: Woul d t he
committee like to vote this for reserve status?
Al right, hands if you would like this to nove
to reserve status?

Al right, we'll continue with
reliability.

DR. BHAN:. So for reliability, I'm
just going to junp to our comments.

The specifications, there was sone
confusi on about inclusion of transplant patients
with an active allograft. There was al so concern
about inclusion of pediatric patients since the
evidence cited was fromadults. | want to hear
fromour pediatric colleagues about that, but
t here was sone concern that exclusion criteria
woul d thus need to be nodified.

And the sanme di scussion we al ready had
about the effects of hospitalization specifically

bei ng an issue that people are hospitalized for
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part of the nonth would still be included.

The reliability testing -- let me just
pul | that up, |ooked at IURs that were 0.95 to
0.97. Most of the variation was attributed to
between facility variation and it | ooked overal
pretty reliable.

So to sunmari ze, some concerns about
the specifications that we di scussed.

CO CHAI R ANDERSON: M chael , any
addi tion?

DR, FISCHER: Yes, | agree with Ishir.
| think we had questions for the devel oper about
the itens he nentioned.

| think we already discussed the
hospitalization thing, which |I found confusing.
| interpreted it the way Franklin did when | read
this. And then the other two issues were
pediatric patients and transplant patients with
functioning allografts.

CO CHAI R ANDERSON: | think one of the
ot her questions at |east under the reliability in

t he specifications was about the hone dialysis
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patient population and I'd like to ask the
devel opers if they've cone up with what are you
going to do -- are you excluding the hone
patients? Are they included?

DR DAHLERUS: | believe the hone
patients are included.

CO CHAI R ANDERSON:  They are incl uded?

DR DAHLERUS: | believe -- this is
sonething that I'Il have to check with our
anal yst to make sure that they were included in
the analysis, in the cal cul ation.

CO CHAI R ANDERSON: Ckay. For both
henmo and PD?

DR. DAHLERUS: VYes.

CO- CHAI R ANDERSON:  Ckay.

DR DAHLERUS: So we do indicate that
hone dialysis patients are included as |'m
| ooki ng here at my notes. So |I'mnot sure why
that was a question to begin wth.

DR, FISCHER: And this is including
adult and pediatric patients? Just to confirm

DR. DAHLERUS: Yes, it is. And that's
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a change fromthe neasure that was originally
endorsed in 2007 and again in 2011.

The 2013 MBD TEP wanted to add
children to the denom nator in order -- that they
woul d be assessed on a nonthly -- for the nonthly
measur ement as wel .

DR. FI SCHER: Ckay, thanks.

CO CHAI R ANDERSON:  Any ot her commrents
on reliability? Al right, let's vote.

M5. OGUNGBEM : The conmttee i s now
voting on reliability for Measure 0255. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

Results are one vote high, 14 votes
noderate, three votes |ow and zero votes
i nsufficient. Measure 0255 passes on
reliability.

CO CHAI R ANDERSON: Al right, noving
on to validity?

DR. BHAN. So validity here, we talked
about the issue of the where this is comng from

primarily data around phosphorus and out cones
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rat her than testing per se.

The validity testing here | ooked at
Poi sson regression nodels to determ ne the
association with nortality and came up with a ten
percent -- a relative risk of nortality of 0.98
for a ten percent increase in the performnce
score.

| guess the issue there is how many
facilities can have a ten percent increase in the
performance score? And even if they achieve
that, there's relatively small association with
nortality here.

And | think there was this -- also a
guestion about the validity given the issue of
pati ent absences.

CO CHAI R ANDERSON: M chael ?  Any
further discussion on the part of the commttee?

Al right, we will be voting on
validity.

M5. OGUNGBEM : The conmittee i s now
voting on validity for Measure 0255. Options are

1 high, 2 noderate, 3 low and 4 insufficient.
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voting is open.

Results are one vote high, 16 votes
noderate, two votes |ow and zero votes
insufficient. Measure 0255 passes on validity.

CO CHAI R ANDERSON: We're going to
pause here for a mnute. |It's tine for public
coorment. So we'll take the nmeasure up after the
public comment tine.

OPERATOR: (Ckay. At this time, if you
woul d Iike to nake a conment, please press star
t hen the nunber one.

There are no public comments at this

CO CHAI R ANDERSON: Al right, so
let's nove on. Feasibility?

DR. BHAN: So in general, our group
felt that this is feasible.

It's already part of the QP and data
is routinely generated during the process of
care. So it |looked pretty feasible.

CO- CHAI R ANDERSON: M chael ?

DR. FlI SCHER: Let's vote.
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CO CHAI R ANDERSON:  All right, let's
vot e.

M5. OGUNGBEM : Committee i s now
voting on feasibility for Measure 0255. Options
are 1 high, 2 noderate, 3 low, 4 insufficient.
Voting is open.

Results are 12 votes high, seven votes
noderate, zero | ow and zero insufficient.

Measure 0255 passes on feasibility.

CO CHAI R ANDERSON: Al right, noving
on to usability and use?

DR. BHAN: It's used in the QP.
There's not any obvi ous uni ntended consequences
publically reported. It seens useable.

CO- CHAI R ANDERSON: Al an?

DR KLIGER So in ternms of usability,
| want to ask the pediatricians their opinion.
Mont hly bl ood draws from your hone dialysis
patients?

DR SOVERS: Since alnost all of our
hone dialysis patients are PD patients, they're

seen by us on a nonthly basis anyway. | don't
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think that's a big issue in the pediatric world.

DR. KASKEL: | concur. They cone in
and even if they're a small infant, we need to
get -- we get the | abs.

CO CHAI R ANDERSON:  Al'l right, ready
to vote on usability and use.

M5. OGUNGBEM : The conmittee i s now
voting on usability and use for Measure 0255.
Options are 1 high, 2 noderate, 3 low and 4
insufficient. Voting is open.

Results are 11 votes high, eight votes
noder ate, zero votes |ow and zero votes
i nsufficient. Measure 0255 passes on usability
and use.

CO CHAIR ANDERSON:  All right. W are
-- any other conments or issues to discuss before
we vote on usability for endorsenment and for
reserve status? So let's vote.

M5. OGUNGBEM : Committee is now
voting on potential for reserve status for
Measure 0255. Options are 1 yes, 2 no. Voting

i s open.
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Resul ts are unani nous, 19 votes yes,
zero no for potential for reserve status for
Measure 0255.

CO CHAI R ANDERSON:  We still have a
guorum and so we would like to continue if the
committee is willing to continue on until we |ose
guorumuntil at |east 3:00.

Okay, thanks. Next neasure is 1425,
Joe and Joel ?

DR. MESSANA: For the sake of tine, |
will limt nmy conments on this nmeasure to
clarification of a typographical error that was -
--- or a question that was raised about a
potential typographical error in 1(b)(2) and
1(b) (4).

In the workgroup, a question canme out
was it 30 facilities or 13 facilities. The
answer is 30 facilities. | went back and | ooked
at all the anal yses supporting the subm ssion and
the 13 is a typographical error. It's supposed
to be 30 facilities.

Il will leave it at that since you're
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pressed for tine.

CO CHAI R ANDERSON:  Al'l right. Andy
and Debra?

DR. NARVA: Yes, this is nmeasurenent
of nPCR for pediatric henodi al ysis patients and
it's the percentage of patient nonths of
pediatric in-center henodialysis patients with
docunent ed nont hly PCR neasurenents.

It's a level analysis is the facility,
the evidence is based on KDOQ Guidelines. A
general nutrition guideline from 2006 and the
2008 KDOQ Guideline on Nutrition in Children
wi th CKD, which recommended nutritional status
and growm h of all children with CKDs two to five
i ncl udi ng 5B shoul d be eval uated on a periodic
basis. That was given a Grade A strong evi dence.

They provi ded data from 2014
literature view which was supportive, and in
addition to that, there's sone evidence that in
adol escence, PRC | evels were an earlier and nore
sensitive marker of -- than serum al bum n of

mal nutrition.
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Despite this, there's not a vast
anount of data to support this neasure and a | ot
of this is inferred frombenefit in adults.

CO CHAI R ANDERSON:  Debra, any
additional? Open for discussion to the
comm ttee.

Al'l right, let's call for the vote on
evi dence.

M5. OGUNGBEM : The conmittee i s now
voting on evidence for Measure 1425. Options are
1 high, 2 noderate, 3 low and 4 insufficient.
Voting is open.

Results are two votes high, 16 votes
noderate, zero votes |ow and one vote
insufficient. Measure 1425 passes on evi dence.

CO CHAI R ANDERSON:  Per f or mance gap?

DR. NARVA: Ckay. Nutritionis
obviously an incredibly inportant indicator in
all dialysis patients, particularly those that
are growng or trying to grow.

2013 data from CROMVeb showed a nean

score of 80.4 percent and that included 455 in-
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center henodialysis pediatric patients from 30
dialysis facilities with at least 11 eligible
pediatric patients. So there appears to be a
gap.

CO- CHAI R ANDERSON:  Debra? Any
further discussion on the part of the commttee?

Al'l right, we are ready to vote for
per f or mance gap.

M5. OGUNGBEM : The conmttee i s now
voting on performance gap for Measure 1425. The
options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

Results are two votes high, 17 votes
noderate, zero votes |ow and zero votes
insufficient. Measure 1425 passes on performance
gap.

CO CHAI R ANDERSON: Moving on to --

DR. NARVA: Reliability?

CO- CHAI R ANDERSON:  Yes.

DR. NARVA: Ckay. This neasure is
nmeant to be collected and cal cul ated t hrough

CROMWeb. It seens to be fairly clearly
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del i neat ed.

There was a conment that the
exceptions to the denom nator were confusing, but
that wasn't fromne and |'mnot sure what the
conment er neant exactly.

It's a process nmeasure and it's not
stratified or risk-adjusted.

There is in reliability testing, is
that a separate -- | can't renmenber. Did we vote
on that separate? kay. Together, yes.

Well, fromthe 2013 CRONMNWDb data, the
overall IUR was 0.985, which indicates about 98.5
percent of the variation is between facility
di fferences.

CO CHAI R ANDERSON: Debra? Any
di scussion on the part of the conmmttee?

DR. NARVA: Onh, there was one issue
with validity, which is that --

CO CHAIR CROOKS: W' re not doing
validity yet.

CO CHAI R ANDERSON: We're on

reliability.
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DR. NARVA: Ch, sorry. Yes, okay.

CO CHAI R ANDERSON:  You' re okay, yes.

DR. NARVA: I|I'mrushing it.

CO CHAIR CROOKS: | just wanted to ask
the pediatric nephrologists, this calls for the
measurenent to be done nonthly. |Is that really
what you recommend? Things can change that fast?

DR. ZARI TSKY: That's what we do, yes.

CO CHAI R CROOKS: Ckay, soO you agree
with that? Ckay.

DR ZARI TSKY: That's the sane data
that's a degenerate of Kt/V so it's just added
I nf ormati on.

CO CHAIR CROOKS: It doesn't add a
further burden to the patient really?

DR, ZARI TSKY: No, | nean utility is
anot her story, but measuring that once a nonth's
not a probl em

CO CHAI R ANDERSON:  Al'l right, ready
to vote on reliability.

M5. OGUNGBEM : The conmittee is

voting on reliability for Measure 1425. The
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options are 1 high, 2 noderate, 3 |low and 4
insufficient. Voting is open.

Results are two votes high, 17 votes
noderate, zero | ow and zero insufficient.
Measure 1425 passes on reliability.

CO CHAI R ANDERSON:  Moving on to
validity?

DR. NARVA: The evi dence seens to
support the measure is consistent except anong
the facilities with 11 eligible pediatric
patients with recorded PCR val ues.

Facilities with a hundred percent
reporting had a nmean serum al bumi n of 377 while
facilities with |l ess than a hundred percent had
hi gher al bum ns, which, you know, on the face of
it, appears to suggest that the evidence is not
consistent with -- the neasure's not consistent
with the evidence, but it appears likely or |eads
-- speculation is that the nore frequent PCR
determ nati ons were done in the patients who had
poorer nutritional status, hence the bias.

CO CHAI R ANDERSON:  Debra? Any
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comment s, Debra?

M chael ?

DR SOVERS: You al so have the TEP
wei ghing in with the thunbs up?

DR. NARVA: Yes.

CO CHAI R ANDERSON:  Any further
di scussion on the part of the conmttee? All
right, ready to vote on validity.

M5. OGUNGBEM: Committee is voting on
validity for Measure 1425. Options are 1 high, 2
noderate, 3 low and 4 insufficient. Voting is
open.

Results are zero votes high, 19 votes
noderate, zero | ow and zero insufficient.
Measure 1425 passes on validity.

CO CHAI R ANDERSON:  Moving on to
feasibility?

DR. NARVA: The data source is
CROMWeb, it seens to be quite feasible.

CO CHAIR ANDERSON:  All right, let's
go for the vote.

M5. OGUNGBEM: Committee is voting on

Neal R. Gross and Co., Inc.
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feasibility. Options are 1 high, 2 noderate, 3
low, 4 insufficient. This is for Measure 1425,
voting is open.

Results are 15 votes high, four votes
noderate, zero votes |ow and zero votes
insufficient. Measure 1425 passes on
feasibility.

CO CHAI R ANDERSON: Al right, noving
on to use -- usability and use.

DR. NARVA: So this measure is not
currently in use although it's an existing
nmeasure.

| actually would ask the devel opers or
the potential users why it's not being used?

DR. ANDRESS: So this neasure faces
many of the sane issues that we discussed for the
pediatric -- the neasurenent of henogl obin for
pedi atric patients.

| think it's -- you know, it's
available. It's certainly there for use outside
of CM5 and in the neantine, we're trying to

resol ve how best to address quality neasurenent

Neal R. Gross and Co., Inc.
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in acritical yet very small patient population
in the dialysis community.

So this is a neasure that | think is
still in the running for consideration in public
reporting and other uses. W sinply haven't
managed to concl ude the conversation at CMS.

DR. NARVA: The pediatric caucus want
to weigh in on this?

CO-CHAIR CROCKS: So it's usable, but
not in use in a sense? You know, it's usabl e,
sonebody could the data fromyou, the report or
the results, but no one's working with you to use
it yet, but it's usable?

DR. ANDRESS: | think that woul d
sumari ze it correctly, yes.

CO CHAI R CROCOKS:  Ckay.

CO CHAI R ANDERSON:  Al'l right, ready
to vote for usability and use.

M5. OGUNGBEM : The conmittee i s now
voting on usability and use for Measure 1425.

The options are 1 high, 2 noderate, 3 |low and 4

insufficient. Voting is open.
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Results are four votes high, 15 votes
noder ate, zero votes |ow and zero votes
insufficient. Measure 1425 passes on usability
and use.

CO CHAI R ANDERSON:  All right. On,
one nore tine.

Any further discussion on the neasure
before we vote for suitability to reconmend
endorsenent? All right, shall we go ahead and
vot e?

M5. OGUNGBEM : The conmittee i s now
voting on Measure 1425's overall suitability for
endorsenment. Options are 1 yes, 2 no. Voting is
open.

| still need two votes.

Results are 19 votes yes, zero votes
no. Measure 1425 passes on its overall
suitability for endorsenent.

CO- CHAI R ANDERSON: | think we are at
the conclusion. The last two neasures we're
going to have to take up next week as well as the

rel ated and conpeting neasures that we didn't get
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to. 1'd like to thank everyone for the past two
days, their tinme, their expertise and their
engagenent in the process. |It's been a great two
days. Thank you very nuch.

CO CHAI R CROOKS: Thank you very much.

M5. BAL: Before everybody | eaves
t hough, there are sone |last mnute tinelines and
such. So as a rem nder, we're neeting next week
on Tuesday 1:00 to 3:00. Please cone ready to
di scuss the [ ast two neasures, 1460 and 1662.

Al so, on behalf of the staff, we do
want to thank the conmttee. |It's been a
pl easure working with you for the past two days
and we really enjoyed how i nvolved all of you
are. Thank you.

So the neeting's departnment will be
sending an enmail soon after this neeting to give
you rei nbursenment forns and as Sarah said
earlier, the hotel costs have been rei nbursed
al r eady.

(Wher eupon, the above-entitled natter

went off the record at 2:47 p.m)
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