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P-ROGCGEEDI-NGS
(9:05 a.m)
M5. |1SIJOLA:  Good norning, everyone

and thank you again for joining us. Today is day

1 of our Cardiovascul ar Phase Il project. M
nane is Winm Isijola. |'ma senior project
manager here. | al so have Sharon Hi bay, Karen

Johnson and Hel en Burstin, our chief scientific
of ficer.

Wuld you like to say a few words?

DR. BURSTIN. Just add nmy wel cone to
everybody. Thanks so nuch for com ng back agai n.
| think you guys are one of our first standing
commttees, so | think part of what we'd like to
see is how much easier is it to kind of do the
second round havi ng been through the first
rounds, and is there a good steep |earning curve?
But al so we al so continuously try to inprove on
what we're doing, so please |let us know if sone
of the tweaks we've nade are hel ping or not. And
| was just talking to Winm earlier about naking

sure we get you guys a survey as well to nake
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sure you can actually tell us what worked and
what didn't.

But thank you so nuch for com ng back
again. And | think there are a couple process
I mprovenents including better clickers, which |I'm
told will not be the "could you push it one nore
-- one nore time, please?" That should be over.
And you'll know in fact whether you voted, so
that will be very positive.

So with that, thank you so nuch.

M. ISIJOLA: Ckay. And also Wy
Luong, our project analyst.

Before we get started | wanted to turn
it over to our co-chairs to provide a brief
i ntroduction, Dr. Tom Kottke and Dr. Mary GCeor ge.

CO- CHAI R KOTTKE: Sure. Tom Kottke,
nmedi cal director for Popul ation Health and Health
Partners. Wl conme and thank you for making the
effort to come out. And | don't think I'll say
any nore right now.

CO CHAIR CGEORGE: Mary George from

CDC. Just welconme. It's good to see you all
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again and thank you for taking the tinme to do
this inportant work.

M5. |1 SIJOLA:  Thank you. Sharon,
woul d you like to say a few words?

MS. HI BAY: Well, good norning. |

think I introduced nyself to nostly everyone. M
nane i s Sharon Hibay. |1'mthe new senior
director for the cardiovascular project. |[|'ve

been with NQF for about two nonths, but |'ve been
pretty involved in the cardi ovascul ar space, the
nmeasure space for quite sone tine. Thank you for
all your efforts. W appreciate them

M. ISIJOLA:  And, Karen, would you
|i ke to say a few words?

M5. JOHNSON: |1'Il just say hello.
|"mKaren. N ce to see you.

M5. ISIJOLA: Geat. Thank you. So
j ust sone housekeeping rules. As you know, the
restroons are outside of this room W wll| have
several breaks throughout the day.

Pl ease utilize the wirel ess network

that we have avail abl e, and pl ease make sure that
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you're nuting your cell phones and any ot her
devices. W do ask also individuals on the line
if you can nmute your |ine and not place on hold.

And before we get started, | wanted to
al so make notice of Dr. Cerard Martin. He is one
of our newer comm ttee nenbers.

So if you'd like to say a few words,
a brief introduction of yourself?

MEMBER MARTIN: Gerard Martin. |I'ma
pedi atric cardiol ogist at Children's Nati onal
here in Washington, D.C., and |I'mvery pleased to
join the Committee. Have been involved with
guality efforts, both nationally and
i nternationally, through our hospital and the
American Col |l ege of Cardiology for a nunber of
years and excited to | earn about your work.

M5. ISIJOLA: Geat. Thank you. And
now we' ||l turn it over to our general counsel,
Ann Hammersmith, and she will go over our
di scl osure of interest policy.

M5. HAMVERSM TH:  Thank you, Winmi .

As Winm said, we're going to conbi ne
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i ntroductions with the disclosures of interest.
For nmost of you it's your second year on the
Committee, so | know you' re expert disclosers,
but 1'Il just go over a few of the ground rules
to rem nd you.

| understand there are some conmmttee
menbers on the phone. | will call on you for
your disclosure once we do the disclosures of the
people in the room

You received a fairly involved form
fromus where we asked you about your
prof essional activities, comunity service,
grants, so on and so forth. Wat we're | ooking
for you to today is to disclose information that
you believe is relevant to your service on the
Committee. We don't want you to summari ze your
réesune. Please don't do that. W'Il be here al
day. But just reveal things that you believe are
i mportant, relevant to the work of the Commttee
t hat you want people to know and that peopl e need
to know.

So we are particularly interested in
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grant activity, research support you may have
recei ved, Conmttee service and speaki ng. But
only if it is relevant to what's before the
Conmi ttee.

A few other rem nders: You sit as an
i ndividual. You're here because you're an
expert, because you have sonething special to
bring to our table. You do not represent your
enpl oyer. You do not represent the interests of
anyone who many have nom nated you or supported
your nom nati on.

The other thing that | want to rem nd
you of is that NQF i s somewhat uni que in our
conflict of interest process in that we | ook at
potential financial conflicts, but we al so | ook
at non-financial conflicts. And by that | nean
you nmay have served on a committee for a
prof essi onal society or sonebody el se where you
| ooked at neasures and that woul d be something
that we woul d | ook for you to disclose but only
if it's related to the subject matter before the

Conm ttee. Because of the nature of the work
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that we do, we | ook very broadly to make sure
t hat we cover the waterfront.

So I'l'l ask each of you to tell us who
you are, who you're with and then if you have
anything to disclose. And I always start with
t he co-chairs.

CO CHAIR KOTTKE: Sure. Tom Kottke.
Heal th Partners. | have no conflicts to declare.

CO CHAIR GEORGE:  WMary CGeorge at CDC
and | have no conflicts of interest. Most of ny
maj or devel opnent work has been in stroke,
cerebrovascul ar di sease rather than
car di ovascul ar.

MEMBER CLEVELAND: Good norning. |'m
Joe Cleveland. [|'man adult cardiac surgeon at
Uni versity of Col orado Health Sciences Center. |
have participated in neasure devel opnent through
the Society of Thoracic Surgeons for surgical
nmeasures, but have no disclosures for any of
t hese neasures that are before us today.

MEMBER JAMES: Tom Janes. |'m an

internist pediatrician with Anmeri Health Caritas,
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a famly of conpanies, a Mdicai d-nanaged care
conpany. | run the clinical policies. Formerly
was on the AMA Cardi ovascul ar Work Group, but

t hat was sone 10 years ago.

MEMBER MARTIN: |'m Gerard Martin.
|"mrepresenting the Children's Hospital
Association. M disclosures are the Anerican
Board of Internal Medicine, where |'mon their
sub-board for adult congenital heart disease and
the American Col |l ege of Cardiol ogy, where |
participated in the formation of the | MPACT
Regi stry which nmeasures quality inconme in cardiac
catheterization and the quality network of the
ACC. It's a set of measures to inprove quality
in pediatric cardiol ogy practices.

M5. HAMMERSM TH.  Just a rem nder
You sit as individuals. You' re not representing
an organi zation or their interests. So | just
want to highlight that.

So you may work for the ABC Hospital, but you're
not representing their interests on the

Conm ttee.
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MEMBER VIDOVICH: |'m M aden Vi dovi ch.
|"man interventional cardiologist, University of
II'linois at Chicago and | al so am chi ef of
cardi ol ogy Jesse Brown VA in Chicago. | don't
represent any of those, so not the Departnent of
Veterans Affairs or University of Illinois. | am
t he upcom ng governor-el ect of the Departnent of
Veterans Affairs for ACC, but again | don't
represent any of those.

MEMBER HOLLANDER: Hi, Judd Hol | ander.
"' man emergency physician at Thomas Jefferson
University. | got here through ACEP and |'m on
their Quality and Performance Conmittee. | don't
think there's any direct conflicts wi th anything.

MEMBER CROUCH: |'m M chael Crouch.
I"'ma fam |y physician representing the American
Acadeny of Famly Physicians. |I'min a fanmly
medi ci ne residency program Don't have any
conflicts of interest to report.

M5. HAMMERSM TH: | hate to beat a
dead horse, but I'mgoing to because |'ma

| awyer. You don't represent any organi zation

Neal R. Gross and Co., Inc.
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when you sit on this Conmttee. You're here as
an expert, so you're not carrying anybody's
water. You're here because of what you know as a
professional, as an individual. So | just want
to rem nd you.

CO-CHAI R KOTTKE: Yes, so don't use
the R word.

MEMBER SPANGLER. Jason Spangler. 1'm
t he Executive Director of Medical Policy and
Quality Strategy at Anrgen, and | don't have any
conflicts.

MEMBER DeLONG. |'m Liz DeLong. [|I'm
the chair of Biostatistics and Bioinfomatics at
Duke. | have worked with respect to data
anal ysis, both with the NCDR and STS, but | have
no conflicts.

MEMBER ALLRED: |'m Carol Allred. |
have just finished a termserving six years as
chai rman of the board of directors at WnenHeart.
| cone at this froma different perspective than
anyone else in this room | think; i.e., I'ma

patient. | amvery interested in many of the
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nmeasur es because they affect nme directly and nany
peopl e | know.

MEMBER PHI LI PPI DES: Good norning. M
nane is George Philippides. |'ma cardiologist
and chi ef of cardiol ogy at Newtown-\Wel | esl ey
Hospital in Massachusetts. |'mthe president-
el ect for the Founders Board of the American

Heart Association, but | have nothing to

di scl ose.

MEMBER M TCHELL: Good norning. |'m
Kristi Mtchell. 1'ma senior vice-president at
Aval ere Health. | don't have anything to

di scl ose except for the fact that | worked 12
years at the Anerican Coll ege of Cardi ol ogy.
MEMBER HI LLEGASS: |'mEllen
Hillegass. |'ma physical therapist. [|'mon
faculty at Mercer University in Atlanta, Georgia

and | have no conflicts to disclose.

MEMBER AL- KHATI B: Good norning. |'m
Sana Al -Khatib. |'man el ectrophysiol ogist at
Duke University. | actually serve on the

steering comrittee for the ACC NCDR, but | don't
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have any conflicts in relation to that because |
did not participate in their performance
measures. | ama nmenber of the board of trustees
for the Heart Rhythm Society, and | co-chair

t heir Measure Devel opnent Task Force, so | do
have a direct conflict with two of the neasures
that they developed and |I'Il stay cal mand qui et
whi l e you di scuss them

MEMBER BRIGGS: Hi, |'mLinda Briggs.
|"mfaculty at George Washington University here
in DDC. | amparticularly in the nurse
practitioner group, and | ama nurse practitioner
nyself. | have no conflicts of interest.

M5. HAMVERSM TH:  Ckay. Thank you.
l"mgoing to call the names of the people who are
on the phone so that you can introduce yourselves
and di scl ose anything you want to discl ose.

Leslie Cho?

MEMBER CHO Hi, it's Leslie Cho. I'm

fromddeveland Cinic and nothing to disclose.
M5. HAMVERSM TH:  (Ckay. Thank you.

Ted G bbons? 1|s Ted G bbons on the |ine?

Neal R. Gross and Co., Inc.
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(No response.)

M5. HAMVERSM TH:  Henry Ti ng?

(No response.)

M5. HAMMERSM TH: Have a little
f eedback here. |Is Henry Ting on the |ine?

OPERATOR:  Sorry, Ann, | didn't nean
to step on you. Just a rem nder for those folks
j oi ning us by phone, please nake sure you keep
your conputer speakers turned down or off to
reduce feedback.

M5. HAMVERSM TH:  Thank you. Joel
Marrs?

MEMBER MARRS: Hi, |I'm Joel Marrs.
|"mon faculty at the University of Col orado and
a clinical pharmacist. | have nothing to
di scl ose.

M5. HAMVERSM TH:  Thank you. Thank
you for making those disclosures. Just a few
final words before | go away and |l et you get on
with your work. For any conflict of interest
process to really work, everybody has to take

sonme responsibility for it, including the

Neal R. Gross and Co., Inc.
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Committee nenbers. So if while you're

di scussi ng/ del i berating you think you have a
conflict of interest, you think sonebody on the
Committee has an conflict of interest or is
behaving in a way that's biased, we |look to you
to speak up, preferably in real tine.

You can do that by bringing it up
directly at any tine. |If you don't want to do
that, you can go to your co-chairs, who will then
go to NQF staff, or you can go directly to NQF
staff so that we can deal with it on the spot.

We don't want you sitting there in silence

t hi nki ng, ooh, I think |I may have a conflict, or,
gee, that person seens really, really biased. W
really want you to speak up.

So having said all that, do you have
any questions of each other, anything you want to
di scuss, any questions of nme?

(No response.)

M5. HAMVERSM TH:  (Ckay. Thank you.

M5. |1 SIJOLA:  Thank you, Ann. So j ust

to kind of provide additional feedback based on

Neal R. Gross and Co., Inc.
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what Ann spoke to and just a refresher for your
role as Standing Conmittee nenbers, we do ask you
not to represent your organization but

yourselves. You are providing your expertise
based on an NQF nulti-stakehol der perspecti ve.

And you all have received your two or
three-year term |If you have any issues with
that, please do let us know. And really your
charge is to work with NQF and the goals of this
project, which is essentially to review and
endor se these neasures based on our criteria.

And al so, we do at tines have
responses from CSAC and for you, specifically the
co-chairs, to respond to any requests based on
the neasures within this portfolio, but also
oversee the portfolio of cardiovascul ar neasures.

And as | nentioned, your role is to
oversee the cardiovascul ar portfolio, and Sharon
Hibay will review that with you shortly, but
real ly consider the issues and the neasures
within this portfolio based on our criteria, but

to identify if there are in fact any gaps,
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nmeasures that nay potentially be relating or
conpeting with various neasures w thin our
portfolio.

So with that being said, | will turn
it over to Sharon Hi bay and she'll speak nore to
sone of the measures we have in this portfolio as
it relates to our Phase | of this project and
sonme of the measures that you' ve in fact
endor sed.

Shar on?

M5. HI BAY: Next slide, please. Ckay.

So what you have in front of you here is the |ist
of nmeasures that we're going to be tal king about
in today's project. There are 16 of themt hat
we'll be reviewi ng over the next couple of days.
Next slide, please. So of course
we're all reasonably famliar, | hope so, with
the National Quality Strategy and the Nati onal
Quality Strategy priorities. O course they're
based upon the triple aim better care, healthy
peopl e/ heal thy comruniti es and affordabl e care.

So much of the work that the whole health care

Neal R. Gross and Co., Inc.
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i ndustry enterprise is doing is all around
bui | di ng heal thier conmunities and having better
out cones.

So one of the National Quality
Strategies very specifically calls out
cardi ovascul ar di sease, pronoting the nost
effective prevention and treatnment practices for
t he | eadi ng causes of nortality, starting with
cardi ovascul ar disease. So it's the only disease
specifically that was actually called out in the
National Quality Strategy priorities. So we have
sonme inportant work to continue to do.

Next slide, please. So |I'mnot going
to go into great detail. There's a whole bunch
of slides that are going to follow W talked
about this in Phase I. At that point, Reva
W nkl er provided a really nice overview of the
work that we're doing that are reflective of the
cardi ovascul ar neasures in our portfolio. Just
in general they are coronary artery di sease, AM,
heart failure and rhythm di sorders. And then

there are sone other neasures related to cardi ac

Neal R. Gross and Co., Inc.
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cath, hypertension and cost and resource use.

Not all of the neasures that are in
the 70 nmeasures within the CD portfolio will be
reviewed by this Conmttee. They' re reviewed by
-- throughout all of the projects in different
commttees at NQF. So the preponderance are
within this Commttee, but they also are
pertaining to sone other commttees as well.

kay. So this is a framework that you
saw, and it was | think also in the final report
of Phase |, which is up and posted and |'m sure
you' ve all taken a |l ook at the good work that you
have al ready done, and that now we conti nue.

This is patient-focused epi sode of care framework
for CAD and AM. W're all very famliar with
the framework, which is populations at risk. W
tal k about those. So it's either prinmary
prevention, secondary prevention and with or

wi t hout an AM.

So we have focused on stayi ng healthy,
getting better, living with illness and

disability and coping with end of |ife. W start

Neal R. Gross and Co., Inc.
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with your primary prevention. And if you have an
event or an episode or a disease, you nove to
sone sort of acute phase, post-
acute/rehabilitation phase and then secondary
preventi on.

So what we've provided for you in the
list of sonme of the subsequent slides are the
nmeasures that are within NQ-s portfolio that
represent these categories that | just kind of
referenced. So we have these here for your
reference. |I'mgoing to go through sone slides
reasonably quick, but the way we have it
formatted will help you identify the ones that
we're going to be reviewing in these two days of
di scussi ons.

So starting with popul ations at ri sk,
primary prevention. So we have a nunber of
slides, and you can see three of the cardiac
| magi ng ones we'll be discussing at this neeting.

Next popul ations at risk, secondary
prevention. And one of those as well wll be

revi ewed/ bol ded, you can see, at this neeting.

Neal R. Gross and Co., Inc.
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Now we nove onto the acute phase AM,
and you can see we have one neasure here as well.

Acut e phase outconmes. W won't be
reviewi ng any of these nmeasures today, but again
t hese slides are provided for your reference.

Next we tal k about PCI. Again, not
t oday.

And then for CABG patients these are
in the surgery portfolio, but obviously very
rel ated to cardiovascul ar di sease. These are not
neasures that we will be seeing.

And then post-acute/rehabilitation
phase. And again, we will not be review ng any
of these today.

Popul ations at risk, secondary
prevention for patients with CADYAM. And you
can see a neasure at the bottom

Okay. So that is the CADAM i st.
Now we kind of nove on to heart failure. Excuse
this slide; it's alittle bit fuzzy. So
basi cally we have popul ations at risk again for

heart failure. Evaluation and ongoi ng
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managenment. And then the acute phase and
hospitalization. And then we nove to outcones.
So we're going to show you the same format.

So popul ations at risk. W wll not
be | ooki ng at these neasures today.

Eval uati on and ongoi ng nmanagenent .
Oh, actually we're | ooking at one of the neasures
on there. 1t's 0083. So that one should be
hi ghl i ghted. Excuse ne.

Acut e phase hospitalization. W're
| ooki ng at 2455 on this slide.

And these are now rel ated to heart
rhythm di sorders. So A-fib, you can see we're
| ooki ng at a coupl e of those.

And these are neasures related to
cardiac cath, and we'll be | ooking at one of
those. That's a pediatric one.

And we have a neasure for

hypertension. Not today. Actually | think

that's a popul ati on health neasure as well, so |
think that goes to another commttee. | think.
| don't know all of the neasures yet. |'mon ny
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own steep learning curve; it's only the beginning
of month three for me here at NQF.

And | astly is a cost and resource use,
and that is also another conmttee as well.
Ckay?

Are there any questions on the
portfolio or the information that has been
presented so far?

(No response.)

M5. HIBAY: GCkay. |'d like to nove on

totalk alittle bit about updates to the process
for measure evaluation. W did sone work.
Recently we talked a little bit about this again
at the QA call that we hosted a coupl e weeks
ago. Starting off in Phase | of the CD project,
the staff did reviews of the neasures. There was
a call for multiple different approaches for us
to provide sone additional information, the staff
to do some sort of |ook-see at the neasure
det ai | s.

W did sonme work with the consensus

task for it which was approved by the Board. W

Neal R. Gross and Co., Inc.

25

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




10

11

12

13

14

15

16

17

18

19

20

21

22

26

al so had |l ots of our stakehol ders, including
nmenmbers of this Comrittee as well, come to NQF
and say, you know, this is a big bite to chew on
Can you have a little bit nore predi gested
information for us?

W heard definitely from neasure
devel opers as well that they would like to have a
little bit nore supportive understandi ng of what
will constitute the content of the conversation?
And we al so heard that people wanted what was
perceived as a little nore even playing field,
that we all kind of started off on the sane
footing and made sure we tal ked about the
nmeasures in a consistent manner.

Lastly, we recogni zed that being an
organi zation that convenes nulti-approached
st akehol ders that we all cone to the table with
different gifts and different know edge/
experience and that the idea of convening a
st akehol der group brings all of that richness
toget her, but that richness neans that we have

areas of strength and areas that we could |l earn
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or need a little nore understanding.

So all of this together, we put
together the staff review that | believe we did
for all of the neasures in Phase 1, and we went
back after Phase 1 and kind of tweaked it. The
staff reviews go through the five criteria
t hensel ves, and we provide kind of a pre-I| ook
fromthe staff perspective. And after we tweaked
it, now the prelimnary anal ysis which
understand is sonme alignnent work with the MAP
that they also do sone prelimnary analysis there
as wel | .

So we provided this information to the
menbers of the Conmmittee, and we al so provided it
to our developers. Then the Commttee went
t hrough the process of review ng the individual
nmeasures they were assigned as di scussants. And
then, as you all know, you added that information
i n your surveys so we could put this information,
coordinate it one nore tine together. And the
i nformation that you have on the neasures now

i ncludes the prelimnary analysis, comments from
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the staff menbers of NQF, and as well as your
comments. And we al so sent those back out again
to the nmeasure devel opers so they had an
under st andi ng of what we m ght be tal ki ng about
today in relation to their neasures individually.

Li ke everything that we do -- we all
live in quality inprovenent, so we know that the
journey doesn't end. So this is a process. And
so we will be seeking your feedback, as Hel en
said earlier, as to how these changes are going,
how t he process is working. W're very
interested in nmaking sure we continue to nove
this along and be as efficient and hel pful as
possi bl e.

W're also going to be after this
Committee neeting reaching out; | wll be
personal |y reaching out to each one of the
devel opers to see what did they think of this
prelimnary analysis process? So the idea of
this is to expand opportunities for robust
di scussi on.

I|"mnot going to read this slide here,
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but the last thing | really want to enhance is
that by no neans is this staff review prelimnary
anal ysis to replace the great work that the
Committee nenbers do. And | have to tell you --
so | spent a lot of hours |ast night |ooking at
every single form [|I'mvery inpressed with the
work that they did; I'mquite pleased. It's
guite obvious the detail and tinme that everyone
has taken. So | thank you in advance for all of
your efforts. But again, this is not supposed to
replace; it's supposed to enhance and start as a
springboard for conversation -- a consistent
springboard, as you will.

So the other thing that | want to
share with you that you all have access to, the
Committee nenbers, is the wonderful information
provided to us by the neasure devel opers. Wen
they submt their neasures, we go through what's
call ed a conpl eteness check. And we just want to
know that all the docunentations that we need to
review for review and eval uati on are avail abl e

and then we conpile that information. The
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i nformation you | ooked at was the nmeasure work
sheet, which had the prelimnary analysis. |If
there was an e-neasure that has that information
as well, we did an e-neasure review.

You have the pre-eval uati on comrents
and you have pre- and public nenber comments.
Just to put that out as a caveat, we actually for
all of these measures received no conments from
t he public before the neeting.

We al so have the neasure information
form and we have the evidence and testing
attachnments. And we tried to put it in an order
that was easy for you to utilize. So we'll see
how t hat goes as well. And we're very interested
i n hearing your feedback. W also have
spreadsheets and any ot her additional
docunent ati on they may have provi ded.

So that's kind of the structure of
what we did, why we did it and the background of
this continued evol vi ng worKk.

Are there any questions about the

prelimnary analysis at this point, or the
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updates to the eval uati on process?

Ckay. Hearing no comrents or
guestions, I'll turn it over to Winm for the
next slide.

M. ISIJOLA: Ckay. Thank you,
Sharon. So nost of you are famliar with our
process and how we will proceed with today's
deli berations. W are expecting every conmittee
menber to have reviewed every single nmeasure. |
know you have been designhated certain neasures to
provi de your eval uations, but we want a robust
di scussi on; we want to make sure that everyone is
participating in the discussion, and obviously
Dr. George and Dr. Kottke will facilitate that.
And really to remain engaged during the
di scussi on wi thout distractions. | know everyone
has their |aptops and busy, but let's really
remai n engaged with the discussion for today.

And we do have discussants for each
neasure. W specifically did not identify a | ead
di scussant because we want to make sure that

everyone i s engaged in the discussion. As you
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know, you have your m crophones. Please utilize
them Speak into them |If you're not speaking,
pl ease turn them of f.

And the way we will proceed, and |11l
turn it over to the co-chairs in a second, we
wi || have the devel opers present a brief
i ntroducti on of their measures, two to three
m nutes, and then we will turn it over to the
di scussants to provide their anal yses of their
nmeasures. And we will open it up for discussion.
Thereafter, we will then vote on each i ndi vi dual
criteria of the neasure and then an overall
recomrendati on for endorsenent.

And with that being said, I'Il turn it
over to the co-chairs to begin.

COCHAIR GEORGE: | would just add
that it would be helpful if you want to nmake a
coment to turn your nanme card vertical so we'l]l
know to call on you. And try not to interrupt
each other. For those on the phone, be sure and
chime in when you have coments to nake.

CO CHAI R KOTTKE: So, now we get down
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to busi ness. Measure 0543, coronary artery

di sease and nedi cati on possession ratio for
statin therapy. And the discussants are Sana and
Kristi and Liz. And who's going to take the
driver's seat? Sana?

M5. ISIJOLA: And, I'msorry, are
there any representatives fromACC with us today?

DR. CAMPBELL: Winm, this is Kyle
Campbel | from FMQAI. Can you hear ne okay?

MS. I SIJOLA:  Yes.

DR. CAMPBELL: Ckay. Good. All
right. Well, good norning. M nane is Kyle
Canmpbell and |I'm a pharnmaci st and vi ce president
for pharmacy and qual ity neasurenent at FMQAI.

We are the neasure devel oper and we're
representing CVS today.

This particul ar neasure was devel oped
for CM5S under the Medication Measure Speci al
| nnovation Project and it was originally fully
endorsed in 2011. The neasure has recently
under gone a conprehensi ve revi ew of underlying

evi dence and additional testing of the revised
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specifications at several |evels of analysis,

i ncl udi ng the accountabl e care organi zati on

| evel . The project was under the direction of a
mul ti-disciplinary technical expert panel.

Maj or changes to highlight for you of
the neasure are the results of the process to
align the eligible population with the 2013
ACC/ AHA gui del i nes for the managenment of
chol esterol. So, typically, rather than the
denom nator's eligible population being limted
to those with coronary artery di sease, the
denom nat or has been expanded to include patients
wi th atheroscl erotic cardi ovascul ar di sease as
defined in the guidelines.

In addition, the age criteria has al so
been nodified to align with the guidelines.
Therefore, the denom nator is individuals of at
| east 21 years of age with cardiovascul ar di sease
presuned to be of atherosclerotic origin and at
| east two clains for statins during the
measur enent peri od.

And the nunerator is individuals wth
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CVvD who had at |east two prescription drug clains
for statins and have a proportion of days covered
for statin nedications of at |east O.8.

In terms of inportance, this neasure
clearly addresses the National Quality Strategy
goal of pronoting the nost effective treatnent
for | eading causes of nortality, starting with
cardi ovascul ar di sease. As you know, CVD affects
| ar ge nunbers, represents a | eadi ng cause of
norbidity and nortality and has high resource use
on the healthcare system

Based on the data anal yzed, the
nmeasure has anple room for inprovenment with mean
rates of approximately 72 percent at each of the
| evel s that we | ooked at. Additionally, with the
new gui delines shifting away fromthe use of
specific clinical targets, nedication adherence
to statins is an inportant concept for providers
to understand and conmunicate to their patients.

The measure was found to be reliable
and valid, and the method of neasuring adherence

as the proportion of days covered is harnoni zed
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with the nmagjority of adherence neasures in the
NQF portfolio.

W greatly appreciate your
consideration of the nmeasure today and | ook
forward to answering any questions fromthe
Committee concerni ng the nmeasure subni ssion.
Thank you.

CO CHAI R KOTTKE: Ckay, now.

MEMBER AL- KHATI B: Ckay. So, as we
heard, in ternms of description of the neasure,

i ntroduction of the neasure, it's the percentage
of individuals with cardi ovascul ar di sease,

i ncl udi ng CAD, cerebrovascul ar di sease, PAD
presuned to be of atherosclerotic origin who are
prescri bed statin therapy that had a proportion
of days covered for statin nedications of at

| east .8 during the measurenent period.

The | evel of analysis is the
clinician, group practice, health plan,

i ntegrated delivery system popul ation, state.
And as you heard, this actually was initially

endorsed in 2009 and is being revised to

Neal R. Gross and Co., Inc.

36

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




10

11

12

13

14

15

16

17

18

19

20

21

22

37

i ncorporate sone of the enmerging data and the
gui del i ne docunent that the devel oper referred
to.

So this is a process neasure and the
hope is that this nmeasure will hel p physicians
identify patients who may benefit froma statin
who are not adherent to it, nmay hel p providers
devel op conmuni cati on and education tools to
I nprove adherence to statins. And they clearly
provi de the argunment that higher statin adherence
rates are expected to result in | ower rates of
hyperl i pi dem a, cardi ovascul ar events and
nortality. And so they certainly state that
adoption of this performance neasure will inprove
the quality of care of patients and eventually
| mprove outcomnes.

In terms of the evidence that they
provide, | think they did an excellent job
providing this evidence referring us to the 2013
ACC/ AHA gui del i nes, but al so summari zi ng t he
results of a 2010 meta-anal ysis, which was a

systematic review of 21 random zed contro
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trials. They also reported a sunmary of eight
nore recent studies of adherence to statins that
consistently found hi gh adherence to statins in
persons with CAD was associated with |Iower all-
cause nortality. So when it comes to the
evidence, | think that the devel oper did an
excellent job there.

|"mnot sure if you want to nove on to
the other aspects or if you want to hear from
ot her peopl e?

CO CHAI R KOTTKE: Anybody el se want to

comment at this time? Kristi or Liz?

MEMBER M TCHELL: | just have a
guesti on.

CO CHAIR KOTTKE: Kristi? Yeah.

MEMBER M TCHELL: Yes, sorry. Again,
being a non-clinician, | just need a point of

clarification regarding the use of the term
“cardi ovascul ar" bei ng inclusive of peripheral
vascul ar di sease or peripheral arterial disease.
Because t he docunentation, | was a bit confused

by that. | did appreciate the ASTVD reference.
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| think that was very hel pful, but |I was just
curious again as sort of a consuner as to whether
or not PAD is inclusive within CVD or CAD

CO CHAI R KOTTKE:  Yes.

MEMBER AL- KHATI B: Maybe t he devel oper
woul d want to conment. But, yes, so this is what
t he devel oper was tal ki ng about, that now the
definition of cardiovascul ar di sease incl udes
ei ther CAD or cerebrovascul ar di sease or
peri pheral arterial disease because the
pat hophysiology is the sanme in ternms of having
at heroscl erosis. But naybe the devel oper woul d
want to add to that as well.

DR. CAMPBELL: Sure. Yeah, | think,
just consistent with everything that's been said,
one of the things that we | ooked at in the
titling of the measure was to use the sinple term
of cardi ovascul ar di sease because we were
concerned that if we used, |like, arteriosclerotic
cardi ovascul ar di sease, patients m ght be
confused. And so that's why we linmted the nane

of the title in the description.

Neal R. Gross and Co., Inc.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

CO CHAI R KOTTKE: Thank you. Liz, do
you want to --

MEMBER CHO |'d at | east consider,
you know, that the guideline says it's coronary
artery disease equivalent. |Is that part of the
popul ati on?

CO CHAI R KOITKE: Sana? The question
was, was coronary artery di sease equival ent part
of the guideline? D abetes, for exanmple. |
think the answer is no, that it's patients with
establ i shed di sease.

MEMBER AL- KHATI B: That's exactly
right.

CO-CHAI R KOTTKE: Yeah, so it's not --
| assunme -- was that you, Leslie?

MEMBER CHO  Yeah. Yeah, it's ne.

CO CHAI R KOTTKE:  Yeah.

MEMBER CHO:  Hi .

CO- CHAI R KOTTKE: Fol ks on the |ine,

i f you' d address yourselves until we get used to
your voices, that will help.

It doesn't include CAD equival ents.
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It's established disease?

MEMBER AL- KHATI B: Ri ght.

MEMBER HOLLANDER: Yeah, | have sort
of a philosophical question on this. And | can't
tell fromreading the nmeasure, it's measured at
what level? Like | see it's ACO and health
plans, but it also appears to list just group
practices. And so a |ot of these adherence
things, it seens to ne that the individual
clinician has very little control. So if you
gi ve sonebody a prescription and you give them
refills for six nonths and you're not supposed to
see them for six nonths, how do you as an
i ndi vi dual practice have any idea if they've
filled their scripts at two nonths?

So | see the neasure where it's at the
health plan | evel and they have access to the
data and can set up quality controls, but I
frankly feel it's a totally inappropriate neasure
at the group practice |evel because it will just
drive up costs. It will require themto see

patients nore often than they do it and they're
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never going to develop a robust infrastructure to
nmonitor refills between visits. And so | raise
that question. | think this may be the only
neasure that we're seeing today that that's an
i ssue in, but | know we discussed it |ast tine.

MEMBER AL-KHATIB: | nean, this
nmeasure has been in use, so naybe the devel oper
can share sonme information with us regardi ng how
t his has been done since 2009.

DR. CAMPBELL: Yeah, so this is Kyle
Campbel | again. The nmeasure has been in use with
the CM5 QRUR Program where reports have been sent
out to individual group practices to advise them
of the neasure rates related to adherence. The
nmeasure woul d be, as we specified, useful at all
| evel s, but the physician groups would be limted
to, based on the reliability, very |large
physi ci an groups. And oftentines those groups do
have the resources to provide interventions for
the patients in ternms of education related to
adherence. And so | think for that reason we

woul d consider it appropriate at the physician
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group | evel.

MEMBER AL- KHATIB: And | would al so
add, especially now that we have nore w despread
use of EMR, | think this is something that could
potentially be acconplished within a health
system where you can enbed certain tools within
the EMR to track, you know, at |least that the
nane of the nedication is on their list. Now,
whet her they're taking it or not is a different

i ssue, and maybe that's what you were trying to

get at.

DR. CAMPBELL: Yeah. No, just to
clarify, I'"'mall good with |arge group practices
in places that have the resources. | couldn't
see that clearly delineated in here. | was not a
primary reviewer. It may be in there. It would

be nice to see a definition of |arge group
practice, because if we're going to have it as a
nmeasure, sonebody may consider it five and
sonebody may consider it 50 physicians. So |
woul d say, going forward, that would be sort of a

friendly amendnment to the neasure to define who

Neal R. Gross and Co., Inc.

43

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




10

11

12

13

14

15

16

17

18

19

20

21

22

it applies to. | think it's very hard to have a
measure without a clearer definition.

MEMBER DeLONG | don't know if we're
getting ahead of ourselves in terns of the
criteria, but that was one of ny concerns. |If
you | ook at the reliability specifications, there
are several levels. And | can't renenber the
exact nunbers, but group practices had to have a
certain nunber in order to be considered reliable
for this nmeasure. But that creates a fair anount
of bias in ternms of who's being evaluated. |
don't know if you want to get into that now, or
|"ve got comments |ater.

CO CHAI R KOTTKE:  Tonf?

MEMBER JAMES: Thank you. | had one
coment, but since Judd, who practices right down
the street fromwhere | |ive, raised an i ssue, as
a primary care physician, part of what |'ve been
involved with in ny practice is trying to inprove
t he adherence rates, and there is a | ot of
t echni ques that have been done. |'ve discussed

this with the ACP. They don't have any probl em
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with looking at the skill of physicians in being
able to i nprove adherence rates.

But the second part, from worKking
within health plans -- and | think, Tom that
you're very much aware of this -- is this whole
i dea of the units for neasurement in terns of the
pharmacy i s now being challenged. It's not just
the fill rate, but it's the utilization. And a
| ot of organi zati ons are now | ooki ng at different
nmet hods, such as pill counters, to be able to get
tothis. W're not at that point in general, so
this is fine as far as |' mconcerned for now, but
| suggest to the devel oper that they | ook at
t hese newer techniques for the future.

CO CHAI R KOTTKE: Thanks. Does
anybody want to go back and address Liz' coment?
Do you want to restate that, Liz?

MEMBER DeLONG. Well, the conplete
statenment would be that there are a nunber of
| evel s that they have dealt with, and as they
anal yzed the data, they found that | think over

50 percent of physician groups did not have
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adequat e nunbers to be considered reliable. So
they're not evaluating all physician groups. And
| guess the group is fine with evaluating sone
and not ot hers.

| think this neasure has been in use
since 2009, and they didn't produce any evi dence
that it has been effective, that it's inproved
care or adherence. It seens to be operating in a
bit of a vacuum

DR. CAMPBELL: This is Kyle Campbell
for the nmeasure devel oper. Just to address a
coupl e of those comrents, which I think we get to
|ater in the evaluation, the m ni rum denom nat or
threshold that we established for reliable
measur enent at the physician group | evel was at
| east 250 eligible patients. So it gets back to
the original comment that, should the neasure be
publicly reported, it would be appropriate for
| ar ge physician group practices.

CVs didn't inplenment the neasure
until, | believe, approximtely 2011 in the QRUR

program And in the QRUR program those neasure
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rates are not publicly reported. So they are
provi ded to physician groups that are smaller
than that, since the data are not conparative,
but they're neant for internal quality
| nprovenent within the practices. W don't have
yet any trend data fromthat programto indicate
| mprovenent that has occurred. W just don't
have that data available to us yet.

CO CHAI R KOTTKE: Thank you. This
i ssue of the nunber of patients seen, | think
this is a cross-cutting issue across all
nmeasures, that if you sinply don't see enough
patients in any particular area, you' re not
eval uated. And so, | nean, every single neasure.
So I nean, |I'mconfortable with that. [|f you
only have a few patients, we understand it's very
unreliable and therefore you're out. And so the
way to get out of the nmeasure is not to see
patients that apply to that neasure. |If that's
what you want to do, you can do it.

Any ot her coments on evi dence?

MEMBER DeLONG. Actually | think they
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nmenti oned sone disparities there. | don't know
i f that cones under --

(O f-m crophone comrent.)

MEMBER DeLONG  Ckay.

MS. LUONG So, for evidence, |'m
going to start again with the ratings. One is
for high, two is for noderate, three is for |ow,
four is for insufficient evidence, and five for
is insufficient evidence with exception. And the
voting starts now.

(Voting.)

MEMBER CHO  For the people on the
phone, how do we vote? |It's Leslie Cho.

M5. ISIJOLA: Hi, Leslie. Could you
provi de your vote in the chatting tool?

MEMBER CHO In the chatting tool?

M5. ISIJOLA: The chat box in the
webinar. O email.

MEMBER CHO  The chat box appears to
be not working. It just says "welcone,” and it
won't let nme talk. Oh, okay. Hold on.

M5. LUONG Can everyone just point

Neal R. Gross and Co., Inc.

48

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




10

11

12

13

14

15

16

17

18

19

20

21

22

towards nme, just to nake sure? Sorry, | should
have rem nded you. You should see your vote
nunber. Thanks.

Ckay. The ones that voted, you don't
have to vote again, but |I'mjust going to reopen
the polls so that -- do you have anot her one?

MEMBER CHO  Winm and Vy, did you get
my vote?

M5. LUONG Winm, did you get the
vote? W are checking right now, Leslie.

MEMBER CHO  (Ckay. Can you put up the
criteria on the webi nar again?

M5. LUONG Sure. So the criteria
again, Leslie, is one for high, two for noderate,
three for low four for insufficient evidence,
and five for insufficient evidence with
exception. And this is for evidence.

Wait, let me do it again. | didn't
know you were still voting. Go.

So we have 47 percent for high and 53
for noderate.

CO CHAI R KOTTKE: Ckay. Sana, do you

Neal R. Gross and Co., Inc.

49

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




10

11

12

13

14

15

16

17

18

19

20

21

22

50

want to nove on?

MEMBER AL- KHATI B: Yeah, so, for
opportunity for inprovenent, the devel oper
presented results from 10 states where they
| ooked at 38 prescription drug plans and 434
physi ci an groups and 31 ACCs. And as the
devel oper stated early on, conpared to the
average neasure result for all patients, they
found the average to be 70.4 percent.

And since we're hoping that that wll
be much higher, | think there's certainly an
opportunity for inprovenent. And here's where
they presented the results on disparities, where
they tal ked about the rates for African-Anericans
and Hi spanics are |lower, 58 percent and 60. 4,
respectively.

And, so, while | conpletely agree with
Liz that it would be inportant to share data on
t he i npact of the neasure and whether it has |ed
to inprovenent -- | would love to see that one
day for all the nmeasures. You know, | don't know

that we should hold this devel oper to a higher
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standard than all the other devel opers that we
interacted with in Phase 1, where none of them
as best as | can recall, provided infornmation
about the inpact of the nmeasure.

In terms of priority, | think it's
definitely very inportant, a very inportant
di sease, very prevalent, and the evidence
supporting the use of statins in this patient
popul ation is very robust. So | don't have any
concerns about the priority.

CO CHAI R KOTTKE:  Liz?

MEMBER DeLONG |I'mafraid | have to
di sagree with ny coll eague Sana. |f a neasure
has been in use for several years, it seens there
shoul d be evidence of its inpact. And as we
accunmul ate nore and nore neasures, | worry that
we're going to flood the nmarket with neasures
that haven't really proven out. So that's ny
cauti on.

| don't understand conpl etely who has
Part D insurance, but you have to have Part D in

order to be evaluated with this neasure. | s that
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not a concern? | mean, | confess ignorance here.

CO CHAIR KOTTKE: Does the neasure
devel oper wish to address the Part D question?

DR. CAMPBELL: Sure. This is Kyle
Campbel | again. So, this neasure, the eligible
popul ati on, based on administrative data that's
avai lable to us, includes the patients with Part
D and that are fee-for-service. So this neasure
does not include patients that are in an MAPD or
managenment care under Part D. This would be
limted to fee-for-service Medicare patients with
Part D coverage. And that limtation is sinply
the limtation of the adm nistrative data source
upon which the neasure is based.

CO CHAIR KOITKE: Right. The short
answer is there's data on fee-for-service Part D
patients. There's no data otherwi se. And the
cost of collecting data otherwi se is prohibitive.

DR. CAMPBELL: Correct.

MEMBER DeLONG Wl l, when we talk
about disparities, there is an inplicit disparity

in terms of requiring Part D insurance for this
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measure, right?

CO CHAI R KOTTKE: Absolutely. | think

there's no question that probably sonmebody -- you
know, an African-Anerican who has no health

i nsurance is less likely, but we can set the bar
on neasures too high and have not hi ng.

Any further questions? Do we vote or

MEMBER JAMES: One clarification,
because it notes that health plans are a part of
the accountability structure, so that would take
it beyond just fee-for-service Mdicare.

CO CHAI R KOTTKE:  Ckay.

M5. LUONG So we are voting now on
performance gap. You can vote one for high, two
for noderate, three for |ow, and four for
insufficient. |If you can just point towards ne
and vote. Thank you.

(Voting.)

M5. LUONG So for this performance
gap criteria we have 37 percent high, 53 percent

noderate, and 11 percent | ow.
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CO CHAI R KOTTKE: Sana?

MS. H BAY: Excuse ne. Can you
provi de the nunbers, the actual count as well or

M5. LUONG W can provide the nunber
of the actual count after the report is generated
with this tool.

MS. HI BAY: Ckay. Thank you.

MEMBER AL- KHATI B: Ckay. So, noving
onto scientific acceptability specifications. So
the numerator is individuals with CVD who had at
| east two prescription drug clains for statins
and have a PDC for statin nedications of at |east
.8. Denominator is individuals at |east 21 years
of age, as of the beginning of the neasurenent
period, with CVD, including CAD, cerebrovascul ar
di sease, PAD presuned to be of arteriosclerotic
origin, and at least two clains for statins
during the neasurenent period, in a 12
consecutive nonth peri od.

For denom nator excl usions, they said

not applicable. And here's where | had a
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guestion for the devel oper. Wat about patients
wth contraindications? | nean, | realize this
is using clains data, so it nay not be easy to
find those patients. But, | nmean, | don't expect
that this rate will ever be 100 percent, because
you're going to have patients who have
contraindications to statins or who have
allergies, intolerance, what have you. How do
you envi sion that being incorporated once this
nmeasure starts getting applied in other settings?

DR. CAMPBELL: Sure. Kyle Canpbell
again. Thank you for the question. Because the
measure denom nator actually requires at |east
two fills by the patient, we feel |ike that does
confirmthe physician's intent to continue the
medi cation. So any severe allergic reaction or
intol erance to a statin would be identified nost
| i kely before the second fill.

In ternms of absolute
contraindi cati ons, you know, statins are
contraindi cated in pregnancy, but in our

particul ar data set, the preval ence of pregnancy
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is extrenely |Iow, you know, nmuch, much |less than
one percent. There are very few pregnancies
anong patients in this data set. So for that
reason we didn't specify any exclusions for the
measur e.

MEMBER DeLONG |'ma bit confused.
"' mal ways confused. But maybe sonebody can
explain why the selection of patients clainms to
be 21 and over, but they have to have Medicare
coverage. | thought you couldn't have Medicare
coverage unl ess you were ESRD or a speci al
popul ation. So how does this cover those people
bet ween 21 and 65? Also you had to have two
prescription refills. Wll, doesn't that
el imnate a nunber of people who got one filled
right there at the pharmacy, at the hospital or
sonet hing, and then never went back? | would
t hink that would be a | ack of adherence.

CO CHAI R KOTTKE: Devel oper ?

DR. CAMPBELL: Kyl e Canpbell again.
Yeah, appreciate the question. So the first

guestion is, in the Medicare popul ation, patients
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can actually be dual-eligible, and those patients
are included in here. So they would be

Medi cai d/ Medi care. And that represents, in our
data set, approximately 20 percent of the
popul ati on.

In terms of the two-fill requirenent,
| think it really was a trade-off in terns of
har noni zati on and the concern that was brought up
about intolerance to therapy. The majority of
measures in the NQF portfolio that neasure
adherence use the two-fill requirenent in the
denom nator. And, again, we didn't want to
unnecessarily penalize folks if they had tried a
statin and for whatever reason had an intol erance
to it and the physician didn't decide to continue
it.

CO CHAIR KOITKE: Right, so the
denom nator is smaller than all people who ought
to be taking a statin, but it alsois a nod to
the problemthat there are patients who sinply
don't tolerate them So this is |ooking at

peopl e who ought to be taking -- you know,
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there's good evidence they ought to be taking a
statin. And the question is, are they? So, it's
smaller than the totality of the popul ation that
ought to be on a statin and would tolerate a
statin.

Furt her coments?

(No response.)

M5. LUONG So we will vote now on
high priority. Nunmber one is for high, nunber
two is for noderate, three is for |ow, and four
is for insufficient. And the polling starts now.

(Voting.)

M5. LUONG Fifty-six percent voted
high, thirty-three voted noderate, and el even
voted I ow for high priority.

CO CHAIR KOTTKE: Your mic is not on
There, nowit's on.

MEMBER AL-KHATIB: Al right. So we
t al ked about the nunerator, denom nator and
denom nator exclusions with regard to the data
source. So for this neasure the data source is

encounter and pharmacy clains. So they used |ICD
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9 and I CD- 10 codes, you know, provided to
identify patients with these conditions under
cerebrovascul ar di sease, CAD and PAD

The proportion of days covered. This
is the PDC nethod that they used. It is a
commonl y used cal cul ation, is what they said, of
nmedi cati on adherence, patient conpliance. And
this is cal cul ated through pharmacy cl ai ns and
they said that seven statin nedications and
several conbinations are specified, and indeed
they did that. And a calculation algorithmis
provided in the docunent that they subnmitted as
wel | .

In ternms of any issues/concerns we nay
have about the specifications, definitions or
coding, | nean, the only concern | would have is
the accuracy of the coding. |'mnot sure if any
of these I1CD-9 and |1 CD- 10 codes have been
validated in terns of their accuracy. But I
suspect that the validity is on the high side,
but if the devel oper has any information about

val i dati on of those codes, that woul d be hel pful.
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DR. CAMPBELL: Yeah, we don't have any
additional information to provide with regard to
the validity of the claimdata other than to say
that it is in keeping with other cardiovascul ar
nmeasures in the NQF portfolio in terns of
har noni zati on of coding.

CO CHAI R KOTTKE:  Further comments?

(No response.)

M5. LUONG W will be voting on
Criteria 2(a)l on reliability. One for high, two
for noderate, three for |ow, and for four
insufficient. And the polling starts now.

(Voting.)

M5. LUONG  Zero percent voted for
hi gh, seventy percent voted for noderate, sixteen
voted for low, and five percent voted for
insufficient for reliability.

CO CHAI R KOTTKE: (Ckay. Sana?

MEMBER AL-KHATIB: [|'mnot sure if we
want to go through the -- or if we needed to go

through reliability testing before we voted on

Neal R. Gross and Co., Inc.

60

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




10

11

12

13

14

15

16

17

18

19

20

21

22

61

the reliability issue, but I do want to cover
that as well .

So they did that at the neasure score
| evel, and they tal ked about enpiric reliability
testing was perforned on the neasure score, as |
i ndi cated, using the data source and all |evels
of analysis as specified for the nmeasure.

They tal ked about the results of a
signal -to-noi se analysis for 10 states, and the
aggregate results for drug plans and physician
groups were presented by them And they showed
that the reliability for the states ranged from
.99 states. Mean results for drug plan, .71.
Mean result for physician group was .72. And for
the ACGCs, 31 ACGs that they studied, that ranged
from.69 to .98. And then they clarified that
the signal-to-noise testing is a conmonly used
test of nmeasure score reliability. And they tell
us that neasure score reliability varies between
zero and one. A value of .7 is considered the
m ni mum accepted threshold for reliability.

| don't know if, Liz, you want to
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conmment on this as a statistician.

CO CHAI R KOTTKE:  She sure does.

MEMBER DeLONG. From ny perspective,
there are two conponents of reliability, one of
which is the one they addressed, which is that
you coul d actually separate the signal fromthe
noi se. So you could say this group is
statistically significantly on the | ow side, and
this is on the high side. 1 think they did an
adequate job of that.

They did not provide any assurance
that -- for exanmple, if they had randomy
separated into two groups, would the sane state
have the sane |evel of -- would that be a
reliabl e measure? Could they repeat that neasure
reliably? And | didn't see that part.

CO CHAI R KOTTKE:  Judd?

MEMBER HOLLANDER: Sort of a
statistics question, and maybe you could help ne
with this. | obviously don't want to get too
drilled down in this. | don't understand signal -

to-noi se being a function of reliability, but yet
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a lot of these nmeasures do that. |Is there like a
t wo- sentence | ayperson's way you coul d descri be
t hat ?

MEMBER DeLONG. | actually don't see
that as reliability. | see it as discrimnation

M5. JOHNSON: So maybe | can help a
little bit here. Here at NQF we allow two
different ways of looking at reliability; one at
the data el enent |evel and one at the score
|l evel . So at the score | evel what you're trying
to do is be able to say that you can actually
di stingui sh providers, which is what you'd |ike
to do if you're doing something with
accountability. So that's what this reliability,
this signal -to-noise, actually does. It tells
you how wel|l you're going to be able to
di stinguish providers in their quality. So does
t hat hel p?

MEMBER DeLONG It's really a
di scrim nati on measure.

MS. JOHNSON: Yes, it is. Yes.

(Si nul taneous speaki ng)
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M5. JOHNSON: Yes. Yes. And to get
to your point, Liz, too, our criteria for testing
is not -- we don't really have a really high bar
for testing. Although sone may di sagree with
that. But you're right that they could have done
sone additional testing, but that is not a
requirenent. So the fact that they did at the
| evel they did would be fine.

CO CHAIR KOTTKE: So | have been
informed that we need to re-vote on reliability
since we did not discuss reliability testing.

Yes, we failed to be reliable.

M5. JOHNSON: Let me just tell you why
we're doing that, just in case you're unsure.
Bot h specifications and testing is what you're --
both of those roll up together for your vote for
reliability. So that's why you're re-voting
here. This is thinking about your conversation
on specs and thinking about your conversation on
testing.

M5. LUONG Polling starts for voting

on 2(a), reliability. One for high, two for
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noderate, three for low, and four for
insufficient. And this includes 2(a)l and 2(a) 2.

(Voting.)

M5. LUONG So the voting results for
reliability concludes with 74 percent for
noderate and 26 percent for |ow.

CO CHAI R KOTTKE: Ckay. Let's do
validity and validity testing together.

MEMBER AL-KHATIB: So, in terns of the
validity testing, the first question is whether
the specifications align with the evidence. And
| think they do in terns of whether the neasure
was tested for validity at the data el enent | eve
or the measure score level. And they did it at
t he neasure score | evel.

And then the question of whether the
testing denonstrates the neasure is valid, ny
answer is actually yes. The way they did it is
they did convergent validity by comparing the
neasure results to simlar NQF-endorsed neasures
for adherence to nedications. And they said that

they found that the neasure results are in the
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sane range of 70 to 76 percent for this nmeasure
as three other measures of adherence for ACO

pl ans, groups and states, with correlation
coefficients of greater than .9 for states, but

| ower correlations for drug plans and | ower still
for physician groups.

In terms of the inaccuracy of the
codi ng, that certainly remains a question for ne,
but that's true of all clains data.

And for mssing data, they said that
they identified that as a possible threat to the
validity of this neasure, and so they ran an
enpirical assessnment of this potential threat.
And so a potential bias they said may exist if
day supply within the prescription drug event
data is mssing, which is a required data el enent
to cal cul ate nedi cal adherence.

In order to evaluate this scenario
t hey anal yzed the nunber as a percentage of
beneficiaries in the nmeasure denom nator with one
or nore clains that had m ssing days. And they

presented the results on pages 46 and 47 of the
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docunment that we have, which is the prelimnary
anal ysi s docunent. And based on what they
showed, | think their argunment is reasonable. |
don't have maj or concerns about that.

CO CHAI R KOTTKE: Any ot her coments
on validity?

MEMBER DeLONG. | think it was good
that they correlated this with other neasures,
but in order to buy into that you have to buy
into the whole definition and the denom nators
and whatever. So they're consistently applying

t heir nethodol ogy and getting simlar results.

CO CHAI R KOTTKE: Judd, are you -- oh.

Gerard?

MEMBER MARTIN:  So, just a question
about -- this is, | guess, a process that they're
doing. And the question is now that this has
been in use -- and it goes back to one of the
previ ous comments was, if it's valid that they
are able to show that sone people are nore
conpliant than others, wouldn't at sone point the

natural thing be to see that chol esterol val ues
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that were changing in that population? |I|s that
part of the -- or does that cone down the road?

CO CHAIR KOTTKE: That woul d be nice
to show. The chol esterol val ues are not
accessible in admnnistrative data. So the
devel oper doesn't have access to chol esterol
values. That's the short answer.

MEMBER BRI GGS: Just in response to
t hat, because of the new chol esterol guidelines,
there are no | onger any hard targets for
chol esterol levels, so trying to get at that data
woul d be very difficult. Because you coul d | ook
at -- | nean, in the past we've used 100 as a
val ue of LDL that we would |ike people to get to,
or 70 for people that are high risk. But that's
no longer the case. So did it decrease by 10
percent, 15 percent? You'd have to know where
the patient actually started at and then know
when they were tested next, which gets a little
bit nore difficult.

CO CHAI R KOTTKE: Way down on the end

and then Liz.
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MEMBER SPANGLER:  Yeah, | was j ust
going to comrent. There is no targets but there
is lots of tal k about percent reduction. So
maybe that's what you're asking, you know, are
there any results around that, or is that
sonet hi ng we shoul d be consi dering? Because they
do tal k about that in the guidelines.

CO CHAIR KOTTKE: O course then you'd
have to have LDL levels. | nean, you have to
have access to the actual --

MEMBER DeLONG: | just agree that
there shoul d be sone inpact to sonme of these
nmeasures, and we haven't seen inpact. And
especially for a nmeasure that's been in use, |
think we need to start seeing inpact. Maybe we
don't require it now, but to be useful it has to
have sone i npact.

CO CHAI R KOTTKE: Just one | ast
corment. | think Kaiser is probably the only
organi zation in the country that could do that,
because they have virtual identity between

menbership and care -- sorry, service delivery.
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Even at Health Partners we have a very large
di screpancy between nenbership in our health plan
and service delivery.

Ton?

MEMBER JAMES: | was just going to
say, one of the things about neasures is that
they're al so useful tools. So while we have not
seen the kind of change we'd |ike to see, | think
it's nore attention. The health plans
particularly are feeling the pressure to go about
and do sonmething. That's what's going to be
measur ed.

CO- CHAI R KOTTKE:  Yes, Liz.

MEMBER DeLONG | will stop, but |
al ways worry about uni ntended consequences. For
exanpl e, what Judd brought up. Now we're going
to make people conme back for extra visits to make
sure they're filling their prescriptions, and all
they have to do is really fill it. | just worry
that we inpose overhead on sonme neasures when
we're not sure they're worKking.

CO CHAI R KOTTKE:  Judd?
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MEMBER HOLLANDER: (Obviously |'m going

to agree with her agreeing with ne, but |'m going
to raise an issue that | don't think we should
settle here, but I think gets nore inportant as
we go on and was raised in the last round of us
doing this, which is what is the bar that it
really needs to get over in order to inplenent?

So one could put together a
hypot heti cal scenario where there's 16 nmeasures
that are neasurable, that are reliable and valid,
that aren't really going to inprove patient care,
but are going to take a lot of tine and noney to
i mplenent. And it seens to ne -- and maybe |I'm
interpreting this wong, and | know that no one
will confirmthis is true -- that the default
here is that everything goes through and that
everything that already existed was good enough
to exist, so it should continue to exist.

And | know we sunsetted, or whatever
we called it, a couple neasures last tine and we
had a | ot of discussion around it. And | think

it would be really good if there was a bar that
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if a neasure existed it had to do sonething. And

if it was really successful, it should go away
because it was really successful. If it wasn't
real ly successful, it should go away because it

didn't do what it should do. But if it's on the
path to getting it done, then that's a good
measur e.

And | think it's probably a discussion
that's an NQF or CMS di scussion rather than
around this table, but | raise that because |
think it is inportant feedback to go back. |
don't want to go home saying, oh, we approved 16
ot her neasures, | have no idea if they're going
to hel p anybody.

CO CHAI R KOITKE:  You have obvi ously
rai sed the bar for several people on the other
side of the room W'I| start with Ellen and
t hen --

MEMBER HI LLEGASS: Well, | want to go
al ong with Judd because | have sonme neasures that
| have a lot of problenms with, and so this is

speaki ng towards tonorrow as well. And ny
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concernis, is what is the bar? |If this has

al ready been out there and this is acceptable and
we don't have data, then we should |I guess be
continuing to accept other neasures that are

| ooking at things like, did they fill their
prescriptions, rather than did their
prescriptions work, those kind of things.

So | guess the question is, what is
the bar at NQF? Do you want us to accept
nmeasures that really don't have a | ot of evidence
but could do good? O do you want us to | ook at
nmeasures that in the future may nmake a difference
in practice? So there's a difference here. And
| guess |I'm confused, as a person on the
Committee, as to where we're going with this.

And if this measure comes back again in a couple
years, do we accept it without valid data that
it's worked?

So where are we going with these
nmeasures? Because sonme neasures are just
starting. They don't have any evidence, but they

m ght do well. But then there's this other one
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t hat doesn't have evidence that it's done well.
We believe that it's done well, but do we
continue to keep it? So where should we function
as nenbers of this group and where should we cut
of f and say, no, this shouldn't be accepted and,
yes, this should? |Is it based on evidence? |Is
it based on we think it's going to do well for
t he consuner? Which is inportant for Carol.

CO-CHAIR KOTTKE: Yes, | think we're
the bar-setters. | nean, | think that's why
we're in this room

M5. JOHNSON: | can al so take a shot
at your question. That's actually why we have
the criteria that we have and why it is set up in
the way that it is. So we really want you to --
to the extent you can, because we're all humans
and it is hard, but to try to adhere to the
Ccriteria to the extent that you can.

And al so renenber that some of our
criteria are what we call nust pass, and those
are the ones that we really want you to pay

attention to. That's the evidence -- well, it's
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the inmportance and the scientific acceptability
criterion. So those are the ones that are really
-- if they don't quite make those, then you
shoul d seriously consider you' re not reconmendi ng
for endorsenent.

The conversations that you just had in
terms of seeing inprovenents and that sort of
thing, that cones under actually the usability
and use criterion. And while it is extrenely
i mportant, it is not a nust pass. So that's
where you have to wei gh basically your own
feelings about the utility of the neasures.

So I'"'mnot sure that | really answered
your question, but again the criteria are
hierarchical in a way that we did on purpose.

MEMBER AL- KHATIB: | guess what we're
trying to say is that we hope to see potentially
a change to the process, if that's possible. |
nmean, because we all agree that we -- and at sone
poi nt the neasure has to prove that it has led to
i mproved patient outconmes. And so why not nake

this, for existing neasures that have been in use
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for five years, why don't you nake that a

requi renent that the devel opers shoul d prove that
there was sone inpact, sone inprovenent in
patient outcomnmes?

MS. JOHANSON: Yes, so | don't think
anybody at NQF woul d di sagree that that's what we
want. W want neasures that nost quickly drive
i mprovenent .

| think there's a couple things. One
is, as Tomsaid earlier, it is sonetines very
hard for the devel opers to get that data, so it
can be very hard to show. | think the other
thing that NQF struggles with is the bar, as Tom
menti oned, and sone people feel that our bar is
al ready too high. So that would really be
setting a very high bar, so we have not enforced
that sort of thing. But you are right that we
woul d prefer to see nore infornmation, nore data,
et cetera for measures that are com ng back for
mai nt enance review, especially if they' ve been in
use.

CO- CHAI R KOTTKE: Carol and then
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George and then Judd.

MEMBER ALLRED: kay. As |I've gone
t hrough a nunber of the nmeasures, as we're
studying them |'mstruck by the |ack of patient
responsibility. W're putting a najor burden on
heal th care providers, increasing cost there, but
we're really not looking at it's up to the
patient in the bottomline to be conpliant or not
conpliant, and no one can nmake that patient do
that. So are we adding to the cost of health
care and making it less efficient, and how do we
get at the bottomline of what is the patient's
responsi bility?

CO CHAI R KOTTKE:  George?

MEMBER PHI LI PPIDES: So, | agree with
Judd, who agreed with Liz, who agreed with Judd

(Laughter.)

MEMBER PHI LI PPI DES: -- that we need
to be very careful about adding on too nany
measurenents, too many netrics that are difficult

to pull off given how busy the whole health care

Neal R. Gross and Co., Inc.

77

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




10

11

12

13

14

15

16

17

18

19

20

21

22

systemis.

Having said that, 1'd like to now take
t he opposite side of sone of the things
mentioned. Yes, | think we do want to see
outcones after these are performed, but this is a
process neasure. This is a change in practice
that helps us get to a platformthat will |ater
get to assess outcones.

| don't think that we expect the
devel opers here to create sonething that is going
to prove that chol esterol managenent is good for
cardi ovascul ar outcones. That's been done. |
think we know that if you take statins things go
well. This is really |Iooking at sonething very
basic that | think is a broad thene, which is can
we change adherence? Gkay? And you can take
that concept in the cholesterol realm in
hypert ensi on.

What we're | ooking at is given the
reality that people are inperfect and they
oftentimes are irresponsible, | think you have to

take that as a given. That's not going to
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change. |Is there a way that we can create a
systemto inprove health care outcones for those
people? To ne that's what this is getting at.
And | actually think that that's an inportant
thing. Wether or not you think it's the
patient's fault -- | actually don't |ike the word
fault in this, it is what it is. Hunans are
humans. Wat we're | ooking at is can we change
adher ence?

So | think this should be neasured,
not on whether or not the cholesterol |evels go
down or that they've had fewer strokes. W know
if you take the statins that will happen. W
shoul d nmeasure this on can we get people to take
statins for longer? And | actually think that
that's not an inconsequential endeavor.

So I"'mgoing to take sort of the
opposite side and say if we look at this as a
process nmeasure not an outcone neasure, | think
there's sonme validity to doing this. |'m not
sure | believe that, but | wanted to throw t hat

out there.
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CO CHAI R KOITKE: Ckay. Thank you.
Leslie has a question or a comrent on |ine.

MEMBER CHO Hi. So, two things: One
is that even at Cleveland Cinic our enployees --
when given a prescription for statins, only 50
percent of those peopl e/ enpl oyees refill their
prescription a second tine. And | think that
when, you know and that's us closely
nonitoring our enpl oyee population. And | think
t hat as NQF noves towards these neasures that are
nore nebul ous than did you get your aspirin
wi t hi n however many m nutes when you canme with a
STEM, or did you get your EKG | really think
it's inmportant for re-endorsenent process to have
sonme kind of an effect, that you show sonme kind
of an effect. Wthout that, to keep on re-
endorsi ng these sort of nore nebul ous neasures, |
don't know what it does.

MEMBER BRI GGS:  So | woul d kind of
echo that. This is a CV5 neasure and | woul d
hope that CMS has sone resources to neasure their

effect across years. So | would expect if this
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nmeasure has been in place for three to four
years, that there would be at |east a year's
wort h of anal yzable data that they could cone
back to us and say, okay, it was t he
conpliance rate was 74 percent anong ACGCs duri ng
this time period and nowit's 54 percent, or
maybe it's 80 percent. So it got better, and
whet her that better is significant or not. But
t here shoul d be sone change in it, otherw se the
neasure really didn't do what it was intended to
do.

The idea in a process neasure is to
get people to use the process. To do what they
can to make patients, through education and
rem nders and things |ike that, to inprove the
nunber of prescriptions filled and hopefully
taken. Medi care shoul d see a change in that
total amount of prescriptions filled over tine.
So if they conme back to us for renewal, there
shoul d be sone data to say that the process
actually did inprove or didn't inprove.

CO CHAI R KOTTKE: Judd, you had a
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guesti on?

MEMBER HOLLANDER: |'mjust going to
make a proposal, because | think we're all on the
sanme page in this room And so, ny proposal,
whi ch is way above the scope of this Commttee,
is that sonmewhere in the docunent there is a
speci fic question and a vote is there evidence
that this measure has changed anything in the
wor | d? Better |anguage than that.

And it should actually be recorded so
it goes forward and, if NQF and whoever el se
wants to use it as a neasure, they can. W're
not saying you can't use it as a neasure, but
we' re saying 20 experts around the table have
| ooked at the data and found it did squat or it
was great. And so, for any neasure that's been
i n existence longer than X tine, three or four
years, or whatever everybody thinks is
appropriate, that should be a line itemthat we
vote on, that we record, and it probably shoul d
happen across everyt hi ng.

CO-CHAIR GEORGE: | think we've tal ked
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about this recommendation that we all are sort of
feeling we're giving back to NQF for quite a
while, and | think a lot of us are in agreenent
with that concept that if you' ve been using it,
show us where you were at the begi nning, show us
where you are now. But | think we need to stick
to validity right now, that part of the

di scussi on.

MEMBER DeLONG: Could | just add to
Judd' s proposal that we el evate usability and
feasibility under these circunstances? |If it
conmes back, that should be a priority.

M5. JOHNSON: We'll certainly take it
to our governing body. So thank you for that
feedback, it is very good and we are often
t hi nki ng about our criteria and they have evol ved
over the years and we will expect that they wll
continue to evol ve.

So, and just to make sure that you're
not confused, what you're tal king about is
i mprovenent. And you will be tal king about that

under the usability and use criteria. So as you
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vote on validity, try to think about the
conversation of inprovenent, try to nove that
over in your mnd. Vote only on validity and
then bring it back when you're ready to vote on
usability and use.

CO CHAIR KOITKE: Right. So we're
ready to vote, but don't vote on what |'m about
to say.

Heal th Partners, about ten years ago
came up with a conposite neasure for diabetes,
and much to our chagrin, six percent of our
patients net the conposite. Today 50 percent do.
And so for like the D5 conposite nmeasure we'd be
able to show when you really put your mnd to it,
you can change things. | think it's quite valid
to say, you know, does a nmeasure change things
over tinme? But that's a different conversation.

Okay. We're ready to vote on
validity. And do we have anything about threats
to validity that you wanted to say?

Ckay. Sana says no.

MEMBER AL- KHATIB: | actually
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menti oned that when | tal ked about -- they
poi nted out the issue with mssing data and then
they did that additional analysis, and as | said,
| don't have any mmj or concerns about that.

CO CHAI R KOITKE: Ckay. W' re ready
to vote on validity.

M5. LUONG For validity, one you can
vote for high, two for noderate, three for |ow,
and four for insufficient. And polling starts
now.

For validity, five percent voted high,
74 voted noderate, and 21 voted low. So validity
passes.

CO CHAIR KOITKE: Usability and use?

MEMBER AL- KHATI B: So, the data source
i s encounter and pharnmacy clainms. Costs and
burden are low. All data elements are in defined
fields in electronic clains. So | think it's
actual ly feasible.

MS. HI BAY: Yes, we're tal king about
feasibility right now, just to nmake sure

everyone's clear.
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MEMBER AL- KHATIB: That's correct.

CO CHAIR KOTTKE: Ckay. ©Ch, |I'm
sorry.

MS. HI BAY: Ckay.

MEMBER AL- KHATI B: That's what you
wer e tal ki ng about .

M5. HI BAY: Yes. Very good. Thank
you. | just was clarifying. Thank you.

CO CHAI R KOTTKE: CGo ahead.

MEMBER AL- KHATIB: That's all | have.

CO CHAI R KOTTKE:  Ckay.

MEMBER AL-KHATIB: | nean, as | said,
the data exists, | think it can be used. | think
it's feasible. That's all | said.

CO- CHAI R KOTTKE: That was so short,
| mssed it.

M5. LUONG So the polling already
started. You can vote for feasibility with one
for high, two for noderate, three for |ow and
four for insufficient.

For feasibility it passes with 47

percent for high and 53 percent for noderate.
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CO CHAI R KOTTKE: COkay. Usability and
use.

MEMBER AL- KHATI B: Ckay. So this
neasure is used in the CM5 physician feedback
guality and resource use report w th benchmarks.
Though it's not publicly reported or presented,
it has been submitted through the neasures under
consi deration process for the CM5 ACO Shared
Savi ngs Program

And here's the question that we've
been battling with: Indicate whether there's any
i nformation on inprovenent over tine.
Unfortunately, there is not -- and so that
remai ns a concern that we can discuss it as a
group.

CO CHAIR KOTTKE: Any coments on
usability and use? Judd, are you still --

MEMBER HOLLANDER: | echo ny conments
frombefore, and | guess this is the area based
on direction that should let that inpact our
vot i ng.

CO-CHAIR KOTTKE: Tine to vote.
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M5. LUONG Polling starts now Ch --

DR. CAMPBELL: This is the measure
devel oper. | wondered if | could nake a conment
as it related to the prior conversation on
usability?

CO CHAI R KOTTKE: Sure, go ahead.

DR. CAMPBELL: So | think, while this
measure was originally time-limted endorsed in
2009, the full endorsenent didn't happen until
2011. And if you look at the data that we have
avai l abl e, the data were for cal endar year 2011
as it was reported to physicians and those data
were not available in a sunmary report until
2012.

So I just wanted to make the Conmittee
aware, as far as this neasure goes and nmaybe this
overall conversation, that the inplenentation
process and rul emaki ng process can be fairly
|l engthy. And then there is alag in terns of
actually getting data fromthe programthat can
be used for analysis and trend analysis. And so,

in the case of this particular neasure, although
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it has been endorsed since 2011, we really only
have data fromthe program since 2012. And so, |
just wanted to make you aware of that issue.

CO CHAIR KOITKE: Yes, that is a good
point, that it takes tinme to get tine data.

Are we ready to vote on usability and
use?

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

For usability and use we have 16 for
hi gh, 26 for noderate, 32 for Iow, and 26 for
i nsufficient information.

CO CHAIR KOTTKE: | heard that we had
a |l ot of conpeting neasures.

MEMBER AL- KHATIB: Yes, there a | ot of
conpeting neasures. And if you haven't had a
chance to | ook at them you can actually see them
on pages 53 and 54 of the prelimnary analysis.

| just want to highlight certain

poi nts, because we don't have tinme to delve into
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all the details. Basically what they descri bed
is that this neasure also includes -- in addition
to CAD, includes cerebrovascul ar di sease,

peri pheral artery di sease, and those were not

i ncluded in the previous neasures.

They al so point out that the age range
for this particular neasure is different. They
use 21 years of age and older as a cut-off
conpared with the previous neasures. And then
they al so tal k about the entire 12-nonth
nmeasurenent period for this particul ar nmeasure,
unl i ke other nmeasures that don't cover the entire
12-mont h neasur enent peri od.

Those were the main differences that
| saw, but certainly if other people noticed
ot her differences, please bring them up.

CO- CHAI R KOTTKE: Yes, at the end?

MEMBER SPANGLER: | just had a
guestion for the devel oper, because | think the
devel oper is the same. And | didn't know whet her
this is a discussion we should have here, but

obvi ously the MAP process is included. | don't
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know how many have seen the MJC |ist yet.
There's a brand new statin neasure that's being
proposed. And |I'mjust wondering, that neasure
seens to be very, very simlar to this.
Actually a little well, alittle nore
enconpassing | woul d say because it's not
adherence, it's actually initiation and
adherence. And | just wondered what the --
because | think the devel oper, that is CVS as
wel |, and what they think about -- is that
measure going to replace this current neasure
that we're thinking about or do they think that's
going to be in conjunction with this neasure?
" mjust wondering to get thoughts.

M5. HIBAY: | can address that. So we
kind of set up a standard for those neasures that
are going to be comng in the future, that if it
does becone a neasure that woul d be conpeting or
rel ated, we woul d have that conversation when
t hat nmeasure presented.

| think we all know that there's yet

one nore happy phase -- nmany nore phases on this
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project. And so we do anticipate at our next
phase with the neasure -- call for neasure is
endi ng June 30th, Winm ? W do anticipate sone
statin measures comng our way. So if they do,
and we anticipate that they will, we will review
them at that next Conmittee neeting.

MEMBER SPANGLER. (Ckay. So | guess
it's a process question for ne.

We know there are neasures comng. W' ve seen
one of themalready. | think sone of us have an
i dea of what the other ones are going to be, but
that shouldn't affect what we're |ooking at this
one right now.

M5. HI BAY: That should not affect --
only what you have in front of you. If we were
going to do a conpeting and rel ated di scussi on
about this neasure at this tine, yes, but not at
this time. Only what's in front of you at this
time. Thank you.

Are there questions about that?

CO CHAI R KOTTKE: Ckay. W need an

overall vote.
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M5. LUONG So the polling starts now
for overall suitability for endorsenent for
Measure 0543. One is for yes, and two is for no.

So for Measure 0453, for overall
suitability for endorsenent, 79 percent voted yes
and 21 percent voted no. And that concludes the
polling for this neasure.

CO CHAIR KOTTKE: So tinme for a break?
Okay. So obviously everybody has thought |ong
and hard about these things and taken the job

very seriously. Liz has one nore comrent, or

not .

Ch, do you?

MEMBER SPANGLER: | have one nore. |
had a question. |'msorry. Again a process
guestion. | know for reliability and validity

there's a threshold percentage that we have to
reach. |s that not true for usability?

(O f-m crophone comrent.)

MEMBER SPANGLER. Ckay. It's not.
Got it. Okay. Thanks. That's what | thought.

CO-CHAIR KOTTKE: So we'l|l be back at
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11: 00.

(Wher eupon, the above-entitled natter
went off the record at 10:45 a.m and resuned at
11: 02 a. m)

M5. ISIJOLA: | think we are going to
go ahead and get started.

CO CHAIR GEOCRGE: We're on 06707

MS. I SIJOLA:  Yes.

CO CHAI R GEORGE: (kay. The next set
of nmeasures that we're going to take up are
related to cardiac stress imging. W begin with
0670. Discussants are Joe and Sana.

MEMBER CLEVELAND: Hi, good norni ng.
And | think Sana and | agree that since she
presented the bulk of the |ast one, she'll chine
in, but 1'lIl take the lead on presenting this.

CO CHAIR GEORGE: W'l | have the
measure devel opers give us a little overview

MEMBER CLEVELAND: Yes, please.

MR ALLEN: 1'mJoe Allen fromthe
Anerican Col | ege of Cardiology, and |I've been

wor ki ng on the appropriate use criteria
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devel opnment and i npl enmentation for the past, oh,
| guess ten years or so, and so these neasures
are derivative of those efforts, and you know,
"1l just say a few words to set the context
because these are quite different nmeasures than
nost people are used to.

They are | ooking at avoi di ng things
rat her than doing things. As well, they are not
necessarily what you mght typically think as a
process neasure. | know it says in your notes
that, you know, these may be thought of as a
process neasure, but they're not an action in
that you're not |ooking at giving a beta bl ocker
or filling a prescription. You're really -- it's
a culmnation of |ooking at resource and cli ni cal
use and then assigning a value to that.

And so we really |l ook at them as
ef ficiency neasures and, in part, outcone
nmeasur es because they are -- when we go through
t he process of devel opi ng what shoul d be done and
what shoul d not be done, we're looking at its

clinical value to the patient and to the
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popul ation, as well as the resource use for that
popul ation. And so, it is quite different from
what you might see in other neasures. And again,
t hese are inverse neasures. So lower is better,
that's another difference than, you know, you see
in alot of nmeasures.

The testing and validation that we
t ook on has spread over a nunber of years. | did
i nclude a nunber of publications in the
Reliability and Validity section. There wasn't
enough space to include all the detail fromthe
various studies that we've conduct ed.

W' ve gone from back in 2008 | ooking
at whether or not we could reliably collect the
information to, could we actually put this out in
practice and have | abs contribute the
i nformation? Could we produce change? And then
what were the outcones? Wre there unintended
consequences?

And you know, you might think
out cones, typically again, are thought of, are

peopl e getting better? Here, we are trying to
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avoi d uni nt ended consequences of not testing
soneone that mght really need testing, and we
want to make sure that if we are saying don't do
sonething, that it truly shouldn't be done. And
we have changed the ternminology to be rarely
appropriate rather than inappropriate. You may
be famliar with those terns.

So currently there are over 1500
institutions that we've collected data on
nationwi de in our various activities, and greater
than 31,000 cases. W actually have a statew de
project in Delaware, as well as a partial state
project in Pennsylvania with a large private
payer that has been going on for the past three
years, and so unfortunately, | wasn't able to
include that in this data set because it is not
conpleted. But | just wanted to, given all the
usability discussion in the |last neasure, to say
we have lots of data fromthat experience and
sone really interesting things that | hope to
publish shortly, but we won't be able to get

t hose published and out there, but | can speak,
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you know, to some generalities if we get into
t hat section.

It is widely used for private payers,
as | said, lab accreditation, PQRS, QCDR. And in
2017, CMs will require clinical decision support
for any advanced i magi ng such as nucl ear imging,
that's covered here, CT and MR

So despite some concerns about ability
to do this, we are working hard to nmake it easy
for folks to do it in 30 to 90 seconds. You are
really just ordering a test and sayi ng why you
are ordering it with a few data variabl es, and
we've actually streamined that over time, and so
we can tal k about that as questions cone up
rel ated to that

And then lastly, I'Il just say that
this is a population review. There are a |ot of
t hings that you can do on an individual referral
to, you know, ordering physicians to give
f eedback back. This measure | ooks at an
aggregat e popul ati on and how often testing is

done in various popul ations. Once you have that
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popul ati on nmeasure, you can go back and say, what
are the specific actions I want to do on
I ndi vi dual cases?

But what we really try to do is
enphasi ze a popul ati on because the private payer
approach before these neasures, and still
continued today, is what is known as prior
aut hori zation. And so we really wanted to
provide an alternative that was nore based on
gual ity inmprovenent and hel pi ng peopl e change
their practice patterns over time, where prior
aut hori zation | ooks at individual cases and says
yes, no.

And that's not what we're really
trying to do here. W're not trying to say don't
ever do this. W're just trying to | ook at how
often it is done, and then over time, reduce the
use in popul ations where it does have | ow val ue.
There nay be exceptions to the rule, as people
brought up in sonme of the comments.

And in general, |I'd also want to say

that these pick out three particular indications
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t hat were hi ghest anongst our popul ations that we
tested of rarely-appropriate use of these types
of procedures, but it is in a universe of about
sixty different other things that we do coll ect
as a part of that data registry collection
effort, and so you may think of other things,

| i ke inconpl ete revascul ari zati on on sonme of the
| ater neasures that we'll want to tal k about.
There are indications for that, and they aren't
included in that particular neasure, but there's
an ability to say another reason -- it's just not
captured in that particular nmeasure because it's
only |l ooking at that particul ar reason.

So l'll close with that, and |'m sure
we' |l | have other questions that come up as we go
t hrough the nmeasure. Thanks.

MEMBER CLEVELAND: Thank you. [I'I1
i ntroduce the neasure. Just as Joe nenti oned,
this is a famly of three neasures. This is
Measure 0670, which is Cardiac Stress | magi hg not
Meeting Appropriate Use Criteria, Pre-Qperative

Eval uation in Low R sk Surgery Patients. As we
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have heard, the neasure steward is fromthe
American Col | ege of Cardi ol ogy Foundati on.

So a brief description of this neasure
is the percentage of stress SPECT MPI, stress
echo, CCTA, or CVR perfornmed in |owrisk surgery
patients for pre-operative evaluation. So as
we've heard, this is | guess a little bit of a
new | ook for us. At least in our first neeting,
| don't think we had any appropriate use
criteria.

So really, this is kind of starting to
| ook into this area where trying to find when to
do, when not to do a given procedure or a test in
t he environment, and as such, | think that's
sonething that is certainly novel here.

If it's okay, this is -- the data
source for this, obviously registry data, is that
the | evel analyst or the clinician group practice
in facility. And | think primarily targeted at
the facility as | read this, | think that's
correct.

If I can junp into the evidence -- and
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| think this is probably where we'll spend a fair
anount of time because, again, when one | ooks at
t he evidence provided, certainly there are a | ot
of guideline specifications that were provided.
To try to |l ook at those guidelines and nap t hem
specifically to this is difficult.

The devel oper references the RAND
Del phi process that was used in -- |'ve done that
once. And obviously for people that may or may
not be famliar with that, that's basically
convening, if you will, a group of experts who
then sit around a table and vote froma score of
one to nine whether sonething is inappropriate,
unknown, or appropriate, given various patient
scenarios. And | know when we did this for a
coronary bypass, it was over 90 different
scenarios and things |like that.

So at the end of the day, | guess to
junp into the -- at |east our measure review
docunent and answer sone of these questions. |
think that, you know, as |I say, | think the

guestion for the Commttee, is the evidence
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directly applicable to the process of care being

measured? | think so, as we have it, but | think
we need to have sone di scussi on about how we feel
about the RAND process.

| think the process is proxinmal and
directly related to desired outconmes. And then,
| think there are -- is there evidence of
systemati c assessnent? Expert opinion. Beyond
those, | don't think there is a | ot of evidence
for systematic evi dence beyond expert opinion,
and so | think we'll have to figure out if we
really think this is a |l evel of evidence we can
support w thout other evidence.

CO- CHAI R KOTTKE:  Sana.

MEMBER AL- KHATI B: The first thing
that | want to bring up is the whole issue of the
| evel of the neasure, in terns of the | evel of
anal ysi s.

You know, | think | amstruggling with
making the imaging facility the level for this
anal ysi s because for the nost part, | nmean yes,

they need to be looking to see if the indication
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for the procedure is appropriate or not
appropriate. That decision and determ nation are
| argel y made by the ordering physician, not the

i magi ng facility.

So | amstruggling with that concept,
of holding the imaging facility responsible for
sonething -- | nean, unless it's dangerous, |
think they're going to do it, but are they really
the responsible entity for the appropriateness of
the test? It's really the person who ordered the
test, not the imaging facility. So I'll start
wi th that.

CO CHAIR GEORGE: Do you want to
address that?

MR ALLEN: Sure. W did |ook at both
referring physicians and nmeasuring at the
facility level, especially at the inmaging
facility, and we find that it is a partnership
between both sides. |In our statew de Del aware
project, it is the onus on the imaging lab to
| ook at this, and | ab accreditation al so requires

| abs to look at it.
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| know it is a different approach
t hough what we found when we neasured at the
i ndi vi dual ordering physician or even group
| evel, often they didn't have enough cases to
reliably give a pattern that we could give
comuni ty feedback on.

And we found, in our partnership with
the referring -- or the centers performng
i magi ng in the cases where it's done, including
the studies that are cited here. They found,
surprisingly so, that the referring physicians
really do want that guidance and partnership, and
despite, you know, initial thoughts that referral
centers would push back and say, well | won't
send nmy imaging to you if you talk about this
with me.

In general, if it's not about
i ndi vi dual cases -- renmenber, they are having to
go through prior authorization anyway through
private firnms that they really hate. This is not
that. This is about a popul ation, and so when

you give feedback, it's not on an individual
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case. It's on, we're seeing this generally in
our community, and we'd like to rem nd you of
different information that -- other alternative
tests that could be done in these situations.

O in the case of a pre-op, that
here's a great evidence base fromthe guidelines,
fromactually random zed trials that have | ooked
at this issue, and we don't need testing. You
can be reassured, many of the protocols are set
at the facility level.

And so we felt this particular nmeasure
as well as the other two, it is a partnership.
And you can |l ook at the other side for quality
i mprovenent, but for accountability, there
weren't enough cases to hold individual ordering
physi ci ans account abl e.

CO CHAIR GEORGE: Liz and then Judd.

MEMBER DELONG. | guess | would
guestion the rationale of we don't have enough
cases for the appropriate victins, so to speak,
so we'll nove it up a level to a different

entity. And | do wonder about the interaction
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t here, when -- and you guys all know nore about
this than I would -- when a physician refers to a
facility and the facility pushes back. You sort
of addressed that, but | would think it would
create a little bit of tension.

MEMBER HOLLANDER: So that's one of
the points | was going to make. And from ny
point of view -- now | am an energency physician,
but at every place |I've ever practiced radiol ogy
has no right of refusal of tests. The clinician
who knows the patient decides.

So to ne that's a nonstarter and |
totally, this time | will echo Liz's conments,
that you made it very clear there was a place you
wanted to nmeasure, but there wasn't enough dat a.
In my world that neans stop and let's do
sonething else, rather than just lay it on the
i magi ng center. So to nme, that's like a
critical, critical thing.

The second thing that | have real
issues with is | amnot sure that | want neasures

bei ng devel oped by a Del phi process that is just
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com ng forward. Now, | recognize that ACC AHA
gui delines are sone sort of a nodified Del phi
process anyway, but they should be guidelines
froma society, not froma group of people
putting together the neasures. They should be
publ i shed, they should be vetted, they should be
signed off on the appropriate boards, and
everybody el se, and then they are guidelines that
we shoul d be hol di ng people to.

My fear is that, you know, you get any
ten people in a room say you went through a
process, and say now there's expert support for
it. | have real problens with that. So those
are ny major two itens at a 10,000 foot view for
t hi s.

CO- CHAI R GEORGE: Tom Kottke, Tom
Janes, and Cerard

CO- CHAI R KOTTKE: Yes, thanks. W --
when | was down at Mayo for 17 years, we would
get a call fromthe radiologists, and they'd say,
you know there's a better test. And we get the

sanme thing in the Twin Cities.
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And | have on ny screen right now,
since 2006, we have had a -- basically what you
described as it's just a decision in support of,
you know, why you are doing this. And we've
flattened the curve. | nean, basically since
2006, there's been no growmh in high-tech
di agnostic imaging in our market, where it was
just going through the study itself, if sonebody
wants to put it up afterwards I will showit to
you.

The systemworks. | think you can
create this partnership, and it's part of
choosing wi sely that, you know, you talKk.
Doctors talk to each other fromtine to tine
about, you know, is this the best test? Because
typically the radiol ogists, or the nuclear
cardiol ogists, know a little better about what --
you know, and if you have shared deci si on-naki ng
about do you really need this patient who is
going to have an extraction of a cataract, do
they really need a pharnmacol ogi cal stress test of

their nyocardiun? And the answer i s no.
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MEMBER JAMES: Coupl e different
things. First, | would consider this to be nore
of a resource use neasure rather than a true
cardi ol ogy neasure, just for the reasons about
who is accountable. In which case, it may be
better held in another venue.

Secondarily, and | do have admt that
| was on the PCPI work group under Joe Drozda
t hat | ooked at some other prior-to-surgery
nmeasures, and | provided data from Humana on
that. But one of the things that | |earned about
that is that you have to | ook at the tinefrane.

This is a 60 day wi ndow, as | read
this. As a practicing -- part of ny life as a
practicing internist, is being in a hospital.

The typical scenario that at least that | used to
see a lot in a couple of different states -- |
can't hold a job and stay in one place. But what
| used to see was a patient would conme in with
chest pain, be evaluated, have an acute M, and
woul d be followed if they're lowrisk for a

whil e, and then have a decision for surgery.
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That inmaging test was done way back early on, and
so it may be outside of the tinmefrane. So |'ve
got that particular concern.

So those are ny points. Thank you.

MEMBER MARTIN: So | just -- maybe
it's beating a dead horse, but this partnership
thing is | think a critical one. W've attacked
this in pediatrics, and you know, at our
hospital, you can't order an echocardi ogram
Pedi atricians can't do that.

And the idea that you can send a
patient to radiology for a cardiac test and they
Will just doit, |I think there is a flawin that.
| think that there should be a partnership, and
think we -- particularly where inmagi ng was so
drastically out of control in the cost curve, you
know, | think it does take the person with
expertise in the disease working together with
the conmunity physician to [imt overuse.

CO CHAI R GEORGE: Thank you. Sana and
t hen Li nda?

MEMBER AL-KHATIB: So | nean |
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conpletely agree that in an ideal world, that's
what shoul d take place. That you know, as an
ordering physician, you talk to the imging
person, and then you di scuss and deci de regardi ng
the best test to order, or if it's appropriate
even, to order it in the first place.

But that's not what takes place
everywhere. And | can tell you, at |east where |
practice, nobody asks me anything. | order a
test, it gets done. So maybe there is
variability in practice, and so again that would
raise a concern for ne, if that's not the node
that is being used in different places.

But in terns of the evidence, just a
coupl e of questions. | was one of the reviewers
assigned to it. | mean, | agree that ordering
these tests that are not necessary is not a good
thing. | think we need to see nore evidence that
it's actually, you know, harm ng people, hurting
peopl e.

| hear you about the application of

the AUC, but | am not aware of anything that has
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shown that if you actually follow the AUC to the
|l etter, that actually patients do better. |
haven't seen those data. So if you have any data
| i ke that and you can share it, even like in
general terns, | think that would help ne focus
ny thinking about this neasure.

MEMBER BRI GGS: So in the discussion
about facility and whether facilities should be
hel d accountable. For this particular measure,
because it's a pre-operative neasure, nany
pre-operative evaluations are actually done at
the facility | evel

They have nurse practitioners, PAs,
ot her people actually that are doing those pre-op
exans and potentially ordering those tests. So
the facility has sonme involvenent at that |evel,
and many of these facilities also have | arge
cardi ol ogy groups that work within them

And again, so there could be a |evel
of responsibility of the facility related to
that. So I'd -- in sonme areas where primary care

physi ci ans m ght be ordering, maybe the facility
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isn't as responsible. But in a |lot of
metropolitan areas in particular, you get a | ot
of pre-operative evaluation actually done at the
facility |evel

CO CHAI R GEORGE: Ceorge and then
M chael, did you have a conment? |'Ill take yours
af ter Ceorge.

MEMBER CROUCH:  Anot her conment from
the non-ideal world. As a prinary care
physician, | was very surprised to see data on
primary care physicians ordering these tests. |
never order these tests. | send themto a
cardi ol ogi st and nmay suggest | would like for
themto have to go to a stress test, but that's
as far as it goes for ne as a primary care
physician in the Houston area, suburban Houston.
And ny strong sense is that, if the test gets
ordered, it gets done nost places. | think it
woul d be nice to have the partnership where you
get the feedback.

And | do have, interestingly, other

I magi ng people call me with some regularity and
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say Dr. Crouch, do you really want this test?
think that you may perhaps want this other test.
| say, fine, because | know they know nore about
which is the better test for neurol ogy inmaging,
or whatever. But that isn't happening in our
area in cardiology stress testing.

MEMBER PHI LI PPIDES: |In our facility,
if | order a nuclear test, it gets done. But it
m ght not be a bad idea for there to be sonebody
on the other end who says, you know George, | was
| ooking at this, would you consider doing this or
not doing it, because four nonths ago they had
the sane test and it was okay? So in a weird
way, adopting this kind of measure m ght actually
create a systemwhich is facility-w de and not
based on one individual, and | think that would
be working better.

In regards to data about the harm
here, | don't know of any direct data, but there
is now a | ot of indirect data suggesting that all
of these nuclear tests that we do cause cancers,

right? So if you | ook, you know, nationw de at
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t he nunber of SPECTs, CCTA as well, that's a | ot
of radiation. And we will cause X nunber of
cancers, this has been sort of cal cul ated, by
doi ng nuclear tests at |east, that are perhaps
not necessary. And | have seen peopl e going for
cataract procedures who go and get a nucl ear
stress test. And if that were my nomor ny
spouse, | would be very unhappy about that.

So | think there probably is sone
downsi de. Again, | amnot sure this neasure gets
there perfectly, but | think there's reason for
us to start to |l ook at these kind of things.

CO CHAIR GECRGE: So keep in mnd, we
are tal king about the evidence. Coments from
Tom M aden, and Judd.

MEMBER VIDOVICH | just have one
brief question for the developers. |Is -- the
nmeasure i s supposed to be |lower is better, right,
you know? And that's a continuum of | ower
reaching zero. How low is acceptable, nmeaning is
there a target you are |ooking for? Meaning are

we | ooking at ten percent, 20 percent, or should
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we have maybe a gradi ng scal e? Maybe there wll
be like, I don't know, |ess than 20 percent, |ess
t han 30 percent, or sonething?

It seens that |ower is better than
nobody shoul d ever get a stress test for any
reason for | ow pre-op surgery, which is unlikely
to happen. So people don't get penalized for, |
don't know, not reaching zero, or one, whichever
nunber you pi ck.

MR. ALLEN:. Great question. The goal
of this neasure is not to get it to zero. It
nmeasures what generally should not be done. On
this particular one, there's a | ot of evidence
that you shouldn't, but because of -- you know,
| i ke cataract surgery or whatnot. And so this
particul ar one, we do see people driving closer
to zero

But we generally | ook at these
nmeasures as a collection, and when you | ook
across the different rarely appropriates,
especially the ones that are captured in these

nmeasures, fol ks generally start at about

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

somewhere between 15 and 30 percent rarely
appropriate cases, and if they have a systenatic
process in place |like has been tal ked about today
t hrough deci si on support, and again, renenber
this is about a popul ation, not individual cases
-- understand the sensitivity of referral and
ordering physicians. Sone people nay feel great
about doing that, other folks may rather talk
about general, like, let's have a faculty neeting
and tal k about how do we work as a facility on
this.

Di fferent approaches. That doesn't
mean -- the neasure is to capture information
What you do with that information across the
popul ation is really neant to help facilitate the
conversation, either individual or group, so.

And it's not, again, to go to zero.
Generally, we start at 15 to 30 and we go down to
five to eight percent rarely appropriate, and
al nost nobody gets to zero.

CO CHAIR KOTTKE: | think we have to

be very careful about conflating community
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standard with quality care. And if it were, we

woul dn't be sitting here.

MEMBER CLEVELAND: | guess a comment
and a question. | guess, in -- ny questionis
for, | guess, our NQF staff. Joe alluded to sone

data that, you know, is com ng out on sone things
that's not in the packet. |Is that permssible to
share with us here? Because | think that's part
of what we're struggling wth.

| nmean the process of evidence for
this is just, thisis alittle bit outside the
bounds of what we've had to look at. And I like
it because there is sone tension with the
appropriate use criteria, and | tend to be an AUC
advocate where | think we need to | ook at this.
But | think that's where sonme of the -- | guess
where |'ve struggled in ternms of trying to put
this into what our current evidence statenents
are and, you know | mean, this is |ike one of
t hese not herhood and apple pies. It's |like yes,
nobody should get a stress test for a cataract.

| get that, but how do we get there with what we
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have?

M5. JOHNSON: Right, so in this
particul ar instance, | think the devel oper can
certainly -- and anybody else in the roomthat

under st ands the evidence and would be able to
share that verbally, that would be totally
appropriate and you could act on that.

W woul d probably ask, and take it a
little bit further, we may actually ask the
devel oper if there is nore evidence that they
could actually put into the formso that it is
there for posterity. W nmght ask themto cone
back and actually put sone of that verbal stuff
into the form Does that hel p?

CO CHAI R GEORGE:  Judd?

MEMBER HOLLANDER: | am having a
little trouble with a couple things on this that
maybe the devel oper can help clarify.

One is, you know you nentioned you may
be publishing stuff. W have not limted the
evi dence base here to published materials. In

fact, nost of these things are totally
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unpubl i shed naterials. So | would ask you to
comment on the data which is nmaybe in press,

whi ch, you know, in the outside world can't be
shared publically, but in this world, we can't
make a decision unless we see. So keeping things
fromus, you know, to protect publication rights,
| don't think does the public service. Wich is
what we're in this roomto do.

The other thing is, and maybe |
interpreted this wong because nobody foll owed up
on ny conment before. Are these appropriate use
criteria, are these widely accepted? Are these
ACC/ AHA appropriate use criteria? Because it
doesn't say that in the docunents that | see, but
if they are, then I would think of it very
differently than if a group of people devel opi ng
a nmeasure got together and deci ded what
appropriate use was.

And then I'"l1 kick back on ny
col | eague George over there, in that | don't know
that there are actually harns associated with

this. There's a lot of nodeling. Like if you
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bl ow up a Chernobyl or Three Mle Island,
radiation is bad. But there is certainly a | ot
of debate, and two broad canps.

One is, you know, less radiation is
al ways better than nore radiation, and | could
agree with that. But the other is that there is
no evi dence that nedical radiation in an adult
popul ati on does anyt hi ng outside of nmake for good
nodel i ng papers, and we don't know the answer to
that. So | think it's actually really inportant
to know what is the evidence and how did these
criteria cone to be, and will the world accept
t hen?

MR. ALLEN:. Great question. |
apol ogi ze for any confusion. |In the neasure
packet you'll see a nunber of publications. They
are through a society joint process followng a
ri gorous process that is derivative and based on
gui delines, but takes it one step further and
| ooks at particular clinical scenarios, as was
di scussed.

But it is through a rigorous process.
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It's not just sone randomten people in a room
and in fact, you know, we get into debates al
the tine, whether it be inagers or cardiol ogists
or interventionalists or practicing physicians,
how do we do this?

| will speak just briefly toit. W
do go through a nmulti-step process. W have a
witing group that's independent fromthe rating
panel, so when you describe the scenarios, the
witing panel can think of all the things that
they want to ask, but they can't dictate what the
scores will be at the end result. So there's
separation between those that are witing the
scenari os and | ooking at the evidence and the
people that are actually saying is this reliable
and should it be done?

And then there's a rule that |ess than
50 percent of the panel can represent any
particul ar treatnment or diagnostic choice on the
panel, so we're not just putting a bunch of
i magi ng folks in the roomand sayi ng woul d you

|ike to do nore imging? W are, you know, we
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have a strict process that requires only 50
percent or less the inagers and then put it

t hrough a whol e revi ew process, and then it gets
endorsed and | ooked at by societies.

And so it is very simlar to the
gui delines. W just don't do the systenatic
revi ews because the guidelines do that for us,
and so we nmap every clinical indication to those
systematic reviews. So it's a lengthy process,
can't describe it fully here, but that gives you
an insight.

You asked about harns as well. You
know, there is an article in the packet that
does | ook at the predictive value of these tasks
within the particular areas that we're | ooking at
for rarely appropriate and shows that, you know,
conpared to appropriate or naybe appropriate
studi es where you actually get value that tells
what you should be doing with a patient, in these
rarely appropriate circunstances collectively,
they don't actually contribute to the

deci si on- maki ng process.
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And so that's a 2013 publication.
There are a couple other abstracts that have been
in process that | haven't seen actually
publ i shed, but there is a published paper in
circulation on that particular issue of -- you
know, it doesn't help, it's taking resource use
and as has been discussed, although any one test
woul d not necessarily contribute to radiation, we
shoul dn't be exposing people to radiation if
there's not a clinical value to it, so both from
the financial and the no clinical benefit, that's
where that's comng from and | think we have
pretty strong evidence in that case as well.

On the unpublished data, | w sh |
could share it with you. It is a partnership
with a private health plan, and so that is their
data, and it's a part of a partnership with them
and so even to discuss, you know, specifics on
that, | would be violating both some H PAA and
busi ness associ ate arrangenents to give you any
specifics or to provide it to NQF where it may be

t hen posted | ater on.

Neal R. Gross and Co., Inc.

125

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




10

11

12

13

14

15

16

17

18

19

20

21

22

And so that's why | amtalking in
generalities about it and avail able data that we
have, because |ater on, you'll tal k about whether
or not this can be collected and done a regul ar
basis. | can tell you we've been doing it for
three years, and it is done on a regul ar basis,
and so | amnot trying to withhold, and ny
chapters and ny nenbers actually beat ne up on a
weekly basis about why can't we rel ease the data
-- in part they wanted to get three years of
solid data so that they would know that the trend
is reliable.

They didn't want to just release it
and say hey, we're doing better, and then, you
know, have sone rel apse as you often see on these
types of observational studies, so.

CO CHAI R GEORCGE:  Yes, Sana?

MEMBER AL- KHATIB: So | have a comment
and a question. The coment has to do with your
guestion about well are the AUC accepted, you
know, within the cardiol ogy worl d?

And first of all, I have to say that
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overall, | am supportive of the AUC, but | have
some reservations about them | could use a
coupl e of exanples fromthe ICD, the inplantable
cardioverter defibrillators AUC docunent. They
had nore than 250 different scenarios that that
docunent summari zes, so it's actually not very
user-friendly for the average clinician who
doesn't have tine to go through all the whole
docunent .

A couple of their criteria went
agai nst the guidelines. So | think that those
things really need to be better aligned, in ny
opi ni on.

And | still think, as sonmebody who
believes in the evidence, that we need to see
data on the associati on between applying the AUC
and good outconmes. And | still, as | said, see
that this is a mssing piece, | think in relation
to all the AUC criteria, but please correct ne if
| am wrong.

The question that | have to you is

when can we expect to see sone of these results?
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| nmean, are we | ooking that these will come out
within six nonths, within a year, within five
years? | nmean, just kind of getting a sense of
when they' Il be out.

MR. ALLEN. Sure. Well first | want
to say, you know, despite the H ghmark data not
bei ng avail abl e, you know, in your publication
materi als you have several articles over, you
know, ten years of data, and this has been | ooked
at in several publications. And so we don't have
the particulars on the statew de mandatory use
type thing, which is the broadest application,
but we have a |ot of single center as well as
mul ti-center | ooks at inagi ng-appropriate use.

And | know there may be differences
around defibrillators or stents and things |ike
that, and those are newer things, we are | ooking
at them and you know, the imaging criteria, |
have to say, we didn't even devel op neasures on
themuntil the second round of appropriate use
because we knew there were sone |imtations and

we wanted to get those single-center studies done
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to better refine and give us feedback, when was
t here val ue, when was there not val ue?

W al so work a | ot on shortening.
Even though we m ght publish 250 different
t hi ngs, we work on deci sion support, and
especially in imaging, to break it up. And so
you nmight see 60 scenarios in our criteria, but
then we break it up into one to five questions in
one particular area that any physician has to
answer at the tinme that they're ordering.

So they're not | ooking up 60 different
things, we're saying, well why are you ordering?
Well, it's for pre-op. Okay, so what type of
surgery? Lowrisk surgery. Gay, well you don't
really need a test because it matches this
particul ar indication.

It's as quick as that. It's a one to
two question survey at the time of ordering that
t hen matches that you're not trying to order for
all 250 things, you're trying to order for a
particul ar patient at that particular tinme, and

then we report across the popul ation on those 250
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or 60 things to help you understand what's your
patient mx at your facility, to help you then
reflect upon that and work within your facility
however you see fit to do the quality inprovenent
around t hat.

So -- and, you know, | ooking at
outconmes | guess, whether it be imaging or
stenting or defibrillators, | nean there are
random zed trials that try to | ook at these
i ssues. | mean the question, a |lot of the
guestions that we're facing on inmging are
related to, you know, ischem c outcones in stable
popul ati ons where nost of the trials have not
shown a benefit to even doi ng what you would do
after the imging.

There's synmptomrelief and ot her
t hi ngs qui cker, and you know, | am very
supportive, even in our stenting criteria, not
limting people's ability to do that. But if
you' re having asynptomatic patients, like in this
particul ar case where they're just comng in for

a pre-op evaluation, even if you got an inaging
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test that was positive, what would you do with
it?

You're not relieving synptons at that
point. You mght randomy find sonething that
shows a mld defect in a wonan who, you know, has
an attenuation artifact on a nucl ear study, and
then there are case studies published in the
literature showi ng that you then go on to cath
and then have a perforation. | nean, these are
not -- there are adverse events in these things,
and they're only case studi es because nobody sets
out for a $30 mllion random zed trial to show we
shoul dn't do sonet hi ng.

CO CHAIR GEORGE: So we've had quite
a bit of discussion here. Are we ready to nove
on and vote on the scientific evidence?

CO CHAI R KOTTKE: Now this may nake
everybody unconfortable as hell, but you know,
the problemisn't the harmto the individual
patient, it's the harmto society.

And |'ve got a graphic right here.

Massachusetts, FYOl to FY14, growh adjusted for
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i nflation of consumer price index, health care 81
percent, early chil dhood educati on and care m nus
27 percent.

And so what we're doing when we're
doi ng these useless tests is we're taking
education out of the brains of little kids. W
may not be able to process that here --

COCHAIR GECRGE: Al right, we'll go
ahead and vote on the evidence.

Are there any coments on the phone?

MEMBER CHO  Yeah, | just wanted to
sort of validate Tom s point. And | think that
for the next three neasures, the evidence is
guite | ow

| think that we all agree as, you
know, as physicians that there's over-testing in
Anerica, and if this is a small way for us to
start the tal k about over-testing in America,
then | think it's okay to pass neasures like this
t hat have | ow evidence, but the intention | think
all of us are in perfect alignnment wth.

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

For evi dence, 39 percent voted
noderate, 50 percent voted |ow, 6 percent voted
i nsufficient evidence, and 6 percent voted
i nsufficient evidence with exception, so the
measure does not pass.

M5. JOHNSON. Ckay, just to remnd
everybody, we were |l ooking for at |east a 40
percent to 60 percent gray zone area in either
hi gh or noderate together to make it pass, so it
actually just came in under the level, so at this
point we're not going to continue the discussion
of the neasure.

And we will be talking with the
developer a little bit later just to see if
there's sonmething el se, maybe, that the Commttee
was not aware of, and if there is, he would have
the opportunity to bring it back after public
comment and see if there's, you know, something

el se that he may want to bring forward.
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So that's where we are now. And it
| ooks like Liz has a question, and --

M5. DELONG Wihy woul dn't this neasure
be transferred over to possibly resource or cost
di vi sion? Because what our problemis, there
isn't evidence for sone of this harm et cetera,
but there is evidence about cost.

M5. JOHNSON: Well for one thing, it's
not so much that the evidence is about cost. The
cost and resource use groups are a little bit
nore technical group that is |ooking at nuch nore
t echni cal nmeasures than this, so this one
actually, we think, fits with the CV. And Tom
you can --

CO CHAIR KOITKE: | was just going to
say that | voted | ow because |I followed the
directions. | nean, you know, if you take the
al gorithmdown, it makes you vote | ow because
there's no QQC or neta-anal ysis.

And you know, | nean, | think it's a
good neasure, but | just followed the directions.

MS. JOHANSON: And what we can do there
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is work with the devel oper because as | was
reading it, and the AACs were new to nme as wel |,
but my understanding of those, and naybe |'m

i ncorrect, my understanding is they were based at
| east on an evidence review, a systematic review.

That didn't necessarily conme through
in the subm ssion, and | al so know that you cited
several articles but didn't really sumrari ze
them So that may have affected people's
vi ewpoi nt, is how they went through the
al gorithm so.

MEMBER DELONG  So Judd nade a
proposal earlier, and | would |Iike to nake
another one. | think it's a shame that the
evidence killed this, given that the conparison
between this nmeasure and what its potential is
relative to the previous neasure, it seens that
this nmeasure has a lot nore potential for an
I mpact .

MEMBER VIDOVICH | nean, | just want
to say sonething | thought initially I wouldn't

say, but let ne just briefly discuss this.

Neal R. Gross and Co., Inc.

135

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




10

11

12

13

14

15

16

17

18

19

20

21

22

And | conpletely agree with you. This
neasure has great potential. But it contains so
much paranedi cal stuff that it's hard to neasure,
such as nedical |egal considerations, such as
billing considerations which are well above and
beyond what we can figure out.

Yes, this neasure will address this,
but again, that is well above and beyond what |
can even possibly imagi ne anybody fixing in our
lifetime. So again, and | don't know how to
incorporate it, and it's very simlar to the next
measure, 0671, that we'll discuss. And it does
contain it sonehow inplicitly in there.

COCHAIR GEORGE: So we will nove on
-- oh, | amsorry, I'Il just take you in order.
Joe, Tom and Judd?

MEMBER CLEVELAND: | thought the
i nsufficient evidence with exception, can that
not fall into kind of putting us into the
noder ate range? \Were again, because on the body
of evidence, | agree with Tom it's low, and it's

even -- to quote him but it's such a good
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measure, it's |like well based on the evidence
alone | can't really say, again, within the
structure that we have, that | can stanp this and
say good.

| like it. | kind of thought that
m ght be a vote that woul d al so be one that woul d
not count agai nst the evidence, but | guess
that's just -- what does exception then nean? |f
that is exception, that we could nove on unl ess
that's a majority, is what you' re sayi ng.

M5. JOHNSON: Right, but we can't add
exception with evidence with noderate to get
above your 40 to go forward.

MEMBER CLEVELAND: Got vyou.

M5. JOHNSON. So, | nean, if enough
peopl e are unconfortable and they woul d have
sai d, you know, know ng that they nmay have
switched their vote, | nean we could tal k about
potentially re-voting. That's a little bit
irregular. So --

MEMBER CLEVELAND: | certainly don't

want to be the lone rebel -- as a heart surgeon,
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we're in the mnority enough here, so.

MEMBER JAMES: |1'd like to go with Tom
and Ellen that this really is a resource neasure
as far as |I'mconcerned, but if we're going to be
| ooking at it strictly fromthe scientific point
of view, the use of Del phi technique -- and you
started to address it, but it's not witten very
wel | .

The Del phi technique is part of -- is
on the AHRQ evi dence, hierarchy of evidence, is
way down there. And being able to use nore in
the way of good, clinical studies would raise the
| evel of evidence, and that would be one
suggestion that | would be nmaking on this thing.

The other thing is |ooking at an
epi sode of care as opposed to this arbitrary 60
day period, if that's possible. It is with

health plans, but | don't knowif with other data

sour ces.
MEMBER HOLLANDER: Yeah, | was goi ng

to say, | think what you're hearing is we all

| ove the idea. It's things within the nmeasure
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t hat coul d be tweaked.

| for one would rather see it at a
heal t h- pl an-wi de or institutional-w de rather
than the imaging facility. | nean, | hear what
Tom s saying, and frankly | agree with it. |
love if | amcalling for a test and they say this
is a better test. | hate if they say no, you
can't have the test you want, and there's no
alternative.

But regardless, it's the systemas a
whol e that needs to work it out, and that's what
everybody said while we were debating i magi ng
facility or doctor. So make it for the system as
a whol e, and then, you know, naybe hopefully soon
you' || have nore of the evidence to get us over
the hunp to do that.

But I'mjust trying to express
encour agenent because | think everybody is saying
we went down the list and this is where it falls
out, and yet you're sitting on a pot of gold, and
| understand the reasons you can't disclose it.

But when that's disclosed, that would probably
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change the boxes in here and get to the next
t hi ng.

But it really does give you a unique
ability because you now have tinme to change the
nmeasure based on the feedback you're getting
here, so when it does come back with nore
evidence, it mght actually work well.

And then ny final comment is if the

world really does nove to many nore ACO type

nodel s, this wll becone sort of irrel evant
because it will take care of itself. And so
focusing at the systemw de level will set up

institutions that play into an ACO better rather
than focusing just at an imagi ng center |evel.

CO CHAIR GEORGE: Liz, did you have a
comrent ?

MEMBER DELONG  No.

MS. JOHANSON: Go ahead, and since the
devel oper has asked, let's hear what he has to
say real quick --

MR, ALLEN: Yes, so |l ama little

confused on the conversati on because we are
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tal ki ng about two types of evidence: one which is
evi dence for the neasure and its inpact on care,
and we have quite a bit that we can nmeasure it
and that it does have an inpact in changing
practi ce behavi or.

The other is the evidence for not
doi ng sonething. And although we have sone data,
and actually the peri-op probably has the best
data on it, | didn't quote it in the nmeasure form
because it's all in the actual publications that
we provi ded, although, you know, we can pull sone
of that out in the future -- but | nean, there
have been random zed trials | ooking at whet her
i magi ng i nproves outcones related to
cardi ovascul ar and the surgical outcones, and yet
everybody voted that it had | ow evidence. | ama
little confused by that.

And | know that it wasn't directly,
you know, brought out because we relied on fol ks
knowi ng the process, and the last tine this was
reviewed, it was reviewed in the Resource, Sso

maybe the level was a little bit different, but
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you know there are random zed trials show ng that
i magi ng does not contribute to better outcones,
and we are saying don't do it, and CVMS has
approved this for QCDR. They actually have a
paral | el nmeasure that measures this on cl ains.

And it's going to be mandated in a
couple of years. And so it seens odd that NQF
woul d step back fromthis neasure as it's about
to be mandated nati onwi de. Just -- so and that
applies to any of the other two neasures as well.

So we'll see how we go through on the
ot her two, but just want to say that.

CO- CHAI R KOTTKE: Yeah, | nean, and
maybe | msinterpreted the algorithm But I'd
ask, you know, is there either a nmeta-analysis or
a discussion of quality, quantity, and -- what's
the C? Consi stency.

You know, and | guess -- and naybe |
m ssed t hat.

MEMBER BRI GGS: So |'mthinking that
alot of it has to do with just what data

actually was presented in the docunent because
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whi l e the Del phi process was your ultimte use
for -- determ nation for the appropriate use
criteria, that was supported, as you said, by
gui delines, which are supported then usually by
mul tiple, nmultiple studies.

Per haps pulling out sonme of those key
studies and citing themwthin this, the
structure for the evidence here, would be hel pful
for people, because again, trying to dig too deep
in multiple, multiple docunents is difficult at
times.

| nean, you live these things and live
and breathe them and | can understand why you
t hi nk oh, they should know. But not everybody at
the table may have read every supporting study
that was involved in creating the scenarios that
you' re tal ki ng about.

CO CHAI R GEORGE: M chael ?

MEMBER CROUCH: | just want to
reiterate that the strongest neasure applications
t hat we've had have included all of the rel evant

evi dence summari zed succinctly, and that wasn't
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done here, and so we're mssing a | ot of
i nf or mati on.

| didn't have tinme to read all the
articles that were attached to all the neasures.
Even the ones | was assigned to, | barely had
time to skim So if you want to maxim ze the
chances of it doing well, you need to give us all
the bullets you' ve got, lay themout there in the
appl i cati on.

CO CHAI R GEORGE: Sana?

MEMBER AL- KHATIB: Al so, so the
guestion here that you posed to us is that
briefly explain the evidence presented by the

devel oper that supports the relationship to

out cones.

And so in thinking about that, | nean,
correct nme if |I'mwong. | nean, | am an
el ectrophysi ol ogi st, | amnot an inagi ng person.

But | amnot aware that there are well -designed
and conduct ed studi es, not necessarily random zed
clinical trials, but even, you know,

observati onal studies, that show this associ ati on
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between if you order a | ot of these tests, the
patients end up getting harmed because of this
and that.

Now, of course, we know of people
where, you know, you had fal se positive results
and peopl e ended up having invasi ve procedures
and had a conplication. O course, we do know of
t hose cases. But what is the nagnitude of that
problen? |, you know, | don't know.

And then the other thing about the
association with radiation and those bad
out conmes, you know, give us nore information that
yes, here's the association there. |f you can't
do that, you know, even if this is to be
revisited, if you cannot do that, | still think
that your best bet is with the cost and resource,
because there the association is very clear. And
that's why I'mnot surprised that CVS approved
this measure. O course they want to save noney.

But -- and I'mall for that, you know,
fromthe societal perspective. But as a

clinician, | need nore information to support the
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I ssue of yes, people are getting harned.

MS. JOHNSON: Yes, so we w |
definitely be working with Dr. Allen to see what
we can do with his subm ssion. So he may be able
to bring it back, if not by -- | amnot sure if
he woul d be able to do it in our post-neeting
call which we have schedul ed a coupl e weeks down
the road. |If not, then perhaps after the public
coment peri od.

CO CHAIR GEORGE: Ckay. | think we'l
nove on to the next neasure, which is 0671
Di scussants are Leslie, who is on the phone, Tom
Kott ke, and M aden.

MEMBER CHO Hi . |Is the neasure
devel oper joining us?

CO CHAI R KOTTKE: Yeah, he's right
here. But Leslie, Tomhere, if | can have a
guestion. | nean, the foundation for this
nmeasure is exactly the sanme as the foundation for
the prior measure, as is the foundation for the
next neasure. And so is there any sense in

di scussing it?
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MEMBER CHO  Yeah, so | amjust going
to make a pitch for this. And bear with ne while
| just go through this thought.

| totally agree that the evidence for
this measure is very low, as is the evidence for
ot her neasures in this group.

However, | think that given the
over-testing that's prevalent in this country and
given the fact that these are neasures that were
previ ously endorsed by the Comrittee -- by the
Car di ovascul ar Commttee, | still think that
these are worthy neasures for us to vote on.

And even though the evidence m ght be
low, it really is, if you think about it, it has
very high priority. And because of the high
priority, while the evidence m ght be not as
good, | still think these measures shoul d be
r e- endor sed.

CO- CHAI R GECRGE: Ellen?

MEMBER HI LLEGASS: For clarification
was this neasure and the previ ous nmeasure

endorsed by this coommttee or by the Resource
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Commttee? Because | amreading that they were
endorsed, but mnmy understanding is the | ast
nmeasure was endorsed by the Resource Committee.

So was this one al so endorsed by the
Resource Conmittee? Yes.

MR. ALLEN: Yes, all these neasures
came through the cardiac efficiency call for
neasures. It got wapped up into the CV update.

W agree we're not sure that it's the
right place for this discussion. You know, |
really do appreciate the, you know, the feedback
on, you know, the clinical information. This is
t he exact same information we provided to the
Resource Committee, and they understood the
reason why in a Resource Comrittee you don't have
clinical evidence for not doing sonething in
gener al

You know, | can't cone back before the
next call. | could pull up the studies, you
know, when | get back to the office that show
that peri-op testing has been shown not to have

evi dence, and | can give you, you know, multiple
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citations there. And this one, testing on
asynptomati c patients does not generally
contribute to anything el se.

And you know, | think harmis a higher
bar -- | know, Sana, you asked for that, but I
don't know that you have to harm patients not to
do sonething to them when there's no clinica
value. | nean, | think nost of our appropriate
use, especially around inmaging, is about if
you're not getting clinical value for the
patient, then | don't have to harmthe patient in
order to say | shouldn't do it. | nean, it's ny
et hical responsibility not to do sonething to a
patient that has no clinical val ue.

And | think all these neasures on the
evi dence woul d pass fromthey do not provide
clinical value to the decision-making process.
And as | said, you know, there's been outcone
studi es now, nore so than nobst of the neasures
that we'll see before you today, show ng that
they actually align.

| nean, we re-proved that these do not
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contribute to clinical value in outcones. And so
nost of your other neasures are derivative
measures on process things that don't have direct
| mpact on outconmes. We went through the trouble
of actually showi ng that they do not provide
clinical value, which is the bar that we thought
-- at least the Efficiency Measure G oup want ed
us to show, and now today we're not passing them
based on ot her considerations.

So you know, again, | will just say
that, you know, | will make the pitch for this
one again that there is no clinical value that
has been shown. W have outcone studies
stratifying appropriate versus rarely
appropriate, and they're not contributing to the
deci si on- maki ng process.

W have studies showi ng that people
have i npl enented these neasures and reduced
resource use dramatically, and avoi ded doi ng
things to patients that they don't need to have.

And now, | recognize we can cone back

and provide additional things in the forns that
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may have not been apparent, and bring those out
based on these questions, but you know, | guess,
you know, |ike others have said, we needed to
understand what bar we're passing. |If it's the
harm bar, | don't think we'll pass the harm bar
because |'mnot going to argue whether radiation
in an individual patient on an individual case
when you're 80 years old is going to ever result
in cancer. | nean, | think those argunents are
kind of funny to have.

And you know, | think the 40 year ol ds
on the asynptomatic, lowrisk patient that, you
know, we see a |lot of 40 year ol d wonen get
nucl ear tests for whatever reason and we're not
sure that's the best -- they should have an echo
or a stress treadm ||, but you know, those are
the types of things that we're really | ooking at.

But so harmis hard to show, and [|'1]|
never cone back wi th evidence that shows, at
| east on these, that we're harm ng patients by
doi ng things, but they're not benefitting, and

that's the bar that we set.
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MEMBER CHO | -- this is Leslie,
sorry to junp in.

For the neasure devel opers, since this
was endorsed many years ago, do you have any data
that there has been inprovenent? Measure 06717

MR. ALLEN: Yes, we have seen
| mprovenent, and there are two studies cited, as
wel | as when we get to those places, that we
pulled theminto the neasurenent form | nean,
nost fol ks have i nproved, you know, on -- between
30 and 50 percent reduction in rarely appropriate
tests, which neans you're cutting a significant
nunber of these tests, and especially, you know,
as you |l ook at these particul ar neasures both
pre-op and routine use after PCl, centers have
done a lot of effort to avoid that.

And it used to be an annual thing,
just like a dentist appointnment, you' d cone back
in for your nuclear tests. And we've reset that
expectation over the last ten years. Now there
are still pockets where people do that, but, you

know, it's because of measures |ike these that

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

we' ve reset expectations, and you know, it's been
endor sed under Choosi ng W sely.

MEMBER CHO Wiy doesn't the neasure
0671 include bypass surgery? Wiy does it only
i ncl ude PCl?

MR. ALLEN. We saw that it was the
nore frequent use of kind of the routine testing.
W didn't see a lot of folks routinely testing
fol ks after CABG surgery.

And there were sonme questions, as you
got further out from CABG about its use, and so,
you know, this was the one that we saw repeatedly
in our studies that canme up as a routine thing
that we wanted to focus people on. It's not that
CABG wasn't sonetinmes an issue, but it was | ess

frequent, so we decided to focus on this.

CO- CHAI R GEORGE: Tom and then Gerard.

MEMBER MARTIN: So | guess since Tom
spoke about how he voted, | guess what | would
say is kind of where you said you followed the
rules for the | evel of evidence, it's really

funny because | sat there as a pediatric
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cardi ol ogi st and said we're always conpl ai ni ng
that we don't have appropriate use docunents in
pedi atric cardi ol ogy because we don't have enough
evi dence.

You don't become an appropriate use
paper or guideline paper within ACC or AHA
without a |lot of evidence. And so | sat there
and said, they've got evidence. And | know that
because you don't becone a manuscript wthout the
evi dence.

And | do know, | ooking at over the
| ast several years the cost curve for inmaging,
and that not only that cost curve but actually
some of the cost curve has been bent over --
since there's been greater awareness, the curve
i s being bent.

So |l think it is, probably there is
evi dence, and it becomes a question of just kind
of the declaration of the evidence and for people
to know that. And there is risk to famlies with
excess testing because now that cost is being --

you know, nost of the cost that's now going into
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t he system has now been shared with the patient.

So if there is an unnecessary test
done, that patient is going to be paying for it.

COCHAIR KOITKE: If | could junp in
that. Yes, | would agree. And we need to think
of harmnore broadly then a patient getting
cancer or whatever, we need to think about soci al
harmin this year's costs or next year's.

| nmean, you know, they don't go just
i nto space sonmewhere. They conme -- every dollar
spent in healthcare cones out of the patient's
pocket sonmehow or other. And we need to think of
har m br oadl y.

MEMBER JAMES: From working within
several different health plans, this particular
neasure is really a tip of an iceberg. | would
-- what | have seen is the wide variation in the
use of this technol ogy preoperatively,
pre-procedure, as opposed to post-procedure.

And | wondered if that had not been
addressed, the inportance | evel would be really

great .
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MR. ALLEN:. Again, the reason why we
put these particular ones forward, they were the
nost conmon ones. And so we did see a |ot of you
know, in particular hospital-based settings where
the facility was an i magi ng center based around a
hospital that these ended up -- pre-op ended up
being the issue in the outpatient cardi ac space
where you know, sonebody was in Florida and
com ng as a snowbird and getting their annual
treadm ||l with a nuclear scan, we saw it as a
conmon i ssue.

They're slightly different settings of
i maging facilities of where these are done and
where those issues cane up. And again, we picked
the top ones that showed up in our studies.

MEMBER VIDOVI CH:  So for this neasure
671, | was one of the reviewers. So | have sone
comments and | just wanted to see what the group
t hi nks about it.

And | don't want to sound as a
stickler. But | was bothered a little bit about

t he uni nt ended consequences of this neasure.
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So I'man interventionalist and |
conpl etely agree that tests doing a nucl ear once
a year after a PCl is wong. And | don't do it.
So | think the neasure captures the gist what
it's supposed to do.

But | think the problemis with sone
of the details, and usually the devil's in the
details. First, the title routine. Wat is
routi ne? How do we define routine?

What is routine? Once a year? Twi ce
a year? O does routine -- is this a surrogate
word for asynptonmatic? Right, that's one thing
that | would |ike a better understandi ng here.

Next thing is all PCls are consi dered
the sane, right. WIlIl, they are not the sane,
right. Because sone nay be intentionally
i nconpl ete then you had to bring them back to see
if there's ischema. Sone may be after a STEM,
sonme may be for stable angina, you -- there --
it's a big heterogeneity, which is all lunped in
one category.

So sonetinmes you actually do have to
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stress asynptomatic patients to find out what's
going on. Another concern | have is well,
asynptomati ¢ nmay nmean no synptons, but sone of

t hese patients presented with newly di agnosed | ow
ej ection fraction after PCl for whatever reason,
right. Which nay not be captured in the neasure.

And then you do have to further tease
it out. Some patients have asynptomati c ECG
changes. Some patients present with arrhythm a,
whi ch may be asynptomatic, which we may have to
tease out. This is not captured in the neasure.

So as an interventionalist, | have a
little trouble about just the definitions in the
title. And then another thing is that | may need
sone statistical help to understand, is about the
nuner at or and denomi nat or.

It says numerator, nunmber of stress
tests for asynptomatic patients within two years
of nost recent PCl. So that's fine.

Denom nator, nunber of stress tests. So that's
nunber of stress tests within the facility? O

nunber of stress tests in patients who had
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received the PCI? Nunber of what stress tests?
That is what | don't understand.

So is this all the stress tests in a
stress lab? That hospital stress |abs? That
i nterventionalist? Anyway, |I'mbeing a bit |ong.

And then where does the two year cone
fron? | would imagine fromour cardi ol ogy data
that PCl has a two year warranty, CABG has a five
year warranty.

You know, that word on the street is,
but you know, the evidence is sonmewhat |imted.
How does this end up in the title of the neasure?
Anyway, too long, |'msorry.

CO CHAI R GEORGE: Before you respond
we have a comrent on the phone. So | think we'll

take that and then. Leslie, did you have a

comrent ?

MEMBER CHO Ch, no. | already said
my peace.

COCHAIR GEORGE: Al right. Thank
you.

MR. ALLEN. Ckay, so for the tine
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frame, the two years, that is the you know, what
is considered routine within two years. And so
you know, the neasured title is a generic
description. O course the specifications
actually cone out and define what the routine is.

And so of course, you know, you can
use different words in general titles. And we
pi cked this one to try to conmuni cate you know,
in general. But when people drill down, it is
the two years.

The two years did cone from-- there
were studies that we provided within the
appropriate use criteria devel opnent that | ooked
at when you mght want to |l ook at this. And
there were periods around three years where sone
peopl e were | ooki ng, nmaybe you need to bring them
back for various reasons.

And so we didn't want to put it out at
three years because it was starting to show t hat
there was sonme reason to bring them back. W set
it at two years because that is where nost of the

studi es you know, started to show a change after
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two years. And so we put it at two years trying
to avoi d the annual testing.

The inconpl ete revascul ari zati on are
ot her reasons for bringing the patient back
related to stenting. W do have -- renenber this
is on a clinical registry data sheet where we're
| ooki ng at a universe of potential indications
for why the test is done. This is not like a
cl ai r8 based neasure where we're relying to other
reasons why patients mght be getting these
t ests.

So the physician has the opportunity
to indicate those other types of reasons.

Whet her they be related to conplications of acute
coronary syndrones, a staged procedure. W
actually have a specific indication on inconplete
revascul ari zati on and wanting to | ook at.

So this neasure is froma clinica
registry that | ooks at a universe of things. And
then picks out -- if you haven't selected all
t hose other things and you're just saying you're

doing it for this reason, then it is rarely
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appropriate to do.

And so we are covering that. W can't

cover it in the universe of nmeasures. |If we
measured all 60 different indications, we'd have
60 neasures in front of you.

And so picked only the ones where
people explicitly said that they were doing it
for this reason and this reason alone. And they
had the opportunity to indicate other clinical
reasons as you just said.

The systematic definition as well,
covers a lot of different things. And so
asynptomatic is the absence of those things.
That's not just typical chest pain, oh ny gosh,
you know, | feel this crushing pain. It's a
uni verse of synptonms that may be ischemc in
relation. And so sone of the things that you
t al ked about woul d be covered there.

And you know, the denom nator is
facility -- is for the imaging facility. And so
it is all the stress imging orders at that

particular facility to give us a broad dom nator
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so that we can get that population view and have
the facility discuss that.

And if we put it at a facility |level,
it wouldn't be all that different fromyou have
to measure it sonewhere. And just neasuring who
got PCl or who got surgery, even CMS originally
proposed | ooking at all patients that got surgery
and then who got testing.

You end up with this huge denom nat or
and very snmall nunber of patients. But it
doesn't nean that those patients weren't
meani ngful in the universe of the people that got
i mgi ng. And so we defined it at the facility
| evel .

CO CHAI R GEORCGE:  Liz?

MEMBER DeLONG: | guess |'m seeing
this as anot her exanple of switching the
popul ation to neet the nunmbers rather than the
rational e. Suppose you've got -- didn't you
mention a scenario in Mam where you're sending
people for routine stress imging. And the

facility throws back nost of those as
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| nappropri at e.

So they end up with very fewin the
denom nator that they actually do. And of those,
maybe several are inappropriate. They get a | ow
score -- or a high score, which is | ow because
they really appropriately sent back nost of them

MR. ALLEN: So you know, the universe
of patients that we're | ooking at remenber, is
all imaging tests that are ordered at that
facility. And what you're |ooking at is the
nunber that were done for reasons that don't have
a good clinical rationale about them

And so when you reduce that nunber of
fol ks that are com ng back for that routine, you
are getting a lower score in this neasure, which
is better performance in this case. And so it is
an i nverse neasure.

You're not affecting the denom nator
by not doing that per se. Qher then you are --
wel |, so you are shrinking the nunber of patients
that are getting inaging.

MEMBER DeLONG.  You're not givVing
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credit for the ones that get sent back. Right?

MR. ALLEN. True. But we can capture
t he absence of an acti on.

MEMBER DeLONG  Ri ght.

MEMBER VIDOVICH:  Correct ne if I'm
wrong. Shouldn't the denom nator be of all the
PCls that you've done, how many i nappropriate
stress tests have you done? Rather than within
an imge facility, which can have a wi de variety
of imaging tests required, right?

Because that's -- is that a quality
nmeasure of the intervention -- or the physician
ordering or of the imaging facility? That's what
| " m wonderi ng.

MR, ALLEN. Again, this is
accountability and who you'd want to have the
di scussion, | know we had the di scussion in the
| ast neasure, would you want to hold accountabl e
the imaging lab? | think it would be even nore
tenuous to hold accountable the surgeon or the
i nterventionalist for a procedure that was

ordered prior to themor after they perforned.
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And so we didn't believe
accountability wise that it was appropriate to,
not just for a nunbers sake, but to tie it to
sonebody that was not even a part of the
di scussi on about whether or not the test was
done.

At least with the imaging facility,
general ly, especially now a days, these are |arge
systens where the imaging facility is related to
the folks that are ordering. And the
accountability level is at |east at a place where
t hey coul d have a direct input.

" mnot sure that you would want to
have a conversati on about why PCls had i nagi ng
done before or after.

MEMBER VIDOVICH So as witten, as |
understand it, this |looks at the quality of the
i magi ng facility, not of the person ordering the
test after PCl, right?

MR ALLEN. Right.

MEMBER VI DOVI CH:  That, yes? kay.

Al right.
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CO- CHAI R GEORGE:  Judd?

MEMBER HOLLANDER: So, who typically
orders these tests? | guess it's getting a
little bit of what Liz was talking and a little
bit what we're saying here is the inmaging
facility we know doesn't order it. W know the
i nterventionalist probably is not caring for that

pati ent anynore.

And so we haven't figure out -- what's
t hat ?

CO CHAI R KOITKE: Yes they are.

MEMBER HOLLANDER: Are they?

CO CHAIR KOITTKE: As a practicing
cardiologist, | think there's a |ot of that

that's going on.
MEMBER HOLLANDER: Ckay, so |'m just
say --
CO-CHAIR KOTTKE: A routine, two
nont hs after you get the angioplasty they order
it and they get you know.
MEMBER HOLLANDER: Right. Ckay, so ny

guestion is actually, do we have any insight into
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who orders the majority of these tests? Is it
the cardiologist that referred themto the
interventionalist? 1Is it the prinmary care
provider? 1Is it the interventionalist?

You know, and so I'mtrying to figure
out sort of the you know, in the court, the chain
of evidence or chain of responsibility. And
where woul d be the right person, and naybe it's
all over the map and it should be a health system
| ssue.

But | think we should figure out who's
likely to fix it and who's responsible for it.

CO CHAIR KOTTKE:  Well, if | can
answer, a couple of questions. Liz, you know if
you have 20 percent -- say you have 100 patients
that are sent, 20 of themare inappropriate. |If
you send back 19 of them your score goes from.?2
to 0.12.

So in fact your score gets better by
sending. Unless you have a very high proportion
of i nappropriates.

I f you' re doing 100 tests, 20 percent
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are inappropriate. You send 19 of them back so
you're only doing 81 tests and one i nappropri ate,
your score is .012. Your score is better by.

MEMBER DeLONG. Yes, but you're not
capturing the fact that --

CO CHAI R KOITKE: That we're being
good guys?

MEMBER DeLONG:  You know, if it gets
| arge, you're really not capturing --

CO CHAIR KOTTKE: Yes, they're not --
people don't do it -- | hope 80 percent
| nappropriate tests, you know.

MEMBER DeLONG  Yes.

MEMBER HOLLANDER: The fact that it's
not bei ng caught, and not -- if you were
measuring it on the interventionalist and tal king
about what percent of his caths subsequently got
an i nappropriate stress test, the nunbers you're
saying are right. And you're then attributing it
effectively by the denom nator as a relationship
to the interventionalist.

But the denom nator here is the nunber
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of stress fact --

CO CHAIR KOTTKE: Right. No, I'm
tal ki ng about the nunber of tests done by a
testing facility, not a cath.

MEMBER HOLLANDER: Ri ght.

CO CHAI R KOTTKE: But, you know, we
have a bit of problem here because if we accept
this one and don't accept the | ast one, what do
we say, well we just nade a m stake the first
time and we didn't.

And so what | would sort of as a --
what ?

CO CHAIR GEORGE: | think there's been
sone ot her concerns raised on this one that we
didn't raise on the |ast one.

M5. HIBAY: This is really just to
answer Liz's question. | think that you were
posi ng how many were ordered and t hen how many
wer e conpl et ed.

And so -- | think that's the variation
of the two -- the two data points that Tom was

referring to. So | think what you're suggesting
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is, is you know, so did they start off on the
wrong foot, soneone caught them And they went
back. And that's not being conpl eted.

But this one is how many patients got
the test as opposed to how nany were
i nappropriately ordered, but the system caught it
and then they went back. | think that's the
di fference between those two populations if |
understand the question correctly.

CO CHAI R GEORCGE: M aden?

MEMBER VIDOVICH |I'mbeing difficult.
But there should be sone all owance for --
adj ustnent for the baseline differences between
the imaging facilities. O different inmaging
facilities will have different m x of patients,
right?

And this neasure will not capture
this, right. You know, so if you are maybe, |
don't know, facility A mnaybe your percentage
will be different than the others. And then how
do you account for that, right?

You know, because sone may be
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penal i zed because they get nore of one and | ess
of the other. Because it takes the aggregate of
all stress tests of variety of the patients that
conme in, right?

And so the different test facilities
will have different tests. | nean, | know that
nyself. At the VA | have a conplete different
popul ation at the University. And they're just a
hal f a bl ock away, right.

And then you couldn't call themto the
sanme standard | think, w thout some adjustnment or
based on differences.

CO- CHAl RMAN GEORGE: So, is that
concern | would -- just, is that concern rel ated
to the evidence or related to the specifications?

Ckay. Any other comments on the
evi dence for this neasure.

MEMBER CHO So, it's Leslie, and ny
final comment is this. [If we followthe
algorithm the evidence is low. But | still
t hi nk based on the intention of the thing, ny

feeling is to let this neasure pass on the
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evi dence.

Now, here's the thing, if this neasure
was initially approved by the Resources
Committee, then maybe it should go back there for
their re-endorsenent. But honestly, if this is
the final stop for this nmeasure, | would be kind
of sad to see this neasure fall.

| nmean, the evidence is low. | nean,
there's no way to get around. By the NQF
algorithm there's no way to get around that.

The evi dence is | ow

But | still think the intention of
this measure is so good that it should go to
sonepl ace el se to have it be re-endorsed again.

COCHAIR GEORGE: W are trying to
find out whether we can get any nore clarity on
that issue. W haven't -- don't have an answer
yet.

M5. JOHNSON: | will rem nd people
that you do have the option of insufficient
evi dence with exception. So if that is something

that you feel strongly about, you could vote
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option five here, and it would go on for
addi ti onal discussion.

Agai n, we al so have the option of
potentially having the devel oper conme back and
add to his subm ssion to beef up that evidence if
you think it exists. Wiich you know, | think I

heard the devel oper say that it does.

Soit's alittle hard for ne, I'm not
clinical at all. [It's really hard for ne to
understand. Was it a -- just the subm ssion

itself is not quite where it needed to be for you
guys to be able to vote a higher thing on
evi dence.

In terms of turning it over to the
Resource -- cost and resource use project, that's
certainly not sonmething that | could say we would
do right now And | think at |least until Helen
gets back in the room | think we have to assune
that it's going to stay with CV.

The other thing that | will point out
is that we tal ked about this earlier, our

criteria and our guidance. And how we ask you to
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apply the criteria evolve over tinme.

So it was passed earlier in a
different Commttee, but that was in | think
2011. And our criteria and gui dance have
changed.

So the idea that sonething went
t hrough before and doesn't now, should not
necessarily be surprising because of the
evolution of the criteria and the gui dance.

MEMBER DeLONG: But | would say if we
were to vote on this as insufficient with
exception that perhaps there's other people who
woul d have changed their mnd in the roomon the
previ ous neasure.

M5. JOHNSON: And if that is the
sentinment, then we could potentially go back and
do a revote.

CO CHAI R KOTTKE: | nmean, | guess,

for one didn't understand the inplications of

insufficient with exception. | thought that was
just you know, like insufficient and here's sone
t hi ngs.
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But | didn't realize things would

don't know if anybody el se nade that sane
interpretive error. But | didn't.

M5. JOHNSON: Right. So let ne
explain. This is a nust pass criteria. So t
way that it would nust -- the way that it wou
pass would be if it gets at |east 40 percent
either high or noderate. O if it gets that
| evel in the insufficient with exception.

So what you're saying is | think

there is not -- if you vote for nunber five,

sufficient evidence to pass this. However, |
bel i eve that the benefits versus the harns is
such that we would be willing to offer an
exception to this neasure.

MEMBER DeLONG: Could | just say,

clarity to it.

Neal R. Gross and Co., Inc.
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what
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think it is a shane if we killed the first one

and pass this one. The first one had a | ot nore

For this particular one, | would |ike
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to enphasi ze what M aden said. Because the
denom nator really does depend on the patient m X
and what they're being sent for.

And | think Tom s exanple was a good
one when you have smal|l nunbers. But when you
have bi g nunbers and a | ot of themare for other
reasons, and they're in the denom nator and you
send back your 19, you're not going to get credit
for sending those back.

COCHAIR GEORGE: |I'mgoing to take
the prerogative of seeing if you would like to do
a show of hands of going back and revoting on the
first nmeasure given Karen's explanation of
i nsufficient with exception.

MEMBER AL- KHATIB: | have a question
about the explanation that you gave though.
Because | think we certainly need nore gui dance
fromyou as to what the exception refers to.

You tal ked about you know, the net
benefit and harm But that's actually pretty
vague in ny mnd. Like how nuch benefit are we

t al ki ng?
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| nmean, does that ratio have to be
really high for us to make an exception? O even
if the potential benefit m ght outweigh the
potential harm we're okay to use that response?

MEMBER HOLLANDER: Can | add before
you answer, because it will be a coupled answer
to Sana's comments. M interpretation to what we
said in the first neasure is nothing is dead if
it doesn't pass. That they could cone back on
the conference call a couple of weeks later.

And | think we're all acting |like that
vote neans it's dead and we can never tal k about
it again. And at |east what | thought | heard is
t hey could cone back, revanp the neasure in a
coupl e of weeks. W could talk about it on the
conference call and pass it at that tine.

So I"'mwondering if this is actually
a big deal? Because right now we woul d be
passi ng sonething we don't think is perfect. And
| frankly like the idea of making themretool it,
conme back and have a three week delay. And it

would still be out there in the real world on the
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exact sane date if they did that.

Am | hearing that correctly?

M5. JOHNSON: You are hearing that
correctly that we could ask themto bring back
and just beef up the evidence section.

So I think the question for you guys
is, do you think that he can beef up the evidence
section enough, know ng what you know, so that in

t hree weeks, you would either vote noderate or

high. O you would still go exception with
evidence. | think that's really the question for
you.

In terms of the gui dance about
exception, the exception option is sonething that
we hope is rare. Because what we would really
li ke to have is evidence based measures.

But with that said, you know, we don't
give any kind of a threshold. So this one really
is your gut feeling about whether you think it is
-- it deserves an exception if there isn't
adequat e evi dence.

CO- CHAI R GEORGE: And Sana, to address
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t he question about rate it as insufficient with
exception, I'll just read you fromthe al gorithm

Does the Steering Cormittee agree that
it is okay or beneficial to hold providers
accountable in the absence of enpirical evidence
of benefit to patients. Consider potential
detrinments to endorsing the neasure, focus
attention away fromnore inpractical practices,
nore costly wi thout benefit. D vert resources
from devel opi ng nore inpactful neasures. |If the
answer to that is yes, then rate as insufficient
wi th exception.

MEMBER HI LLEGASS: Could | al so ask
that when mght we find out if this could be
transferred to a different group? O this would
possi bly be transferred to Resource?

Because that woul d nake a decision --

ny decision on how | vote. If we got an answer
today, then we could table this until later to
vote on.

MS. JOHANSON: Well, 1 think Hel en

woul d be the one that woul d nake that deci sion.
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And | think she is com ng back today. | have
emai l ed her. W' ve been -- but she hasn't gotten
back to nme. She had a neeting today.

So to be honest with you, | don't know
when she woul d be able to nake that
determnation. | will tell you that the cost and
resource use projects really are nuch nore
technical in nature then these are.

These are the groups that will get
epi sode groupers. And they're | ooking at kind of
a different flavor of neasures than what this is.

So again, | don't know what Helen's
deci sion would be. But that's what | can tell
you about that.

COCHAIR GEORGE: Well, I'"'mgoing to
go back to ny original question about a show of
hands of people that would like to revote on the
evi dence for the previous nmeasure, which was 670.

(Show of hands.)

CO CHAIR GEORGE: And any fromthe
phone? Winm ?

MEMBER CHO | nean, 1'Il go with the
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majority.

(Laughter.)

MEMBER CHO Am | the deciding vote?
OCh God. No? Wiat is the nmpjority saying?

CO CHAIR GEORCGE: So that was seven to
-- we're split on this.

MEMBER CHO Ch, ny God no. So here's
the thing, it is nmy gut feeling tells nme | want
to kind of revote. But | nean -- | don't know.

MEMBER AL- KHATIB: But we will revote
after we have nore information fromthe devel oper
and fromyou know, answers to the questions. So
we're not saying we're not going to revote.

We're asking just to delay the revote if that's
possi bl e.

MEMBER CHO  Ckay.

CO CHAIR GEORGE: So given that, we --
| think we're ready to vote on the evidence for
671. Carol?

MEMBER ALLRED: Yes, | still have a
guestion. | guess in ny mnd |'mnot clear.

What are we setting the standards at? And do we
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have a consistent standard that we're setting
her e?

Because if there is evidence out
there, | would like to hear his additiona

evi dence so that we had a cl ear

- a clear thing
we're working on. Right now it doesn't appear
that we're clear cut.

W didn't hear the evidence. W hope
it's there. What are we voting for? Can he cone
back and bring us the evidence?

MR, ALLEN. Yes, let nme ask again,
what the evidence that we're really asking for?
You know, we heard we wanted a harm evi dence.
|"mnot going to be able to provide that.

If that's going to be indirect
evidence that there is no benefit, but the trials
that | would present to you would be on where it
woul d benefit patients. And in many of those
trials they also | ooked at populations simlar to
t hese that there would be a | ack of benefit.

For this particular one, nost of the

evi dence that appropriate use cites, is you know,
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foll ow up studies that are observational. That
you know, where is the kind of the cut point.

| don't know that |I'm going to cone
back. People don't set out to do trials to avoid
things. This is a very different type of
nmeasure. You're asking questions about evidence
of things that generally would benefit patients.

And | feel like the evidence review
process for NQF isn't set up well, at least in
this particular circunstance to judge these
neasures. Because nobody is going to fund a
trial to show a | ack of benefit for sonething.

In general, | can only point to places
where it does provide benefit. And a few studies
that show that there's a lack of clinical
benefit, as | provided already in the packet.

And so you know, | have sone evi dence,
but I won't have a whole | ot of evidence. And
you know, there are other issues that cane up
around you know, whether that particular part of
-- like this neasure on PCl, you know, is it the

best one to go after.
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But you know, just on the general
evi dence, | don't know that |I'mgoing to cone
back with sonething that's going to be so
conpel l'i ng versus what we've di scussed today.

MEMBER VIDOVICH | would just say, if
you can just performa cost effectiveness study
that would | ook into cost as outcone neasures,
that would solve that issue, right. Because
there's costs associated with each. | nean
that's an easily measurabl e discrete granul ar
nmeasur e.

MR. ALLEN. Right. And the
information that's provided that we would talk
about later in usability if we got past this
evi dence, woul d tal k about the inpact that we've
had on resource use and the ability to change
this based on this measure.

| nean, that's the application of the
measure once you put it forward and you say
t here's enough evidence, | can show that it
reduces costs. It changes how people are

ordering tests.

Neal R. Gross and Co., Inc.

185

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Patient m x | know was asked. That's
t he whole point of this set of nmeasures is to
| ook at your patient mx. And so if you have a
patient mx that you' re ordering a |ot of tests
for appropriate reasons, great. That is going to
show up in these neasures because you're not
going to be doing it for really appropriate.

These neasures are again, popul ation-
based nmeasures and telling you what your patient
mx is. And in these three, they' re saying you
have patients that are potentially in the mx
that aren't going to get clinical benefit based
on what we know of who woul d get clinical
benefit.

Asynptomati c patients do not benefit
from subsequent procedures in this, except in the
ci rcunstances we al ready tal ked about, in
conpl ete revascul ari zation, instability and ot her
-- and those are already captured in the
registry.

So I can bring back information. |

just don't know that it's going to be
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i ncrenental ly, you know, hugely nore then what's
in here.

CO CHAIR GEORGE: Right. So our
choices right now as | understand it, are we can
vote on the evidence. W can choose to delay our
vote. And delaying that vote coul d depend on
what Hel en has to informus about if she's able
to come back. O could delay our vote until the
devel opers cone back with nore evi dence.

So delaying a vote could end up in one
of those two scenarios. O the third option is
to vote on the evidence now. Any nore?

MEMBER CROUCH: Yes, 1'd just like to
hear sone data. You keep tal king generalities
about -- I'mall in favor of reduci ng unnecessary
tests, don't get me wong.

But 1'd like to hear sone specific
data about how nuch -- how nuch noney or how many
tests you were -- the inpact that this has had.
And |'m happy to listen to data.

But |I'm not convinced by you're saying

we' ve got data and you shoul d have read the
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article, it's there. You ve got to give us sone
facts please, to work wth.

MR, ALLEN. W didn't get to the
section that we would tal k about those things
because we haven't gotten past the scientific
evi dence. There are data tables in the
presentation showing the things that we're
t al ki ng about .

But we're not going to be able to have
that conversation if we don't get past the
sci ence, Sso.

MEMBER BRI GGS: So | think one of the
things that the developer is trying to say, and
maybe we just need to say it a little bit
different way. |Is that ethically you don't do
studi es that have no useful inpact.

You can't say | want to do this test
to see if it would harm sonebody. You just can't
ethically do those tests. You wouldn't get past
your I RB, the Institutional Review Board to do
t hat .

So there's certain things that you
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just are not going to have a random zed contr ol
trial for. | nmean it's really hard to do
random zed control trials on patients for exanple
that are coming in in full arrest to a facility.
Because who gives infornmed consent for that
patient?

| nean there are sone ways around
things like that. But there are -- the
random zed control trial, while we hold it in
very high regard, is not always the be-all and
end-all of all evidence.

So that |ooking at with exception
m ght make sense for these types of indicators.
Because again, the evidence is, is there nore
evi dence that this m ght be beneficial than
harnful ? And then can get into the cost and al
of those kinds of things down the |ine.

CO CHAIR KOTTKE: But there are --
there are random zed trials that fail. | nean,
for exanple, a very recent in the |ast week, a
report of a random zed trial doing coronary CTs

in patients with diabetes. Does it hel p? Does
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it hel p manage -- reduce events? No, it does
not .

And so -- but | think it was just you
know, re -- | nean, just restating, stating a
little nore clearly. | nean, | think we're going
to have a split vote right now.

Come back in a couple of weeks,
think the Commttee would probably be fairly
favorabl e just have sonme -- just a restating of
t he evidence, not | ooking for new evi dence.

MEMBER AL- KHATIB: Yes, can | al so
just make one final comrent if | may? | reviewed
the first nmeasure, the 670, not the other ones.
| nmean | | ooked at them but not that closely.

But you tal ked about how you provi ded
i nformation about the cost under usability and
use. And | actually couldn't find this
i nf or mat i on.

So I nean, | echo what was said by ny
col | eague here, that if this information needs to
be really readily available to us as we're

readi ng. Because we are delving into like a | ot
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of docunments to review. So if you can nake that
cl ear.

And if costs is what we're going to
focus on, I'mall for it. I|I'mthe |l ast one who
you know, would want us to order tests that
patients don't benefit fromthem But if we're
going to focus on costs, we would want to see the
data for that.

CO CHAI R GEORGE: (Ckay, so Judd and
t hen --

MEMBER HOLLANDER: | just want to say
you know, this is supposed to be about the
evidence. And | think we have an obligation to
follow the algorithm however inperfect the
algorithmis. That's our charge to do that.

And | think you know, | think Ellen
sort of said this before, you know, we don't want
to layer nore work on the people unless it neets
the criteria.

| think this is a great thing. |
think all these appropriate use things and

driving down test results are critical.
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But | don't frankly feel ethically
right sitting around the table | ooking at a work
around. |If there's a process, we should foll ow
the process. And a no vote on this nmeasure now
doesn't prevent it fromgoing forward and hitting
the public at exactly the sane tinme it woul d.

| realize it's a little extra work for
all of us and the neasure devel oper to get to
that point. But | just personally would feel bad
about it fromthe work around.

Ei ther the evidence makes it now, or
t he evidence doesn't make it now. And then
there's a next step. It's not dead in the water.

There's no -- there's no reason why we
shoul d want to conprom se on changi ng the process
the way it's laid out.

CO CHAI R GEORGE: So once again, we
have a choice of halting our debate and com ng
back at a later point in time with the devel oper.
O we could vote on the evidence now.

MEMBER CHO Are we still talKking

about 6707?
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CO CHAI R GECRGE: No, 671.

(Laughter.)

MEMBER CHO |I'mlike, God bl ess,
okay. Let's go for it.

CO CHAIR GEORGE: How many are in
favor of voting on the evidence at this point in
time?

(Show of hands.)

MEMBER CHO  Me.

CO CHAIR GEORGE: And how many are in
favor of delaying our vote at this tinme and
com ng back at a later tinme with further evidence
fromthe devel oper?

(Show of hands.)

CO CHAIR GECRGE: Did everybody vote?
So we will conme back at a later point in tine,

MEMBER CHO Ch, | just have one
comment | want to nmake to the devel oper before
they bring the 0671 back.

You know, when | was | ooking through
t he neasure, the biggest problem | had was the

nunerator of the -- I'msorry, the denom nator of
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t he neasure of 671

So the nunmerator is | understand al
t he people who get a PC -- who get a stress test
wi t hout synptons who got PCls. But really the
denom nator should be all the patients who had
PCl w t hout synptons.

That actually should be the
denominator. But that's not the denom nator.
And that is ny biggest problemw th nmeasure 671.
Do you understand what I'mtrying to get at?

So, what we're trying to answer is
this. Al the patients who had PCl, let's say
that's 100. 90 percent of -- 90 patients out of
100 didn't have synptons. That shoul d be your
denomi nator. Not the denom nator that's
currently listed as nunber of stress spec -- M
stress spec that go CCTA and CVMR.  That shoul d
not be a denom nator.

MR, ALLEN: | understand what you're
recommendi ng. Qur use of this neasure, now
nationally for many years, which has shown

significant inprovenent and we'll talk about that
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when we cone back, is at the inmaging facility
| evel and in giving us feedback.

CVs failed mserably when they tried
the peri-op nmeasure by putting the denom nator as
all surgeries, even if they were just |ow risk
surgeries. And the nunber of patients that
received imging as the nunerator. It got to be
such ridiculously small nunbers, it was hard to
differentiate.

And this particular neasure, the way
it's structured, again | ooks at case m x across
all your inmaging tests. And |ooks at three
particul ar ones that are high frequency issues
for rarely appropriate.

And so this should be | ooked at in
general as a set. And it is looking at all
i magi ng tests that are perfornmed. And of those,
what's your patient mx receiving it for rarely
appropriate clinically w thout val ue tests.

And so | understand what people are
saying. You know, could we put the PCls

underneath, could we put the surgeries
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underneath, could we put all asynptonatic
pati ents underneat h?

| nmean on the | ast neasure, which | --
you know, we're deferring | guess all three, you
know, putting all asynptomatic patients that show
up in any health system as the denom nator and
t hen how many people got imaging tests, you have
you know, in some health system a couple of
hundred thousand patients. And you know, maybe a
handful you know, 100 or 200 that m ght receive
it in that category.

The percentages woul d be neani ngl ess
for action and for inprovenent. W're trying to
get to a collection of information that a
facility and an imaging facility can use to work

with their referring providers to actually inpact

change.

And a nunber of centers have done
that. And so, we'll bring back the evidence.
You know, 1'Il bring back as nmuch as | can

because we' ve touched on everything from cost,

which is inplenentation of the nmeasures, to harm
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which | don't know that I'll have. To clinica
evi dence around you know, is this val uabl e.

And you know, | guess I'll just bring
it all back. Because you know, we don't get to
t he next section to talk about that if we don't
get past that. And then you can use it as you
see fit through the rest of the section.

CO CHAIR GECRGE: kay, | think we're
going to break for lunch and conme back refreshed
for nmore discussion.

MEMBER CHO  What neasure are we goi ng
to tal k about when we conme back? 1'msorry,
whi ch neasure?

M5. HI BAY: 672. W're still going to
have sone conversati on about 672 that's specific
to the neasure itself.

So when we cone back at the post-cal
neeting, which is Decenber 19th, we will have had
some conversation about the nmeasure. Not
starting off fromfresh.

(Wher eupon, the above-entitled natter

went off the record at 12:43 p.m and resuned at
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1:17 p.m)

CO CHAI R KOTTKE: Ckay, so Sharon is
going to lead us through what the order of
worship is going to be this afternoon.

M5. HI BAY: Ckay, so | think you saw
us all feverishly discussing next steps for these
t hree neasures over the lunch break. So, | just
want to kind of give you a status report on kind
of where we are.

For measure 0670, that was the first
nmeasure, that was not reconmended, based upon
evidence. That will go out for public comment
and we have asked the neasure devel oper to cone
back with sone additional information and we wil|
reconsi der that after the post-conment period.
And then, as a group, we will revisit it on a
post-conment call. OCkay?

For 0671, the comm ttee has
recomrended to defer that for discussion. Excuse
me. Defer the voting until the post-neeting
call. W have deci ded what we think we woul d

like to do is nove that also to the post-comrent
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call so we can tal k about that neasure. You know
they all are in tandem And we would like not to
vote, the group has decided not to vote on 0671

t oday.

On 0672, we would like to have a vote
for the same recommendati on as 0671. A show of
hands and show of voice on the phone to see if
you are in agreenent with deferring, and that
woul d be the discussion and voting for 0672 until
t he post-conment call

And Winm , | don't know if you were
able to capture that date. March 18th is when
woul d be the post-comment call. So, that gives
our devel oper sonme time to bring back the
i nformation and represent this and also for us to
capture nore conments from our stakehol ders as
wel | .

So, just in general, are you okay with
the plan for re-voting on deferring 0672 to the
post-conment call as well? You are okay? Ckay.

Show of hands of how many, please, and

show of voices, are okay about deferring the
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voting and di scussion for 0672. Are we

unani nous? Gkay, and on the phone, please? Are
you still at lunch or are you on nute? You can't
answer if you are still at lunch, | recognize.

MEMBER G BBONS: It's okay by me, Ted
G bbons.

MS. HI BAY: Ckay, very good. And is
Leslie on the call? She just left. Ckay.

Ckay, so by unani nobus vote we have
deci ded to defer 0672 discussion and vote to the
post-conmment call on March 19th. Ckay, very
good. Ckay. kay, very good. That's where we
are.

MR. ALLEN: Thank you everyone.

CO CHAI R KOTTKE: Thanks. Ckay, so we

are at 0900: El ectrocardi ogram Performnmed for
Non- Traumati ¢ Chest Pain. The discussants are
Gerard, Jason and Judd. Who is going to |ead
of f?

Oh, the devel oper will lead off.

M5. HI BAY: |Is the devel oper on the

i ne?
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DR. CANTRILL: This is Dr. Steve
Cantrill fromDenver. |I'mon the line. | think
| was going to give the initial presentation.

CO CHAI R KOTTKE: COkay, go ahead. The
floor is yours.

DR. CANTRI LL: Thank you very much.
Chest pain, as you all know, is a real problem
for us in energency nedicine. W see nore than
five mllion patients a year that present to our
EDs. They present with non-traumati c chest pain.
And nore than 1.4 mllion of those patients end
up being hospitalized for ST segnent elevation in
terms of having an actual heart attack, an M.

So, this continues to be a very
i mportant issue for us. The EKG is instrunental
in terms of determ ning whether a patient with
chest pain in fact m ght be suffering an ST
elevation M. And this continues to be a very
i mportant issue.

We realize there is a mnor
performance gap with our |atest data. W have

many, many physicians that are still reporting on
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this. They feel it is an inportant measure and
we would like to have it continue be at the
reserve status, if at all possible.

| will take any questions.

MEMBER HOLLANDER: So, this is
actually right in ny wheel house ad | am actually
one the authors on one of the references on this.
And | think it is obviously a critically
i mportant thing.

So, | think it is a critically
i mportant thing but I amjust wondering if the
focus of this, which has been out there, m ght be
alittle off and want to open that for
di scussi on.

So, the nunbers that were presented
are actually really old nunbers and it is really
di fferent now but they are focusing on people
wi th disease. So, right now, although there is
five to eight mllion chest pain patients who
conme to the ED with chest pain, it turns out the
| i kel i hood of having an M, STEM or non-STEM is

actually closer to the five percent range. It is
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a nmuch snmall er nunber and many nore of those are
NSTEM than STEM, as conpared to 15 years ago
when the nmajority was STEM. Now, it is actually
the mnority are STEM by a decent margin. And
the whole idea of the EKGis to identify the only
time-sensitive thing we do in emergency nedi ci ne,
which is reperfusion for STEM patients. But yet
this nmeasure | ooks at people discharged fromthe
ED and whether they got an EKG One of the
conpeting neasure, 0289 | ooks at tinme or nedi an
time to EKG So, there is great data on tine to
EKG There is guidelines that say it should be
done within 10 mnutes of ED arrival. That is a
critically inmportant process neasure that has
been shown to correlate very nicely with outcone
in early reperfusion. The earlier you get the
EKG the earlier you get your reperfusion.

This is the other end of the spectrum
These are the peopl e nobody thinks have a STEM
or NSTEM and they are going honme. And although
they don't present the data, there is a |ot of

data that circul ates out there that says we mss
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two to five percent of M patients but that is
way old data. And with the advent of observation
units and everything el se over the last 10 to 15
years since we realized we are m ssing tons of M
patients, it is really relatively rare. You know
t hey show up as single digit nunbers in

mal practi ce cases.

So, the evidence is if you have a
STEM, you need to find it out fast. But the
measure i s nobody thinks you have a STEM and did
you get an EKG before sonebody sent you hone.

And they are not the sane thing.

So, | think neasures on tine to EKG
for the patients that have cardi ac di sease are
critical. | amnot sure we are acconplishing
much by doing this and the evidence really,
agai n, speaks to the inportance of detecting the
STEM patient and not the inportance of m ssing
the M patient, which is really what this is
focused on.

DR. CANTRILL: Well, you nmake sone

very good points. And one of the thoughts of
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this measure is that, as you pointed out, that
years ago it was a five percent nunmber of m ssed
Ms in patients that we sent hone fromthe

Enmer gency Departnent, which is terrible when you
think about it. W have gotten better.

But still, the at-risk population here
are those that where you don't think they are
having an M and in fact you mssed it. And
granted, those nunbers are small. |If you are the
one that gets m ssed, the nunbers aren't so
smal | .

But it really is the at-risk
popul ati on where people think oh, that chest pain
couldn't be having a STEM and we are not going
to get an EKG So, those are still the at-risk
people. And again, we feel it is inportant and
| ooki ng at even at close clainms data that still
does represent a problemfor us in energency
medi ci ne.

But | thank you for your comrents.
Those are very good comments.

CO-CHAI R KOTTKE: O her di scussants?
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Gerard, did you want to say anything?

MEMBER MARTIN: | did not have
anything el se to add on that.

MEMBER SPANGLER:  Ton?

CO CHAI R KOTTKE:  Yes.

MEMBER SPANGLER: And | am not an
expert like the other two gentlenen but there
doesn't seemto be much of a performance gap
here, based on this data. | nean it seens |ike
this has done pretty well. | nean so | don't
know i f that is because of the neasure or not.
So, that was one concern that | had just because
we are at the 95 plus percentile for this
performance rate and even higher in the
aggregate. So, that was one thing that | had a
concern about.

MEMBER HOLLANDER: | will speak to
that. The performance nunbers are the 50th
percentile is at 100 percent. The 25th
percentile is 96 percent and change. The 10th
percentile is less. It is 88 percent. But I

think I would agree, there is little performance
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gap.
| nean, that being said, you know | do

med mal consulting and | see patients where

peopl e went hone wi thout an EKG every once in a

while. And you know sonebody nay have m ssed an

M that day because sonethi ng bad happened a

couple of days later. So, there is clearly

single digits, nunbers of these cases going

around. It is an e-neasure. It is not terribly
hard to neasure. It is sonething that is
i mportant. | would agree the performance gap is

relatively little.

DR. CANTRILL: | would agree with that
as well, if I could respond. And again, your
poi nts are excellent.

Just | ooking at the nunbers
hi storically, again, how nmuch of this is the
Hawt hor ne effect, the effect of neasurement on
t he neasure we may never know. But our nunbers
have i nproved over the last five years that we
have data for

So, | think part of that is the inpact
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of the measure and we would hate to give that up
because we think it does have a very positive

i mpact in ternms of the health and safety of our

patients.

M5. TIERNEY: This is Sam T Tierney with
the PCPI. If | could just add to Dr. Cantrill's
comment on the gap, | would al so say that the

PQRS program which is the program from whi ch
nost of the data cane, npbst recently was a
voluntary reporting programwth mninmal rates of
participation. So, we would say that the rates
suggested her, the performance rates are probably
not nationally representative. And this neasure
does have a high reporting rate, | think around
60 percent of energency physicians report on this
nmeasure but that is still not 100 percent.

| would also add that the neasure, the
PQRS program focuses on the Medi care popul ation
and the neasure focuses on patients who are aged
40 and older. So, it is alittle broader.

So, again, just to put the data that

you see in alittle bit nore context.
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DR. CANTRI LL: Thank you, Sam for
t hose comments.

CO CHAI R KOTTKE: Ckay, Judd, do you
want to -- so, this is evidence. Do you want to
gi ve us sone gui dance on --

MEMBER HOLLANDER: | think that the
EKGis inportant. It is alittle different
interpretation. W have had a | ot of
conversations about did you show a nedical, which
is sort of a paradox. It just seens sort of
better on the back.

CO CHAIR KOITKE: Right, so you have
noved i nto opportunity for inprovenent.

MEMBER HOLLANDER: What ?

CO CHAI R KOTTKE:  You have noved into
opportunity for inprovenent.

MEMBER HOLLANDER: So, | think there
are mnimal opportunities.

CO- CHAI R KOTTKE: Yes, but we need to
go back and vote on evidence.

MEMBER HOLLANDER: Ch, okay. Yes, so

| think that that, personally, if | was deciding
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for nyself, it would be nmuch nore about EKG than
did they just get one. But | guess we can get an
EKG

CO CHAIR KOITKE: So, are we ready to
vote on evi dence?

M5. LUONG Polling for evidence start
now for Measure 0090. You can have 1 for high, 2
for noderate, 3 for low, 4 for insufficient, and
5 for insufficient evidence with exception.

The evidence criteria passed with 59
percent voting for high, 35 voting for noderate,
and 6 voting for |ow.

CO CHAI R KOTTKE: So, opportunity for
i mprovenent. Anything el se you want to say,
Judd?

MEMBER HOLLANDER: Twel ve percent rates
the 10th percentile and --

CO CHAIR KOITKE: O a popul ation of
ER docs who are voluntarily reporting. Sixty
percent of ER docs report this?

MEMBER HOLLANDER: Yes, | think

woul d ask the developer. | think it is actually
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probably group practice reporting rather than
i ndi vi dual physicians but it is 69,000 providers
are reporting. So, it is a pretty robust nunber.

CO- CHAI R KOTTKE: O her comments? So,
can | ask the proposer, there was a hint that
this is a biased estimte, performance is biased
upwards. |Is that correct or not?

DR. CANTRILL: Sam do you want to
t ake that?

MS. TIERNEY: Yes, sure. So yes, |
t hi nk we have seen with other neasures in the
PQRS programthat the performance rates are quite
hi gh and oftentimes not consistent with the rates
for the nmedical literature. | think that |argely
stens fromthe nature of the program being
voluntarily, up until recently. And all the data
we have is fromwhen the programwas a voluntary
reporting program

So, | think that tends to include
peopl e who are already perform ng well on these
types of -- on this aspect of care. And as a

result, | do think the performance is skewed
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upwar d.

CO CHAI R KOTTKE: Any ot her di scussion
or should we vote on opportunity for inprovenent?
Li nda.

MEMBER BRI GGS: Are we tal king about
di sparities, too, here, in this section?

CO CHAI R KOTTKE:  Yes.

MEMBER BRI GGS: (kay because one of
the things that is in the bullet points is that
there were no data related to disparities here.
And | think one of the areas that is of nost
concern is groups that are listed, it would be
good to have sone data if there is data avail able
about ol der people, fenmales, in particular, and
non-white patients and exactly what does happen
in those groups? Because those are the people
who get m ssed and then there are consequences
because of that.

CO CHAIR KOTTKE: O her comments? Are
we ready to vote? Let's vote.

M5. LUONG Voting starts now for

performance gap: 1 for high, 2 for noderate, 3
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for low and 4 for insufficient.

For performance gap, we have 59 for
noderate and 41 for low. W'IlIl keep going.

CO CHAI R KOTTKE: COkay, priority.

MEMBER HOLLANDER: So this is where
think I was a little tougher on this one because
we have done the inprovenent. So, identifying
patients with STEM is really inportant.
| dentifying patients to make sure they had an EKG
when you think they nothing and presunably had
sonme ot her expl anation before you send t hem hone,
which is who this neasures, is ED di scharges,
don't believe now has the same national priority
and | don't believe they conpare to ten years ago
the mssed M rate is the sane. | nean troponins
are identifying patients and pretty much
everybody gets an EKG and a troponin no matter
why they are there these days.

And so | think the m ssed rate, there
is no real data but | think it is now very, very
low. And so | think the degree of priority this

may have had when it was approved is probably
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| ess now.
CO-CHAIR KOTTKE: This is an

e-nmeasure. So, does that change it up?

MEMBER HOLLANDER: Well, | think it
makes it relatively easy to neasure. | nean
there is one or two things we will tal k about

| ogi stics later when it cones up. But | think if
it is a well-done e-nmeasure and it is not really
hard to collect and could report back, then |
think there is no harmin doing it and it is not
unduly burdensone. But | still think the
priority itself is not high.

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

COCHAIR GEORGE: | notice that says
this is a National Quality Strategy priority. |Is
t hat correct?

CO CHAIR KOITKE: They all say that.

MEMBER HOLLANDER: |'m not going to
comment on the specifics but | think the
specifics are to identify the acute M patients.

And you know just because there is
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obviously a |l ot of cardiologists in this room
one good exanple is |like identifying hypertension
is usually predictive of someone having an M and
following themyears later. Know ng sonebody
with chest pain in the ED, has hypertensi on has
zero predictive value for whether or not they are
having an M now.

So, not everything that is really
i mportant in the outpatient setting or for the
specialist is inportant in the ED. So, know ng
that, identifying patients with STEM early is
usual ly inmportant, everybody agrees, |ooking at
the EKGs on the people you think probably don't
have STEM in the snmall percentage you are
m ssing. |t probably doesn't have the sane
| mport ance.

So, you have to separate out which end
of the spectrumyou are looking at a little bit,
as you think about this.

MEMBER SPANGLER.  Mary, | was goi ng,
to address your question, | feel like alnost all

of these neasures, when it cones to the Nati onal
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Quality Strategy, says it is a priority because
of the one bullet that says starting with
cardi ovascul ar di sease. So, these are all
cardi ovascul ar di sease, they all say it is an NQS
priority.
So, | think Judd saying we need to dig
alittle deeper, is it really a priority or not
j ust because it nmentions cardiovascul ar di sease
and the National Quality Strategy and all of
t hese are cardi ovascul ar neasures doesn't nean
they are all high priority.
CO CHAI R KOITKE: Ri ght, everybody
| oves their nother.
Okay, well we | ooked at trying to use
ECGs to identify non-STEM s and off the readings,
it is nearly inpossible because they are read
hours or a day |later.
So, are we ready to vote on priority?
M5. KAYE: This is Toni with AVA PCPI.
CO CHAI R KOTTKE:  Yes.
PARTI Cl PANT: | guess we just wanted

to corment in ternms of |ooking at the questions

Neal R. Gross and Co., Inc.

216

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




10

11

12

13

14

15

16

17

18

19

20

21

22

in ternms of priority for the conmttee, you know
does this address a significant health problem
ei ther high preval ence, high severity, high cost.
So, | think we would nmake the point that chest
pain is a very high preval ence i ssue and the
severity, if it is mssed, if you mss an M,
even though it nmay not be that common, it is the
type of event that has, we think, |arge
consequences, if it is mssed and so we kind of
view this alnmost in light of like a never event.

And so we nake that as our case for
the high priority.

CO CHAI R KOITKE: Thank you. M aden

MEMBER VIDOVICH: | nean it is not the
nost specific or sensitive test. As you wl|l
notice, you nentioned in the emergency
departnent, everybody gets a battery of tests, no
matter whether they need it or not and probably
ultra-sensitive troponin will be out soon in the
United States or in the world and that wll
probably be a better test than everything that

wal ks with chest pain gets an EKG before they are
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di scharged. | think that is what you sonehow
al luded. | maybe have not used the nost refined

| anguage but | nmean it is a cheap test. There is

not risk.

CO- CHAI R KOTTKE:  Ri ght.

MEMBER HOLLANDER: | just have to say
this on priority. It is not nmeant to be funny

but it mght actually seemfunny. The
appropriate use discussions we have had for the

| ast 12 hours, they pick up a higher percentage
of people with disease than an EKG at the tine of
di scharge than sonebody you think is wong is
going to pick up a mssed M.

So, missing an M is bad. | am not
trying to downplay it. But the mssed M rates
15 years ago were two to five percent. Now, we
are trying to | ook at people that soneone thinks
has pneunonia or has a cl ear shoul der sprain or
sonet hing and get an EKG on them It should
actually be a one percent event rate. That's
fine. It is a cheap, it is an easy test. It is

harm ess. | have never seen anybody get hurt
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fromit. It mght lead to additional testing if
you find sone other things. It is not wthout
uni nt ended consequences. And so | just want to
frame it that you could do things to find rare
events. This is one of thembut so are all the
ot her things that we tried to do away with over
the last two or three hours.

M5. TIERNEY: This is Sam Ti erney
with the AMA PCPI. If | could just add a
clarifying comment. | think it was Dr. Chiu,
think that m ght have been you who was | ust
speaking. | think you nentioned that the neasure
| ooks at whether they got an EKG on di schar ge.
And that is not, | just wanted to clarify that is
not the focus of the nmeasure. The denom nat or
is, interms of sort of looking at this
retrospectively, we are | ooking at patients who
had an ED di scharge di agnosis of non-traumatic
chest pain and then seei ng whether or not they
had an EKG perforned before that but not
necessarily at diagnosis -- | mean at discharge.

W woul d expect it to happen nore at
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present ati on.

So, | just wanted to clarify the
timng around the neasure and that is actually
how it is constructed.

MEMBER HOLLANDER: Ckay, no, |
understood that. But |let me ask you one
clarifying question. Wen you say ED di scharge,
does that include patients admtted to the
hospital or is it just people actually physically
di scharged hone?

For exanple --

M5. TIERNEY: We would have to | ook
into that. | think it includes patients
di scharged hone and to the hospital but we woul d
have to |l ook at that nore in our specifications.

MEMBER HOLLANDER: Yes, because |
can't tell that and that would actually be an
i mportant point to ne because nost chest pains
admtted to the hospital, they are obviously
getting an EKG So, the way | read this, and
maybe it is incorrect was just for ED di scharges,

not for patients within the ED stay, which would
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i ncl ude observation, adm ssion, and di scharge
hone. It would be hel pful to know that.

MS. TIERNEY: We could certainly | ook
nore closely at our specifications and add that
clarification.

CO CHAI R KOTTKE: Ot her comments?

M aden, you have conment ed?
MEMBER VI DOVI CH:  Yes.
Okay, it looks like we are ready to

vote on priority.

M5. LUONG Polling for high priority
starts now, 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

For high priority, 6 percent voted for
hi gh; 47 percent voted for noderate; 47 for |ow

So, can we keep goi ng?

MS. HI BAY: So, this neasure has not
nmet 60 percent but it is in the 40 to 60 percent,
which it neans it is in the gray zone. So, what
we do is we just keep noving forward with the

nmeasur e di scussi on.
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CO CHAI R KOTTKE: Thank you

M5. HIBAY: Is that correct? Yes.
Sharon is showing she is a bit of a novice.

CO CHAIR KOTTKE: Scientific
acceptability.

MEMBER HOLLANDER: O do they cone up
on the next slide?

CO CHAIR KOTTKE: Well, yes. Talk
about reliability.

MEMBER HOLLANDER: Ckay. So, froma
reliability point of view, they did testing in
one urban nedical center and one EMR, which |
don't think is terribly adequate. They did have
100 percent agreenent for the nunmerator, which is
whet her they got the EKG and only 94 percent
agreenent for the denomi nator, which 1is, | guess
patients in the ED or non-traumati c chest pain,
patients being discharged fromthe ED. They did
not give a kappa value for that.

And Liz could weigh in. | mean those
nunbers sound |i ke they are good nunbers but |

think the kappa could probably be wildly
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different within those nunbers. So, it is hard
for us to really say there is robust reliability.
My sense is that this should be reliable and not
that difficult.

But if it is an e-neasure, it should
probably be tested in nore than on EMR because
there is a whole bunch of EMRs that need to nake
this work and it probably should be tested in one
medi cal center.

So, | don't think there is very high
reliability testing here.

M5. HIBAY: Do you mind if | just put
alittle input into there? So, based upon the
tine constraints of this subm ssion, this
actually cane to us last year and it is quite
extensive, protracted, and onerous to do the EHR
testing. W did give a wave, and | did put that
in, inthe prelimnary analysis related to the
testing. W gave them a wave on our preferences,
three different EMRs at three different sites.
So, we did say that for this neasure it is

accept abl e.
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Future e-neasures will be required to
have testing in three EMRs in three different
sites. So, just to be clear if that drum keeps
getting beat, that they should not be held to
t hat | evel of account.

CO CHAIR KOTTKE: |'ve been instructed
to ask you about nunerator, denom nator
excl usi ons, beta source.

MEMBER HOLLANDER: Let nme pull up and
read it exactly. The nunerator, | believe was,
and | don't see it right here and I don't have it
on the notes, was basically -- oh, here it is.
Patients who have a 12-1ead EKG perforned the
denom nator was all patients aged 40 and ol der
with an ED di scharge of non-traumatic pain, which
seens reasonable. The exclusions are -- and this
i's not reasonable, is the nedical reasons for not
perform ng an EKG bei ng docunented. And | can
safely see having reviewed tens of thousands of
charts in ny research studies. | have never seen
sonebody wite | did not do an EKG because of.

So, there are effectively no
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excl usi ons.

CO- CHAI R KOTTKE: So, does that make
t he exclusions inappropriate? |If a tree doesn't
fall in the forest --

MEMBER HOLLANDER: So, | think it sort
of makes thema little funny but the goal is
there is really, | can't think of many reasons
why sonmeone should wite | didn't do an EKG  You
know, what is that, all four |inbs are anputated?
| nmean they can still do that.

So, | don't see it as being terribly
relevant but | think it is not terribly
wel | -addressed either. So, | could live with
t hat exclusion, even though | think it is a
little silly.

CO CHAI R KOTTKE: Ckay, yes, Liz.

MEMBER DELONG.  So, Judd, your
previ ous question didn't seemto get an answer.
And that would have inplications for the
denom nator. Are you satisfied that the --
nmean the devel oper wasn't clear on the

denom nator either as to whether those were
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patients who were not admtted to the hospital or
canme through the ED and -- does this clarify it?

MEMBER HOLLANDER: So, | don't think
| have a good understanding of that, as you
obvi ously have. | think, however, the
reliability of that is probably not different.
So, whether they want to say it is all admtted
and di scharged patients or just discharged
patients, | believe both of those shoul d probably
be reliable to pull out.

Qovi ously, before we approve a final
measure, | think we need to know what we are
approving with certainty and | don't know the
answer to that. But | think I can be okay with
the reliability.

M5. TIERNEY: This is Sam Tierney. W
just want to add we have since | ooked at our
speci fications and apol ogi ze for not know ng
earlier, Kim ny colleague, will speak to that
| ssue.

M5. SMJK: Yes, so our specification

does not limt the popul ation based on their
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di scharge di sposition and where they are going
to. So, it is open to all discharge |ocations.

MEMBER HOLLANDER: So, let nme just ask
you, and naybe you don't have any insights into
this, but your agreenent for the denom nator was
only 94 percent. And based on what you j ust
said, all they basically needed to do, | guess
the non-traumati c chest pain would be where there
i s di sagreenment or |ack of concordance over
whet her they neet the criteria. | amtrying to
figure out where there could be disagreenent on
the review in the denom nator.

MS. TIERNEY: Well, for the
di sagreenent on the denom nator, what was found
on the automated report versus the abstractor was
different for three cases. But otherw se, for
the other cases, they all were in agreenent just
for the denoni nator.

MEMBER HOLLANDER: Thank you.

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

M5. LUONG Polling for high
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reliability starts now, 1 for high, 2 for
noderate, 3 for low, and 4 for insufficient.

Reliability passes with 18 percent for
hi gh, 82 percent for noderate.

CO CHAIR KOTTKE: Validity.

MEMBER HOLLANDER: Yes, | have no
issues with validity. You sort of either got an
EKG or you didn't get an EKG It is kind of a
sinple concept. | think it has face validity and
it is an inportant thing to be doing for these
patients.

CO CHAI R KOTTKE: Seei nhg no ot her urge
to cooment, let's vote on validity.

M5. LUONG Polling for high validity
starts now, 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

CO CHAI R KOTTKE: Peopl e on the phone,
be sure to cormment, if you have the urge to
conment .

M5. LUONG For validity, 65 percent
voted high, 35 voted for noderate and it passes.

CO- CHAI R KOTTKE: So, Judd, an ECG i s
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not just an ECG Feasibility.

MEMBER HOLLANDER: So, this | actually
have questions based on the comment that Sharon
had. You know if we expect everybody to do an
e-nmeasure but yet we don't expect it is
reasonable to ask themto test it within a year's
period of tinme, well, then how feasible is it to
really do this?

And so | woul dn't have thought of that
until | heard Sharon's comrent. | thought they
just did it because it was easy with one EHR
But if sort of the official explanation is it is
really, really hard to do this, then it is not
terribly feasible.

CO CHAI R KOTTKE: Sharon, do you want
to expl ai n?

MS. HI BAY: Yes, so, there is a
di fference between the neasure being feasible and
testing within feasible. So, testing itself
requires the recruitnment of both vendors and as
wel | as practices. And you know when you put a

testing nodel together and | say this with
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experience, as an e-neasure tester and an

e- measure developer, it is very hard in this
environment we are in, people trying to work
toward meani ngful use, people trying to work with
the I CD-10 conversion, people working with all
sorts of constraints to get people to buy on.

| can tell you when | did ny
recruitnment for e-nmeasure testing, well, how hard
could it be? It took six nmonths and | came
beggi ng, scream ng, kicking, trying to get people
to come onboard because there are so nmany pulls,
tw sts, and turns that practices have com ng at
them So, it really is hard.

The ability to get testers is not the
sanme as the nmeasure is feasible. The feasibility
of testing itself, the process of getting people
totest, it is alittle challenging right now

So, one of the things |I also want to
share with you is we were in very good
di scussions with the devel oper about the process
and about testing itself. And this neasure,

initially, was potentially going to cone to us in
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phase 1, as opposed to this phase in phase 2.

And so to get testing up and running, they would
have had to have it conpleted when it was a very
new requi rement as of COctober |ast year and they
never woul d have been able to get it done by
Decenber of |ast year, when phase 1 neasures were
due.

And so by the tine we were able to
make deci si ons about what was phase 1, what was
phase 2, it still left themwth a gap. And we
recogni ze the onerous anmount of effort that goes
and expense, et cetera, that goes to testing.

So, we gave them a wave on having to have three
EMRs at this tine.

Just to let you know, the data does
cone fromdata abstracted or reported from and
EHR and it was identified. And Sam can you
correct ne if | amwong? It was identified and
tested in 2010, based upon clainms generated at
that time for visits during that tine. But the
data itself was abstracted from EHRs and ot her

el ectroni c data.
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PARTI Cl PANT: So, this is Joy fromthe
AMA PCPI. At the time the testing project was
conducted in 2010 on data pulled from 2009, the
feasibility of the data are not required for
certified EHRs and we did encounter sone
difficulty with capturing the nmeasure exceptions
in a structured format. But since that tinme, we
were able to determne at the site that 93.6
percent of the data was stored in a codified
format and docunented in an ED EKG fl ow sheet.

And all of the information was pulled fromthe
EHR.

MS. HI BAY: Does that provide you with
t he answer? Ckay.

CO CHAI R KOTTKE: Ckay, any urge to
comment on feasibility? Let's vote on
feasibility.

M5. LUONG Voting starts now for
feasibility: 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Feasibility passes with 29 percent for

hi gh, 65 percent for noderate, 6 percent for |ow
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CO CHAIR KOITKE: Usability and use.

MEMBER HOLLANDER: | don't think I
have nmuch to say over the discussions we have
al ready had. And this seens |ike this should be
able to be done and be useful for the people at
the tail end and be | aggards and nove them up.

| think in the future we shoul d | ook

and see whether or not there is going to be

continued inprovenents and there will be utility
down the road but for now, | think we have nade
it past that point. | thought it was reasonabl e.

CO CHAI R KOTTKE: Any di scussi on?

MEMBER SPANGLER: Tom just a quick
comment about | know this happens with e-neasures
but I amalways a little concerned when there is
no public reporting of this and it is planned to

be done because we never really knowif it is

going to happen. | nean we are hopeful that it
wi | | happen but just a caution because | think
this will come up again and it has cone up in the
past .

| am not saying that we should rate it
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| ow usability because | agree with Judd, | think
the usability and use will probably be good. But
"' malways just flagged that just because there
Is no public reporting on this at all but we are
pl anning on doing this in the future.

M5. HI BAY: So, Sam do you want to
give sone clarification on the current state of
reporting now?

MS. TIERNEY: Sure. So, the neasure
is being used in PQRS. The PQRS program as we
noted in the formand as many of you are aware
has publicly reported sone nmeasures but this
nmeasure is not currently one of the ones that is
publicly reported. | nmean we know we are noving
towards that and having nore of the measures in
the PQRS programto be publicly reported but this
one currently isn't one of them

M5. HI BAY: Correct. And that is in
its current state in clainms and registry. This
is an EHR subm ssion and so just for the
commttee's use, you will see this, as Jason is

saying, you will see this conme again with other
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nmeasures that there is a plan to submt
meani ngf ul use three or whatever. And a |ot of
t hat ends up inpingi ng upon what we do here.

CO CHAI R KOTTKE: Ckay, ready to vote
on usability/use?

M5. LUONG Polling for usability and
use; 1 for high, 2 for noderate, 3 for |ow, and
4 for insufficient.

Usability and use passes with 6
percent for high, 82 percent for noderate, 6
percent for low, and 6 percent for insufficient
I nf ormati on.

CO- CHAI R KOTTKE: So, now, over al
vot e.

M5. LUONG Polling starts now for
overall suitability for endorsenment; 1 for yes,
2 for no.

Measure 0090 passes for overall
suitability for endorsenent with 88 percent yes
and 12 percent for no.

CO CHAI R KOTTKE: Rel ated conpeting

nmeasur es, anything Judd?
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MEMBER HOLLANDER: And | don't recal
whet her 0289 was just for STEM or AM patients
or for everybody. | think it was just for M
patients. So, | think they are a little bit
conpl enentary. They are not really strictly
over | appi ng.

CO CHAI R KOTTKE: Ckay, thanks. |
think that is it for -- go ahead. Sorry.

MEMBER SPANGLER:  Actually, | had a
gui ck question for Sharon. Can you remnd ne the
process of retiring a nmeasure? Because | am
trying to renmenber if it is the sane as this
process where we are | ooking at mai ntenance of
measures we decide no, which is different than,
obvi ously, rejecting the neasure.

And because | think this is an exanple
of I think sone of us probably had the feeling,
should this be retired now. Should we do one
nore round and then see what perfornmance is and
t hen maybe retire it?

But | wanted to know, is that the sane

as this process or is that a different process?
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M5. HI BAY: Yes, |I'll let Karen speak
to the reserve status.

M5. JOHNSON: | think you are talking
about reserve status. You nay have renenbered
that frombefore. So, actually, | think since
the last tine you net, we have clarified our
reserve status policy. So, what we woul d have
done with this neasure, if you had voted that
there was no opportunity for inprovenent, that
you felt that it was totally topped out, you
woul d have been thinking about this only for
reserve status.

So, if it had passed, we woul d have
automatically now put that into reserve status.

Since you did not say with your vote
that it was topped out, then it is just regular
endor senent .

CO CHAIR KOITKE: Ckay, that is it.
The next two nmeasures are 1524 and 1525. Sana,
you have to recuse yourself. And | think those
are the -- aren't those yours?

MEMBER AL- KHATI B:  No.
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CO-CHAI R KOTTKE: ©Ch, those aren't

yours?

MEMBER AL- KHATI B: No, those are not
t he ones.

CO CHAIR KOITKE: Ch, you are right.
Sorry. | woke you up.

CO CHAI R GEORGE: Ckay, the
di scussants are Leslie, who is on the phone,
Judd, and Joel. And we will start with the
devel opers.

DR. HO Thank you. M/ nane is
M chael Ho. | am a general cardiologist from
Denver, representing the ACC AHA today.

As many of you know, atri al
fibrillation is one of the nbst common cardi ac
arrhythmas in the US It is estimted that
between 2.7 and 6.1 mllion American adults have
this condition. And it is expected to double in
the next 25 years and it accounts for significant
norbidity and nortality. And the cost for
treating atrial fibrillation has been estimted

to range from$6 to $26 billion a year.
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So, given kind of the high incidence
and preval ence of this condition, we are
proposi ng two neasures. Measure 1524 is about
assessnent of thronboenbolic risk in patients
with atrial fibrillation and then 1525 is about
appropriate anticoagul ation therapy in patients
who are candi dates.

Bot h of these neasures have strong
support from evidence. They are both class 1
recommendati ons from gui delines. Both of these
nmeasures were devel oped by the ACC AHA and the
AMA PCPI and they have been both through peer
review and public coment process. And they have
al so been tested for feasibility, validity and
reliability. And these were assessed through the
Pl NNACLE Regi stry, which currently has 172
practices, 3,000 providers. There is over 3.6
mllion patients in the registry and there is
over 690,000 patients with atrial fibrillation in
this registry.

And so with that, | am happy to take

any questions.
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CO CHAI R GEORGE: Ckay, we will go on
to our discussants to tal k about the evidence.

Leslie or Joel ?

CO CHAIR KOTTKE: Leslie's not on

MEMBER HOLLANDER: No? She's off.
Ckay, sorry you guys have got to listen to ne
sone nore.

| actually love this neasure. There
is only one thing about it |I don't love. | mean
t he devel opers actually nmade a great case that
this is areally inportant thing. The CHADS2
score is well-validated. There is no shortage of
data. It is a great way to nove the field
forward. There is a total |ack of appropriate
anticoagulation in all cases, fromthe evidence
to support the neasure.

It is really good.

CO CHAI R GECRGE: Any conments on the
evi dence?

Are we ready to vote on the evidence?

MEMBER HOLLANDER: It is the only

conversation we had that | asted | ess than |ike
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five m nutes.

M5. LUONG Polling starts now for
evi dence for neasure 1524: 1 for high, 2 for
noderate, 3 for low, and 4 for insufficient, and
5 for insufficient evidence with exception.

Evi dence passed with 94 percent and 6
percent for noderate.

CO CHAIR GEORGE: We'Il nove on to
performance gap disparities.

MEMBER HOLLANDER: GCh, the perfornmance
gap is huge. | nean the nedian docunentation in
the clinical registry in 2012 was 22 percent.
There is a long way to go.

CO CHAI R GEORGE: Any discussion? Al
right, we will vote on the perfornmance gap.

M5. LUONG Polling starts now for
performance gap: 1 for high, 2 for noderate, 3
for low and 4 for insufficient.

Per f ormance gap passes with 100
per cent.

CO CHAIR GEORGE: Mwving on to

priority.
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MEMBER HOLLANDER: It is a high

priority.

(Laughter.)

CO CHAI R GEORGE: Any di scussi on on
priority? Al right, we will vote.

M5. LUONG Polling starts now for
high priority: 1 for high, 2 for noderate, 3 for

low, and 4 for insufficient.

High priority passes with 100 percent.

CO CHAI R GEORGE: Ckay, we will nove
on to the specifications and reliability.

MEMBER HOLLANDER: So, | don't
renenber exactly where | am supposed to say the
nuner at or and denom nator but | thought as we got
into this, this would be a good spot.

So, the nunerator is whether off the
PI NNACLE Regi stry they are nmeasuring the
i ndi vidual elenents. | think is what Linda was
going to say before, sonebody smarter than ne and
Linda, who is also smarter to ne, pointed this
out and I think it is actually really relevant.

It is that they are recording the individual
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el enents of the CHADS2 score, which is heart
failure, hypertension, age greater than 75 but
nowhere are they actually recordi ng whet her
anybody adds that up to cal cul ate the CHADS2
score, which is the basis for the

deci si on- maki ng.

So when you do clinical decision rule
val i dation, you have to actually apply the rule,
not the individual elenents. And | think that is
actually the big flaw -- maybe the only flaw in
this neasure, as | see it. So as best | could
tell, they are just |ooking at whether the
doctors collected the individual information and
collected it -- and docunented it, but they are
not | ooking at whether they actually ever figured
out what is inportant in that. So is that clear
to everybody, the difference I am nmaking?

That being said, when they | ooked at
signal -to-noise ratio, it provided the high
di scrimnatory value that we accept for
reliability being okay. And so | think it passes

the reliability, but we don't actually know t hat
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anybody is ever thinking about the CHADS2 score
on the basis of what is being neasured. Unless |
am m sinterpreting something.

CO CHAI R GEORGE: Can you address
t hat ?

MR CH U So ny nane is Jensen Chiu.
| amfromthe American Coll ege of Cardiology. |
think it is a good point you raise.

A lot of elenents that make up the
nmeasure are on the form the PINNACLE form That
is aslight limtation that, hypothetically
speaki ng, someone could just check yes, as
assessing fromthe risk factors or not.

But the key point is that a | ot of
those el enents are easy -- already we are junping
ahead to feasibility. A lot of those el enents
are easy to capture, and they actually do have to
capture all of the different elenents of the
CHADS2 score. So even though they say yes or no,
you still have to -- the data quality, you stil
have to check if they have had all of the other

el ements of it that nake up the thing you
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actually -- the physician or whoever is doing the
form needs to actually check those el enents.

But you are right, it isn't exactly, you know, in
terms of the equality -- it isn't exactly a one
for one, the ideal to do that. That is true.

But the other thing | would just add
is, the challenge is when we eventual |y nove
to |i ke CHA2DS2- VASc and ot her risk scores, the
chal l enge al so is bal ancing the burden, as well
as to sone degree. Because if you have that in
one form it starts to getting a little unw el dy,
because not just CHADS2, CHA2DS2- VASc. There's
ot her HAS- BLED and others. You know, it is
ki nd of bal ance.

Wth PINNACLE -- two things | would
add. PINNACLE first off, captures both A-fib,
CAD, heart failure and hypertension. So, it
doesn't just focus on A-fib. And then secondly,
whil e these neasures were tested in the Pl NNACLE
Registry, they really could be used in any
nodality in a physician office. So, that is the

other thing I would add.
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CO CHAIR KOITKE: So you don't
actually know that the doc cal cul ated t he CHADS2
score?

COCHAIR GEORGE: | could see the
reverse, if the neasure was to docunent CHADS2
score there could be problens in just asking for
that as well .

DR. HGO | guess you could have sone
sort of consensus where they didn't really know
what all the conponents and said it was a score
of three. But then they didn't necessarily have
all the risk factors. So, | think it is
| nportant to have those conponents to be able to
cal cul ate the score.

MEMBER DELONG This is Liz. Just a
clarification. This is sort of an all or none
neasure. They get credit for an individual
patient if they record that they saw all six. |Is
that what it is?

MR CH U | would suppose, yes. W
didn't call it an all or none conposite but in

essence, it is |like that, yes.
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CO CHAI R GECRGE: Ton®

MEMBER JAMES: | figure this is
probably the place to bring this thing up, that
this is based on the PINNACLE Registry. Not al
cardiologists are involved in that. So, we are
tal ki ng about a smaller subset. And a |arge
percentage of patients with atrial fibrillation
are managed by primary care doctors, who
certainly never have access to the PINNACLE
Regi stry. Wich neans then, we are going to be
dealing with -- instead of a national neasure, we
are dealing with a measure which is a snall

popul ati on of physicians. That is ny concern.

Whet her that affects the validity, I will |eave
to Liz.

CO CHAIR KOTTKE: | question that. |
nmean, aren't we tal king about CHADS -- as

endorsi ng CHADS2 as a neasure? That doesn't mean
it has to go through PINNACLE. It just says this
is an appropriate nmeasures for risk of stroke

with atrial fibrillation and then we have got to

figure out howto get it out into primary care.
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MEMBER JAMES: Yes, that is one of the
i ssues that we have dealt with at the AQA was
trying to see how can we take registry-based
information and be able to apply it outside of
the registry so we have got a nuch broader scope
of physicians? Because | agree with the concept.
It is just, are we going to be neasuring
everybody? O do we have, in fact -- is that the
poi nt that we need to use the nmeasure as a | ever
to change clinical practice across the country?

CO CHAI R GEORGE: Linda and then Sana.

MEMBER BRI GGS: So, | think that we
all agree that doing the CHADS score is an
i mportant step in deciding whet her
anticoagulation is inportant for patients, but
coll ecting those six data points by thensel ves
contri butes not hing.

So, if your primary care physician
fills in the check boxes but he doesn't say that
this patient has a risk score of three and | need
to put this patient on warfarin, what is the

poi nt ?
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So, | don't think this nmeasure really
gets at what we really intend. They need to
understand that they need to cal cul ate a CHADS
score and what those conponents are. So, you
really need to sees the CHADS score or the
CHA2DS2- VASc score, rather than just the
conponents in a registry.

MEMBER AL- KHATIB: | conpletely agree
with that but | also wanted to add one conment
that as we continue to use nore EVR | could
easily see that being captured, you know, from
EMRs. In ternms of not just capturing the
different data el enents, but al so whether a
docunent ati on of what the CHADS score is or
CHA2DS2- VASc score is, in the EMR and then
deci di ng on whet her the patient needs to receive
an anti coagul ant or not.

So, that is why | am not as bot hered
by the fact that this was done in PINNACLE. | am
real ly hopeful that with EVMR, nmaybe many health
systens and places will be able to benefit from

t hi s neasure. But | do echo the concern that
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Li nda voiced, and I wonder if the devel oper can
shed sone |ight on that.

MR CH U The thing | would add to
bot h your conmments. You know good poi nts about
actually having to score. You know, it was
somewhat -- in terns of feasibility and burden,
there was a decision not to do that, but that's
sonet hi ng we coul d take back.

But one point | would add is that --
| know it is sonewhat biased with ACC and AHA, a
| ot of the practices we do would be EHR  Unli ke
our inpatient sister industries, if you will, the
Cath and all the other heart registries, that
issue isn't as a big a issue for us because
alnost -- | think, PINNACLE, if | renenber
correctly now. \Wen it first started we had
paper charts and EHR -- a lot of it was EHR |
think all of it, alnost 100 percent, 99.9 percent
EHRs. So, that issue really is, through the
uptake, it automatically is -- you can
technically know the score by just -- because all

of the elenents are actually there.
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MEMBER AL- KHATI B: The el enents are --

take any nedical record. If it is an EHR in
particular, will docunent a patient's sex, their
age, whet her they have hypertension or not. If

t hey have had an HW in the EHR, they would have
whet her they had a stroke or not. Those are |like
key el enents to this.

But whet her anybody connects the dots
bet ween those pieces needs to be captured. That
is what you really want because you want peopl e
to say, | need to cal culate the CHADS score for
this patient and then | need to do sonething with
that data. That is the piece that you are really
trying to get to.

MR CHIU Andif | can just add
really quickly. | think that is a great point.
| think one thing that we do, separated from
obvi ously the nmeasurenents used by many groups
focused in discipline, and on PI NNACLE, since ACC
i mpl enments it mainly in PINNACLE at this point.
In the formitself, we do, it is kind a work

around in that, in tw ways.
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One, is there is asterisk to | et
peopl e know what the elenents are in it. Just so
that they know what it is. | nean nost doctors
should know it, but we just put it there. A

And then B. Wen you go and cal cul ate
it, it is kind of linked to 1525, the
anti coagul ati on neasure, which I know we are not
on that one. But you would hope -- we hope that
t he doctor would know that those elenments are
there, then oh, they have got to be given the
nmeds. And if they aren't given the ned, they
have to give a reason why they are not. | know
am junping to 1525, but this is kind of linked to
1525 -- both of themare kind of |inked together.

CO CHAI R GEORCGE: M aden?

MEMBER VIDOVICH I n the previous
nmeasure we | ooked at obtaining an EKG but it
assunmed that the interpretation is included wth
an EKG and that actually sonebody | ooked at an
EKG Simlar to this is right, you know?

So data are collected but

interpretation is not assuned, right, as you
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mentioned. So, this is just to corroborate what
you said. CHADS2 score data are very sinple.
They are everywhere. Right? | nean gender, age.
| mean so it is not that hard to collect, but it
is nore than the sumof its parts. | nean that
is the great thing about the CHADS2 score.

So, | do feel very strongly that |
t hi nk there shoul d be sone evi dence of
docunentation of interpretation because there is
nore to it than just collecting the data. It is
actually very easy to say in any EHR they | ooked
at the CHADS2 conponent. Meaning, ten years ago
we did | ook at those conponents and we didn't
know what to nake out of it and then CHADS2 came
out. Right? And now we --no nore. Right?

CO CHAI R GEORGE:  Judd?

MEMBER HOLLANDER: | was going to say
this sort of process reconmendation to NGQF,
because | could imgine that the first thing you
need to do if you want people to pay attention to
it, is get themto collect the data el ements.

Ri ght ?
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So let's say, hypothetically, we
approve this neasure today and it collects the
data el enents and then we have data three years
from now or whenever it is up for renewal that
people are doing it right or not doing it right
or sonmewhere in the mddle. And soneone around
the table is going to say well, they did it three
years ago, we should keep it going. There should
be a way for us to potentially approve this
nmeasure today with a note that stays with it
that says the goal is, in three years this should
be | ooking at do you actually cal culate the
CHADS2 score?

Because continuing to just coll ect
these things, we don't think, is terribly useful
And the next commttee could choose to use that
recommendati on or not, but it transmts thinking
now. Because | think, listening to conments,
there is nobody in this roomthat woul d di sagree
that if you just collect the data and don't use
it, it is useful. But we need to a way to

transmt it so we could go to the next step
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because ot herw se, these things just have a life
of their own, staying at the |ow | evel.

CO CHAIR GEORGE:  Yes, | just fee
like it is inportant to, if you are |ooking at
your A-fib population, you do want to make sure
t hat you have recorded these things.

MEMBER DELONG. | guess | was
concerned about the linking with the next
measure. The next neasure is al npbst conditional
on what is found at this stage, is that correct?
O is that a broader popul ation?

DR HO | nean, it is the sane
popul ation. | nmean, you have to assess risk
before you find --

MEMBER DELONG  Ri ght.

M5. JOHNSON: If | mght, let me go
ahead and just address Judd's question, or
comment, actually. Those kind of
recommendati ons, we do try to nmake sure are in
the report and next tinme around, especially as
you -- as the Standing Conmttee, the idea would

be that you would have that history and be able
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to I ook at that and hopefully think about that in
the future, when you | ook at these again.

But we don't have any -- it wouldn't
be a formal condition, or anything like that, on
re-endorsenment next tine. But it would be a
recommendati on fromthe Conmittee that would go
with the report.

MEMBER M TCHELL: At what point in
time would you consider this nmeasure and the
foll owi ng nmeasure as paired neasures?

M5. JOHNSON:  You could consider it
today. Basically paired neasures can be asked
for by the developer. |If they ask that they be
pai red, we can certainly do that. The Commttee
can ask that neasures be paired.

So, the pairing is really nore in
t hi nki ng about how things are reported together.
So, basically anybody can ask that sonething be
paired, and if the Conmttee pretty nuch agrees
with that, in a very informal way, that is fine.

MEMBER M TCHELL: Have you guys

t hought about pairing these neasures?
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MR CHIU No, we have -- just like
many others, like heart failure beta bl ocker, ACE
are paired together, we could definitely consider
it. | think just the chall enge has been that a
| ot of the people that we serve, physicians,
really like to have those individual -- to see it
up, to see individual conponents.

Because at |east for the PINNACLE
side, there is |like a dashboard, a physician
dashboard, as you know. That all the PINNACLE
nmeasures, there is |like 40 or 45 of them are
basically rolled into the dashboard but all of
themwe don't actually send to National Quality
Forum But this one and the subsequent one we
t hought, last tine we submitted this, were very
i mportant nmeasures to submt forward. That is
sonmething we did consider. The difference
bet ween paired and conposite, we can al so
explore, too. | know there are differences in
t hat .

But we did want to in A-fib there

really only are a handful of neasures that
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PI NNACLE has. This is two of the three. So, |
know NQF has noved to just having |ike one
measure on nmultiple things. But it is sonething
to take under consideration.

CO CHAI R GEORGE: Any other coments

before we vote on reliability?

MEMBER AL- KHATIB: | just have a quick
guestion for you. It says here that this neasure
was endorsed back in 2012. |Is that correct?

MR, CHIU. That was during the | ast
cycle, | believe it was 2012, yes.

MEMBER AL- KHATIB: And so howis this
different fromthe previous neasure? Could you -

MR CH U Dfferent than the previous

fromthe --

MEMBER AL- KHATIB: From the one that
was endorsed in 2012.

MR CH U So the only thing that is
different is the specifications itself. W added
the -- actually, no. The assessnent, this one, |

don't think anything has changed, 1524, but 1525
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has changed. The only thing that has changed in
1524 is the title, CHADS2. W originally didn't
put the title CHADS2.

MEMBER AL- KHATI B:  Ckay.

MR, CHI U So people on the previous
steering panel, steering conmttee, thought that
this mght have related to sonmething el se. But
this nmeasure really related to CHADS2, realizing
that there is a newtitle

MEMBER AL- KHATI B: But all the
specifications are the sanme?

MR CHIU Al the specifications in
1524 are the sanme. 1525 they are different.

MEMBER HI LLEGASS: So for
clarification, |I may have had a | apse. Can we
determ ne how we would vote on this in the sense
of, if we want themto incorporate this, not just
i ndi vidual factors but to actually come out with
a CHADS2 score, can we turn this back to the
devel oper while we accept this? O if we feel
it is very inportant to have a CHADS2 score cone

out of this, then we have to reject this neasure?
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| nmean, is that on the table? D d | |ose
sonet hi ng somewhere al ong the |ine?

M5. JOHNSON: No, you basically need
to think about this neasure as it is in front of
you. So, this nmeasure is what it is. And that
is what you are voting on.

You could certainly, and | think I
have al ready heard a recommendati on fromthe
Committee to go further and to naybe, either nake
an additional nmeasure or sonething that woul d
actually |l ook at the cal cul ation of the CHADS2
score, and maybe even further than that. But --
so, does that answer your question, enough?

MEMBER HI LLEGASS: Well, you sort of
di d, but so we could send this back, but we
coul d accept this and ask themto devel op
anot her ?

M5. JOHNSON: Right. But you would
only send it back if you feel like it is not
conformng to our criteria. So, the basic
guestion before you in reliability is, is this a

reliabl e nmeasure. The recomendation to go
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further or do sonething else would be sinply a
reconmendat i on.

Now at the end of the day, if you go
through all the criteria and you still don't Ilike
it, you still have the option of your thunbs up,
t hunbs down recommendati on for endorsenment. But
that is kind of after you have weighed all the
criteria and what you feel |ike --

MEMBER HI LLEGASS: Ckay, but your
actual title says Assessnment of Ri sk Factors,
whi ch they do, but then there is this
par ent hesi s, CHADS2, which they don't.

Correct? Am|l reading that correct?

CO CHAIR KOITKE: Can | ask a quick
guestion while we are asking these?

M5. JOHNSON: Go ahead.

CO CHAIR KOITKE: So tell me again
the reason you did put a calculation of CHADS2 in
there, is that the PI NNACLE form doesn't have
that on it? |Is that -- did | m sunderstand?

MR CH U= The PINNACLE form can

certainly add it on there, just at the tinme we
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didn't. W just thought, sinply -- | nean, |
guess it could be a sinple oversight, but the
thought is really to sinply assess to get to the
1525 that we have actually done the nedication in
1525, anticoagul ati on.

The other issue sinply is that there
is going to be multiple scores. Assune the
CHA2DS2- VASc, HAS-BLED, and so do we actually
build in all those scores in there. That is
actually kind of a tricky --

CO CHAIR KOTTKE: | nean, ny interest
is not the PINNACLE Registry. And I think, |
mean probably cardi ol ogists do not such a bad job
on this, even though it doesn't |ook all that
great. | nean the problemis nost atrial fibis
taken care of, probably by primary care and this
is atool. Let's try and get docs to really use
CHADS2 and just not have it, sonehow, in the
el ectronic record.

Yes -- so, | nean, the answer was in
1524 that all the elenents were in the Pl NNACLE,

but not -- except for the cal cul ation.
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MR CH U That is correct.

CO CHAI R KOTTKE:  Ckay.

MR CH U And al so just to add
this. The rate of docunentation is very poor in
this estimate. So anticoagulation, it is also
very low, but this is kind of a gap in that
that we need to be docunenting better. And that
is partly why the nmeasure is made, realizing that
it is not the best flavor of a neasure as opposed
to sonme of the others we put forward.

CO CHAI R GEORCGE: CGerard and then
Sana.

MEMBER MARTIN: | was just about ready
to say that it seens |like 1525 is the action that
you are really interested in, that you identify
the high-risk patient, that you actually add up
the risk elenments, and cone up with a score that
says you need to have anticoagul ati on and you
treat them

But then as | | ook back, it isn't
conpletely. 1524 is, probably deals with the

that you are not treating sone people
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unnecessarily. So, you have they really are
paired. So, one is you are getting at don't
treat sonmeone unnecessarily and the ot her one,
you are trying to treat the person who needs to
be treated.

And it could be solved very easily,
that one thing, by either truly pairing them or
by spelling out that -- in 1524, that you are
addi ng up the elenments and comng up with a risk.
Wi ch is what you want, rather than just by blind
| uck having an EHR that tracks those things,
which is not the intent.

MEMBER AL- KHATIB: So just to go back
to the coment that was made by Ellen. Wen
| ook at the validity and the reliability testing
that you did, you actually did do those based on
the score, not on the individual elenents. Am|
correct in interpreting those data?

M5. JOHNSON: Perhaps | could just
make sure that, fromwhat | amseeing, it |ooks
| i ke that they did what we call perfornance score

testing. So that is, the overall percentage of
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the -- this is at the clinician level, facility
| evel -- clinician level. So, when we say

per f ormance neasure score, we are not talking
about the CHADS score. W are tal king about the
conput ed score for the clinician.

MEMBER AL- KHATIB: Ch, | see. Ckay,
got it. Thank you.

CO CHAIR KOITKE: So, it's actually
worse than it looks. |If only 22.8 percent had
all of the elenments, then the actual cal cul ation
was probably far worse.

MEMBER HOLLANDER: | guess the
guestion is, because now |I'm confuse. You know
there is reliability testing wwth a good nunber,
but if it is not reliability testing that gets to
a CHADS2 score in the docunent, which is what the
nmeasure is sort of calling for, then should it
fail that because there was no testing?

And you know and then I am stuck with
so if it passes this, it mght actually go
t hrough and pass every single data point and then

hal f this room m ght vote against it because they
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think it is not a neasure that is useful, even
though it is a step in the process to get there.

And so, | ama little confused about
how to think about it at this point, and | think
that is what | hear Ellen saying as well, is do
we want to approve sonething that we really think
can't acconplish anything but would just be a
step to acconplishing it? And then there is a
nmeasure com ng afterwards that says we
acconplished it or we didn't.

And so what is the added val ue of
this? And | think the, sort of the branding
point, |ike CHADS2 score should clearly be out of
the title if it is approved. | don't think we
can approve sonething that says we are neasuring
t he CHADS2 score when we are not. That is just a
bad name for it to begin wth.

So, there has to be sone tweak on it,
| think, to go forward fromwhat we are heari ng.
But | amnot really sure how to assess
reliability of individual data elenments if it is

actually the CHAD2 score that we are trying to
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get at.

So, | can either say yes, each data
elenment is really reliable where it is docunented
but the CHADS2 score, there is not testing at
all. So, do | vote yes or do | vote no?

CO CHAIR GEORGE: | have one question
| think you can answer relatively quickly but it
says in the registry, nost mssing values are
i nterpreted as no.

MR CHI U That just neans if you are
m ssing an el enent, that basically that woul d
fail the neasure because you are hoping that
soneone actually -- basically it is like a neta.
If they didn't give it, you have to assune -- if
they didn't docunent it, you are actually failing
it.

So, it is not gaining it because it is
sonet hing m ssing and sonebody didn't put it,
arguably, to be gained and then be renoved from
t he denom nator. Wen in fact, now, you have to
have all those elenents that it is mssing or you

are actually not treating the patient.

Neal R. Gross and Co., Inc.

267

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




10

11

12

13

14

15

16

17

18

19

20

21

22

268

CO CHAIR GEORGE: -- individual risk
factor are those default no, as well?

MR CH U Al those risk factors
need to be all those risk factors, the EHR or
what ever, actually needs to follow all of those.

CO CHAIR GEORGE: So missing for those
doesn't nean no, wth a default no.

MR CHIU. Correct. The other thing
| would add, if I could just add about the CHADS2
inthe title. Historically, we actually didn't
have that in the title but it was actually asked
by the previous steering commttee to add CHADS2
back in the title. But we could actually renove
it. W are open to renoving it again.

CO CHAI R KOTTKE:  You coul d put CHADS2
el enents instead, but you know, Judd, this caused
a question about what we were voting on in
priority.

Was it priority of the neasure or
priority of treating atrial fibrillation with
anti coagul ation? | nean, very high if we went

back and said well, it is high priority to treat
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atrial fibrillation with anticoagul ation, but is
this nmeasure high priority?

MEMBER HOLLANDER: Well, | think it is
a high priority to assess the risk and this is a
way in the risk. And the way | interpreted that
is, as long as it is anything in the process that
gets you towards treatnent, we accept process
neasures along the line. And | suppose it is
perfectly fair to have the individual elenents as
the first process neasure but the next process
nmeasure woul d be, did soneone add it up and do
it?

MEMBER DELONG. Could | get a couple
clarifications? Nunber one, Mary read that the
coding, at least in this PINNACLE dat abase, says
if it is not captured, it defaults to no. But
you are saying that is not correct? If an item -
- if arisk factor isn't captured, it defaults to
it doesn't exist. Are you saying that statenent
s incorrect?

MR CH U It defaults to m ssing.

MEMBER DELONG It does default to
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m ssi ng.

MR CH U R ght.

MEMBER DELONG  So, wherever that
statenent cane from that is not correct.

MEMBER HOLLANDER: When | | ooked at
the form and the instructions for the form and
| did this briefly. | could be totally wong. |
only saw two options, yes and no. | didn't see
an option for mssing.

MEMBER DELONG. And ny ot her question
is totally out of naiveté. Are you saying,
Gerard, that this nmeasure is basically a rule out
nmeasure, in ternms of whether they need
anti coagul ati on?

MEMBER MARTIN:  No, what | was saying
is that -- and | am not a devel oper, but |'mjust
saying as | read the two of them that the second
one, 1525, is identifying the high risk and
getting them started on appropriate treatnent.

This one is that you just neasure the
risk. And presumably, you nmeasure the risk, you

woul dn't start themon treatnment. So to ne, it
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makes -- they are kind of asking, did you do it?
They are conplenmentary but it al nbst seens that
what you are trying to get at is don't treat the
patient that doesn't need it. Treat the patient
that needs it. And how can you -- and it is a
really inportant neasure. So, how could you
correct that?

MR CH U Like |l said, we can
certainly take that idea of a paired | nean
the only thing I would say, you know, kind of
considering pairing it. The only thing | would
say is one of the neasures is being used -- |
keep sayi ng 1525, because they are both kind of
related. 1525 is in PQRS QCDR, 1524 is not. And
so if we do pair it, we just have to figure out
| ogi stically how we do that. That is sonething
we can definitely take up.

It is easier probably, for us, to do
a paired than a conposite. A conposite is a
little trickier conceptually and things of that
sort. | see a |ot of people not agreeing, so

that's -- | know sonetines NQF prefers us to do
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conposites but when we tried in sone neasures --
sone that you have seen, the Action Registry,

t here have been a few you have seen. But | think
we decided not to do a conposite but we can
certainly take up a paired issue, take that back
up.

No, I'msorry. So the m ssing actually
is interpreted as no. The options are just yes
or no.

MEMBER DELONG If that is incorrect,
if mssing is coded as no, then that has a huge
i npact on the CHADS score. Right?

MR CH U That is correct.

MEMBER AL- KHATIB: But in the
i npl enentation of the Registry, at least with
ot her NCDR registries, you could, if you had a
per f ormance neasure and you determnm ned that
certain data el enents are so crucial to the
nmeasure that you woul dn't accept the subm ssion
of the formby the practice, unless they conplete
those particular data elenents. So, there is a

way around that.
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MR CH U R ght.

MEMBER AL- KHATI B:  Thank you.

MR CH U So, it is like the data
gquality program-- PINNACLE s function is a
little different than the inpatient setting. But
the inpatient setting is a little bit nore robust
but there is, what they call data quality
program \Were there are certain elenments that
are truly key elenents, variables and things of
that sort. | would say Cath is probably the nost
robust. But those basically you would have, in
nost Caths, a certain amount of threshold. 80
percent or sonmething like that for certain key
el ements, LEVF, heart failure, things of that
sort. You can mss a fewtinmes but if you are
m ssing too many of them you basically don't
pass, basically green, if you will. So, they
can't even get through getting --

MEMBER AL- KHATI B: No, but the issue
right here is capturing elenments with the CHADS
score.

MR CH U R ght.
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MEMBER M TCHELL: Jensen, just for
clarification. There are singular elenents that
conprise the thronboenbolic risk factors that are
yes/no. And then there is a separate data
el enent that says thronboenbolic risk factors
assessed yes/no. True?

MR CH U  Correct.

MEMBER M TCHELL: Ckay. And so the
guestion here is it tal ks about the nunber of
practices mssing, the variable thronboenbolic
ri sk factors assessed. There are 33 who are
m ssing that information. Wuld they then be
coded no?

| think this is why | amtrying to

link what Liz was saying to what is witten in

t hi s code.

MR CHU If | renmenber, those would
probably be coded as -- | see what you are trying
to say.

Yes, those woul d probably then be --
t hose woul d be, | guess, ones that, if they were

mssing a lot of data, we would not be able to
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capture.

MEMBER M TCHELL: And so the follow ng
guestion is that, since | left before this part
of the project was conpleted, do you have a data
auditing programin place for PINNACLE?

MR CH U That is ongoing. It is not
as robust as Cath in an inpatient setting. So,
that, unfortunately, we do not have. | don't
know what we cited here but that is sonething
that we are working on in the PINNACLE setting.

It isalittle bit tricky, not to give
PI NNACLE an out. But in the EHR environnent, it

is alittle bit tricky to do chart audits, if you

will, and things of that sort. That's sonething
we are actively working on. | don't have an
exact tinme when that will be sorted out but it
sonething that we are there is alimtation in

t he out patient setting.

And that is not just applicable to
this one, but unfortunately, it is applicable to
many of our neasures that have been endorsed or

are still under review right now.
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CO CHAI R GEORGE:  (Geor ge.

MEMBER PHI LI PPI DES: So what Liz just
menti oned, stirred sone thoughts. So, here if
data el enents were m ssing, the hypertension,

di abetes, and it is coded as no, sort of by
default. It would change the CHADS score

comm ssion but this neasure is not |ooking at
CHADS score. It is not cal culating CHADS score.
It is only cal cul ati ng what percentage of the
time you gather the data, the parts for the CHADS
score.

So, that woul dn't change what -- you
guys are basically saying, if you don't docunent
it, we are calculating it as if you didn't do it.
And that probably nakes sense for this.

However, on the next one, where there
i s an assunption that we have a CHADS score that
i s accurate and, based on that, we are going to
see how you did as far as treatnment. |If you use
t he sane net hodol ogy there, then we have
problems. And | had not actually contenpl ated

that until you mentioned that for this score.

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, and that is the nost | can say before ny
brain is about to explode, | think, on that.

So, | think on this one -- | think
there are three parts to treating A-fib
correctly. One, is do you gather the data? That
is this element. The second is, now that you
have got the parts to the car, can you put it
together and come up with a risk score? That is
not being done here. It is actually not being
done in the next one "1l get back to that.
The third part is, once the risk score is high
enough, are you getting people, |like you said, on
proper anticoagul ati on?

The ot her one does the back end of
that. It looks as if a risk score is cal cul ated
by the EMR, are they on anticoagulation? But it
never assesses whet her anybody stopped and said
this is the CHADS ri sk score.

So, we have two ends of the process.
What | think is missing is the mddle part, the
contenpl ative part, where sonmeone says this is

the risk. So, we can either --
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VMEMBER DELONG  But even --

MEMBER PHI LI PPI DES: just let ne
finish because it is hard for me to think of
t hi s.

(Laughter.)

MEMBER PHI LI PPI DES: So, we can either
say this is not adequate or we can say this is
the first good | ead-off batter and we will go
with this because there is a perfornmance gap.
Peopl e are not even docunenting this stuff.

Wt hout docunenting this, we can't get to the
CHADS score. Those are the choices there, |
t hi nk.

So, that is ny feeling on this
measur e.

MEMBER DELONG. So, | agree with Sana
that there is a workaround for the first one.

But for the first one, if it is mssing, it is
not coded as mssing. It is coded as no. So, in
the overall assessnent, it is coded. So it gets
credit for being there when it is not.

MEMBER PHI LI PPI DES: Correct. So,
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m ssing data is coded as --

MEMBER DELONG. As no, and present.

MEMBER PHI LI PPIDES: So then, this
nmeasure doesn't do anything based on the form
Ri ght ? Because all you want to know i s whet her
it is assessed and there is no way to say it is
not assessed. It is present or absent and it is
assuned to be assessed. So, it would not be
valid then. Right? |Is that what we are sayi ng?

MEMBER DELONG. But they are finding
sone that aren't there. So, | don't know how
t hat happened.

MR CHIU If | could just add. |
woul d say that 1525 is -- the denom nator in 1525
is the patients in 1524 that you have assessed.
A l ot of people that are m ssing, obviously,

t hose individuals are m ssing.

But 1525, that nmeasure i s neasuring
anti coagul ati on nedi cation given. |f something
is blank there, it is actually failed.

MEMBER DELONG | think where we are

confused is how do you cone up with a not
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nmeasured, if every one of the six is either a yes
or no, and if it is mssing, it gets coded as
node?

MR CH U So the assessnent score --
if I could just answer really quickly. |If the
assessnent score is a yes, and thronboenbolic
risk factors is yes, that is the denom nator of
t he anti coagul ati on.

| f sonmebody decides not to give a ned,
any of the oral anticoagul ants, dabi gatran,
warfarin, all those others. |If that is bl ank,

that is actually performance fails. Because in

measures --
MEMBER DELONG: Now, you are talking
about 1525.
MR CH U That is what | am sayi ng.
So, that one -- | think you alluded to, but that
second neasure is different than 1524. |t

actually is. 1525 is different than 1524. |If
you are |leaving that blank, that is actually
performance failed. Because the point of the

second one is giving the nedication.
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MEMBER DELONG. | amtal ki ng about the
first one.

MEMBER HOLLANDER: So, | amgoing to
read right fromthe PINNACLE formand we are
going to, | think, solve this problem which is
t he unfortunate answer.

So di abetes, in an exanple, the coding
instructions are: Indicate if the patient has a
hi story of di abetes, regardless of duration or
di sease or a need for anti-diabetic agents, and
t he sel ection choices are only no or yes. Wich
nmeans you can't say they didn't docunent it,
whi ch nmeans that this neasure can't docunent
whet her information is m ssing.

(Si nul t aneous speaki ng.)

MEMBER HOLLANDER:  But nowhere in the
i nstructions does it say, you can |leave it blank.
So, if I ama coder -- | am|looking at the Coder
Data Dictionary right now And that is what the
Coder Data Dictionary says. It doesn't say |
have a choice to leave it mssing. So, sone

peopl e may be doing that but that is not in the
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directions in how to code it.

COCHAIR GEORGE: | think sonme of this
conversation pertains to howit is inplenmented in
a system which we don't necessarily have to be
so concerned about. W can just provide that
i nformation so that maybe clarification can be
updat ed.

MEMBER DELONG. But the report they
presented i s based on that database al so.

MR CH U The testing, that is
correct.

CO CHAIR KOITKE: And this may have
huge i nplications of not having or not recorded.
Wien we were doing this for a history of
nyocardi al infarction -- this was a hell of a
|l ong tine ago when | was a fellow, but case
fatality rate for yes, prior history, was 12
percent. The case fatality rate for no was 12
percent. The case fatality rate for not recorded
was 18 percent.

You know, you just can't record it as

not no.
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MEMBER HOLLANDER: | now don't know
what | aminterpreting, which is actually back to
at least the reliability.

CO CHAIR GEORGE: So yes, we are still
tal ki ng about reliability.

MEMBER HOLLANDER: So, | really just
have no idea how to interpret a no answer at this
poi nt, which makes it really hard to have sone
confidence in the reliability of the data.

| nmean | suppose if there was
sonmet hing up-front that said, if it is not yes or
no, leave it blank. That would be great, but
that is not provided in the data dictionary, or
at least the portion of it that we have access
to.

CO CHAIR GEORGE: And | agree but we
are not telling them how to inplenment PINNACLE.

MEMBER HOLLANDER: No, but --

COCHAIR GEORGE: W are telling them
this could be a potential issue, depending on how
you have it coded and inplenmented in your system

MEMBER HOLLANDER: Well, but it is
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our job to say whether we believe the

measur enent s and | amsaying that if |I don't
see direction to say leave it mssing, if it not
addressed. | don't have any way that | could say

this is reliable or valid because the

instructions | see force you into a yes or no

answer and both a yes and a no answer mneans they

addressed it.

So, | don't see a way to docunent it

IS not addressed.

MEMBER M TCHELL: So if you |l ook, in

t hat same docunent that you were referring to,
there is a neasure called thronboenbolic m ssed

factors assessed. And the actual definition of

this is indicate if the patient's thronboenbolic
risk factors for AF or AF flutter were assessed

and docunented in the chart. And then the

answers are yes with, in parentheses, all risk

factors were assessed. Two, no. WMedical reason

t wo, no. Patient reason, four, no. System

reason.

So, the question is, this data
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el enment, in and of itself, just about answers his
guesti on here about whether or not thronboenbolic
ri sk factors were assessed because it
specifically asks the question yes/ no.

VWhat we are tal king about right nowis
each individual neasure, whether or not age --
all the different, six different, risk factors
were individually docunented. There is a
failsafe in quotation marks, in the data set
itself, that specifically asks the question about
all six risk factors.

This is separate, a conpletely
separate data elenent. It is not derived -- it
is an absolute data el enment that you have to fil
out. At least that is how !l built it.

CO-CHAIR KOTTKE: So, | now found that
but there is no instructions on -- it says all
risk factors. It doesn't say all of CHADS2 ri sk
factors. It is whatever sonebody thinks is
there. W don't have reliability testing. W
don't have reliability testing as far as | know

for that, as a matter of fact, | couldn't even
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find that measure on the case report form but |
find it in the data dictionary.

CO- CHAI R GEORGE: So, we do have the
si gnal -t o- noi se.

MR CH U W have that -- at least in
t he PI NNACLE data collection form on the bottom
we do note that the six factors have to be the
ones you are using. Cbviously, we agree the
limtation is, the score is not, we don't
actually have a score at this point.

MEMBER BRI GGS: So, | just have one
comment on that. This neasure was approved in
2012 and you have been collecting data on that.
And we are tal king about this neasure being a
process or a baby step. If this was already
approved in 2012 and we still aren't cal cul ating
a CHADS score, isn't the next thing that we
shoul d be doing actually the CHADS score? So,
that is what we should be doing now, rather than
saying let's continue this neasure the way it is.

M5. HIBAY: Do you mind if | provide

alittle bit of clarity for the mssing data? |
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think it is actually quite easy, just to

renmenber, we are going to focus on the neasure
here that is in front of us as we continue to
tal k.

So S22, mssing data. This is what
t he devel oper provides: |If data required to

determine if an individual patient should be

i ncluded in a specific performnce neasure based
upon defined criteria is mssing, those cases
woul d be ineligible for inclusion in the

denom nator and, therefore, the case woul d be
deleted. So, you don't have all the data

el enents related to an encounter or the patient
popul ation. R ght? Ckay.

I f data required to determne if the
denom nator-eligible patient -- so now you know
your popul ation, qualifies for the nunerator.
The nunerator here is do you have six risk things
docunent ed.

So again, if denom nator-eligible
patients qualify for the nunmerator, or has a

val id exclusion or exception -- if it is mssing,
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t hese cases would represent a quality failure.
That is an answer to your question. they not
thrown out of it.

MEMBER DELONG. Sorry. | think Sana
made a great point. There is a workaround here.
But what you are saying is it has to show up in
the file as missing and that is what we are

having a problemw th, because it doesn't show up

as mssing in the coded file. It defaults to
zero if it -- if it is not filled in, it defaults
to zero

But as Sana said, there is a
wor karound. They can fix that. And as Kristi
said, if we accept that all of the CHADS
nmeasures, all six of them are incorporated in
that summary score then that fixes it. But
m ssing doesn't show up and that is the problem
MS. JOHANSON: So, | wonder. [|I'm
confused now, unfortunately. | think | hear that
there are six data elenments that go into a CHADS
score and there is boxes that you would check or

not, depending on your patient. And then there
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is a seventh box that says did you or did you not
assess it. So, ny question for the devel oper is
are you basing this neasure on that seventh box?

MR CHI U 1524, yes, we are basing it
on that.

MS. JOHNSON: So, on that one box that
is yes or no -- or actually it is not yes or no.
There is a few other things. Ckay.

MR CHIU It is basing it on that and
the six -- all those seven, but again, it doesn't
actually have a score itself, the exact score.

It is basing all the seven -- so all seven, if
sonething is mssing, there is still that issue
as you are tal king about, but it is going on that
yes/ no, for environnental risk factors, and all

t hose el enments need to be there.

So, the stroke, TIA, diabetes, and all
t hose ot her things.

M5. HIBAY: So just a clarifying
guestion. So if any of those seven boxes, siXx
being the risk factors, the other one being the

yes, they are all there. |f any of those are
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blank, it is a quality failure.

MR CHI U Al though we will check in
our notes, | ampretty certain that if sonething
is blank it is a failure because the thought is
that they need to be docunenting the neasure -- |
mean docunenting the risk factors. The point is
so | ow, people aren't docunenting this neasure.
So, if they are not docunenting, you can assune
that they are not doing their job.

M5. JOHNSON: Right, Nursing 101. If
it is not docunented, it is not done. |'msure
Medi ci ne 101 as wel | .

MEMBER HI LLEGASS: Ckay, so |I'm
confused because on 2(b)(7) under M ssing Data,
it states here the devel oper notes that in the
Pl NNACLE registry, nbst m ssing values are
i nterpreted as no.

So, | hear what you said, Sharon, but
that contradicts what you are saying, | think.

CO CHAIR GEORGE: Well again, | think
it depends on how that is inplenented. They say

nost, |'mnot sure what nost neans, but you can
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i mpl enent it as a checkbox where one has to be
checked. If they are both unchecked, it is
mssing. O you can inplenent it as a radio
button, where it has a default and you have to
change it. So, it depends how they inpl enented
that in the coding that -- how they built their
system

MEMBER HI LLEGASS: But the devel oper
is reporting this.

MR, CHIU. Wiich section are you
referring to?

MEMBER HI LLEGASS: Under 2(b)(7), page
6, on 1524 under M ssing Data. Page 6, 2(b)(7).
It is called M ssing Data.

MR CH U Yes, | actually think that
is inaccurate, the description, the 2.2(b)(7),
because there is another section in S -- that
section you guys pulled up earlier, S 33.

Sharon, you pulled up sonething in S.

MS. HBAY: | did, it was S-22, but if

you go to page 39 on the full, it says in

PI NNACLE, m ssing values are interpreted as no.
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So, you are correct that there is conflicting
i nformation here.

So, you have the S-22, which says they
are a quality failure if they are blank. And you
have in 2(b)(7)(1), which is on page 39, it says
i n PINNACLE m ssing values are interpreted as no
for nmost vari abl es.

MR CH U So, | think that we w ||
have to take this testing back just to see why
there is incongruency here. Just when we
submtted this |ast year -- this was submtted a
year ago, or | actually didn't submt this
docunent. So, we will have to take this back in
terms of the testing.

But the intent of the measure is that
you have assessnent and all those variabl es need
to be present. |If they are mssing, that is
actually perfornmance failure because you need to
be actually having those things noted, realizing
we don't have the score. That is a limtation.

CO CHAIR GEORGE: Are there any new

i ssues to bring up in regards to reliability?
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MEMBER HOLLANDER: It is sort of a new
issue. | don't know what | would be voting on,
and | ambeing totally serious. | actually think
that sort of | throwit out there for a proposal
i's whether we should defer this one, too, from
this point forward.

If there is no missing data, the whole
nmeasure can't go through. It is totally invalid.
It is fatally flawed. And | don't know whet her
that is the case. And so, | can't vote because
nobody could tell me howthis stuff is coded and
| see that there is a good noise to signal --
signal -to-noise ratio but now | don't know of
what .

And so if there is a great signal-to-
noi se rati o of neaningless stuff, it doesn't help
nme.

CO-CHAIR GEORGE: So, | think we do
need to vote on what we have before us today. |
t hink the devel oper had one | ast conmment.

DR. HO | mean | guess the question

here is about reliability of the neasure
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regardl ess of where it is inplenented. So, |
guess, isn't the question whether this can be
assessed in any healthcare system not just
whether it is in PINNACLE or not? |s that
correct?

COCHAIR GEORGE: In a reliable basis
that you are assessing.

DR. HO Right.

MEMBER VIDOVICH If | understand you,
Mary, it doesn't have to be done in PINNACLE It
can be done at Departnment of Veterans Affairs,
what ever, anything. Right?

COCHAIR GEORGE: Wll, if there is no
new i ssues to raise, | think we wll go ahead and
vote on reliability.

M5. LUONG Polling for reliability
starts now for neasure 1524; 1 for high, 2 for
noderate, 3 for low, and 4 for insufficient.

For reliability testing, it did not
pass; 17 percent voted noderate, 28 voted | ow,
and 56 voted for insufficient.

CO CHAI R GEORGE: Ckay, we'll nove on
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to validity.

M5. JOHNSON: No, actually since it
did not pass reliability and this is a nust-pass
sub-criterion, we are going to stop di scussion
ri ght now.

| think just since the devel opers are
going to be here tonmorrow, | think it m ght
behoove us to et them | ook at their specs again,
think about it. And if they can explain things a
little bit better tonorrow, we can see if that
m ght hel p.

| think part of it, at least in ny
mnd, is | amnot quite sure how this neasure is
being calculated. | still don't quite know that.
| think that m ght be part of the concern. It is
not the testing results. It is the precision of
t he specs and understandi ng how t he specs work.
That is the part of reliability that people are
hangi ng up on

MR CH U Al so, the reason we woul d
like to back is there are nultiple areas in the

formwhere | see there is inconsistencies. So,
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2(b)(7) you brought up and then earlier in S,
page 6 there are sone inconsistencies. So, we
will take a look at that to see why there is

i nconsi stency in howit is tested.

M5. HI BAY: Does that sound |ike a
reasonable plan to the conmittee? kay.
Especially since the earlier voting was so
stell ar.

CO CHAI R KOTTKE:  Ckay, 1525. Do we
want to nove forward or take a break is the
guestion. W are 15 m nutes past the break. W
could take a 15-m nute break right now and then
cone back. What's that?

(Si nul t aneous speaki ng.)

CO CHAI R KOTTKE: Ckay, the consensus
is do 25. We will hear from-- is Joel on the
phone? No. So, it is George and M aden. The
devel opers here can give us a quick -- which they
have probably al ready done.

DR. HO So, on 1525 is appropriate
anticoagul ation in patients at noderate to high

ri sk for thronboenbolic events and those with
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atrial fibrillation. So, |I nmean we have all uded
to this nmeasure in the earlier discussion. And
as you can see fromthe data that was provided,
there is quite a bit of variability in ternms of
patients being on anticoagulation in those four
noderate to high risk.

CO CHAI R KOTTKE: Who is discussing
this? Wre you nmaking notions there, CGeorge?

MEMBER PHI LIPPIDES: | will start.
So, this is, as we discussed, sort of the next
step in sort of the A-fib treatnment al gorithm

This is | ooking at people with a docunented, by

el ectroni c nedical record a docunented hi gh CHADS

score of one or above, people who should be on
anticoagul ation in the world of nonval vul ar AF.
As far as evidence, as heard before,
there were a lot of clinical trials citing the
i nportance of anticoagulating high-risk A-fib
patients. They relied heavily on the ACCF and
AHA gui del i nes and ACCP guidelines. And | think
the evidence is strong for this concept.

W then | ooked at, again, PINNACLE
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Regi stry data from 2012 and | think one other
year to | ook for opportunities for inprovenent
and perfornmance gaps. And that was cited, they
estimted that roughly 59 percent -- pardon ne?

CO CHAIR KOTTKE: W're going to vote
on evidence first.

MEMBER PHI LI PPI DES: There was strong
evi dence.

CO CHAI R KOTTKE: Ckay. Anybody want
to pile on? Ckay, let's vote on evidence.

M5. LUONG  Evidence starts now for
Measure 1525; 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient, and 5 for
i nsufficient evidence with exception.

Evi dence passes with 89 percent for
hi gh, 11 percent for noderate.

COCHAIR KOITKE: It is so inpressive
it gets nusic.

(Laughter.)

CO CHAI R KOTTKE: Ckay, George,
opportunity for inprovenent and disparities.

MEMBER PHI LI PPIDES: So, | will go

Neal R. Gross and Co., Inc.

298

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




10

11

12

13

14

15

16

17

18

19

20

21

22

qgui ckly. So, again, they cited PINNACLE Registry
data from 2012. The mean perfornmnce was about
59 percent of these high-risk patients were
appropriately anticoagul ated but there is a
wi de-range of zero to like 99 percent with an
i nter-cohort score of about 22 percent. So,
there was a gap and there was a range.

Interesting, there al so was sone data,
not a |l ot but some data suggested that there were
disparities of care in different groups. Men
were treated nore avidly than wonen. Non-African
Anericans less likely to be treated and patients
wi th non-private insurance. So, there was a
suggestion there of sone disparities that we
should all sort of know about.

CO CHAIR KOTTKE: Are we ready to
vote? It sounds like it.

M5. LUONG Polling starts now for
performance gap: 1 for high, 2 for noderate, 3
for low and 4 for insufficient.

One hundred percent for performance

gap.
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CO CHAIR KOTTKE: Priority?

MEMBER PHI LI PPI DES: Hi gh preval ence,
hi gh norbidity, high nortality, high cost, high
priority. M5. LUONG Polling starts
now for high priority: 1 for high, 2 for
noderate, 3 for low, and 4 for insufficient.

One hundred percent for high priority.

CO CHAIR KOTTKE: Scientific
acceptability, nunmerator/denom nator excl usions,
beta source issues/concerns.

MEMBER PHI LI PPI DES: So, | am not
goi ng to over nunerator/denom nator again. They
are pretty straightforward I think. It is
basi cal | y nunerat or people on Counadin.

Denom nator, those over 18 with nonval vul ar AF or
A-flutter. That is pretty straightforward.

| think the exclusions warrant a
little bit of discussion. | would like to hear
what M aden has to say about this. The nedical
exclusions, | think, were fine. Transient or
reversi bl e causes of pneunonia, surgery,

pregnancy, | think that is right. There is no
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rush to treat with anticoagul ati on, we agree.

On the appropriate nedi cal exclusions,
bl eedi ng, allergy, absolutely. But | always get
concerned when | see patient reasons in sort of
italics that include econom c, social, religious,
nonconpl i ance, and patient refusal and especially
patient refusal as being an appropriate outcone
al ways bot hers ne because one coul d nmake an
argunment, | think we have made this before, in
the area of |ipid nanagenent, that a systemor a
physi ci an who takes tinme to educate a patient and
goes over the risks and benefits m ght have |ess
patient refusal.

And put anot her way, one way to gane
t he system and not anti coagul ate those who shoul d
be is to wite the patient refused, when it
really could be that there wasn't as nuch tine
and effort put into educating that patient.

They do give sone data on this. |
don't knowif nowis the tine to get into that.

Si xty percent of the physicians two years in a

row in the Registry had no excl usions but of
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t hose physicians who had exclusions, there is a
wi de range. And there were sone physicians who
used exclusions a lot and, in those physicians, |
think it was 87 percent of them were patient
excl usi ons, not medi cal excl usions.

So, again, it doesn't seemlike there
are many physicians who are using the excl usions
but of those that do, nobst of those, the vast
majority are on the patient side and again, that
al ways worries ne because | think that is sort of
hard to docunent what is really going on there.
So, that could be a source of dirtying up the
dat a.

M aden, any thoughts on that?

MEMBER VIDOVICH  That is always a
problem W run into this alot with STEM, wth
patient inclusion and why was | late with door to
ball oon tinme. And you always try to come up with
sone things to gane the system | don't know how
to elimnate that. Maybe peopl e have a good
idea. It has to be there sonehow because people

do refuse anticoagul ation frequently. They don't
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have noney or they don't have transportation.

You know how it is in practice.

So, | believe it, if it were up to ne.
MEMBER AL- KHATIB: | want to second
that as well. As a practicing
el ectrophysiologist, | see a |lot of patients with

atrial fibrillation. W have these di scussions
about the benefits and risks of anticoagul ants.
And | can't tell how many tines, after going

t hrough all of those and trying to convince the
patient that should be on one, their answer to ne
is no, they we refuse. And they consistently
refuse. W absolutely have to have that there.
We don't have control over it.

MEMBER VIDOVICH. It is nobre common
than not. You know how it is.

MR CHIU Can | add just really
qguickly just to their points, really fast? That
is a good point, | think that he is bringing up.
Sonme of our sets in terns of patient refusal,
actually, that would be considered a perfornance

not met, |ike cardiac rehab and |like referrals
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and things of that sort. Those are recently
updat ed, those sets.

But Iike for nedication we mght be
just a little bit nore leery. | see your point
about it being other the flip is like
over - nedi cation. And sonebody sinply doesn't
want it, it is a ned, there are sone uni ntended
consequences. So, that is why currently as it
stands it is '08 and 2011 when A-fib gets
updated, that issue will be discussed further
about patient refusal. W still consider that an
exception to the thing realizing you are going to
have a few people that are arguably gam ng the
system | can argue al nbst any nmeasure can be
ganed to sone degree.

But that is sonething that will be
taken up when we visit CHA2DS2- VASc and all the
ot her things for the next A-fib update.

CO CHAI R KOTTKE: Okay. Yes. h,
sorry, Tom

MEMBER JAMES: This kind of issue was

di scussed at one of the AQA neetings. And the
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consensus fromthat particular nmeeting, ACC was
i nvol ved, was that patient refusal is
appropriate, should be included as an excl usi on
but it should be nonitored and tracked by a
doctor for public reporting purposes.

MR CH U W do track the exception
rates of this. Hence, we have broken theminto
t he buckets but those are tracked. O at | east
we recomrend they are tracked if people use our
measure and ot her ones.

CO CHAI R KOTTKE:  Li nda?

MEMBER BRI GGS: | just wanted to speak
to the denom nator statenent because | think it
is not as clear as we would like it to be because
it tal ks about one or nore high-risk factors or
nore than one noderate risk factors.

For CHADS2, there are no like high or
noderate. It is in CHA2DS2-VASc, there are those
addi tional things that we added. The hi gh ones
are the stroke, TIA, other thronboenbolism So,
| amjust saying that there is a lack of clarity

there that nmaybe you want to clarify the
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denom nator statenent a little better, nmaybe as a
particul ar part nunmber of risk factors or what.

Ri ght now it says high or noderate.
And | know what CHADS is and | had to go | ook
that up because | had no idea where | would find
that. And it is really when you | ook at
CHA2DS2- VASc ver sus CHADS.

MR, CHI U, Wat page are you referring
to? The reason | bring that up is one of our
sections is --

MEMBER BRIGGS: Onh, |'msorry.
Actually, it is on page two, where it has the
nunmer at or and denom nator statenment and it is
actually in the beginning of the specification as
wel | .

MR CHIU Ckay. So, it nust have
been cut off. So, it is an error, an oversight
in our witing this but the denom nator actually
i s probably not even here but we actually do
specify it in our published docunent what
noderate is and what high-risk is delineated.

So, the high-risk being the prior stroke and the
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noder at e bei ng the other.

MEMBER BRIGGS: It is delineated
el sewhere. kay.

MR CH U So, | apologize it wasn't
witten here.

(Si nul t aneous speaki ng.)

MR CHI U  Yes, 2006 guidelines.

MEMBER BRI GGS: Ckay.

MR CHIU W actually cited directly
to the guidelines and wite it down. It is |ike
a table that | guess | think we naybe tried to
enbed and we weren't able to get the table in
there. So, oversight on our part.

MEMBER PHI LI PPI DES: So, they
performed reliability testing based on the
PI NNACLE data and the ICD-9 codes. | think it
was a signal to noise ratio at the |evel of
performance neasure and it had a very high score
of Iike 0.99.

So, it seens like for reliability
testing, it was reliable. And should we vote on

reliability?

Neal R. Gross and Co., Inc.

307

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




10

11

12

13

14

15

16

17

18

19

20

21

22

CO-CHAIR KOTTKE: Yes, let's vote on
reliability.

M5. LUONG Voting for reliability
starts now, 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

So for, reliability we have 47 for
hi gh; 47 for noderate; and six percent for |ow
So, it passes.

CO CHAIR KOITKE: Validity and threats
to?

MEMBER PHI LI PPIDES: So, in ny
opi nion, the specifications outline align with
the evidence. | could not find any fornal
validity testing. They basically | eaned on face
validity. They cited the fact that they polled
certain ACC and AHA conmittee nenbers. And there
was a hi gh nunber of those guys and gals who felt
that this was valid and that it basically
outlined good quality.

W tal ked about the threats to
validity in our discussion about the exceptions

and exclusions. So, | think we sort of went over
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that and feel okay with that. And as | nentioned
before, the data support the idea that there were
nmeani ngful differences in regards to perfornmnce
across a pretty large registry. So, overall, |
had not major problens with validity, as
out | i ned.

CO CHAI R KOTTKE: Anybody have the
urge? Seeing none, let's vote on validity.

M5. LUONG Voting for validity starts
now, 1 for high, 2 for noderate, 3 for |ow, and
4 for insufficient.

Validity passes with 18 percent for
hi gh and 82 percent for noderate.

CO CHAIR KOTTKE: Feasibility.

MEMBER PHI LI PPI DES: So, this again
was a review of nostly electronic medical
records. | believe that is correct, guys.

And they nentioned that the people of
value in the Registry in the review didn't have
guot e, unquote, any nmjor problens or ask to
changi ng anything. | had a hard tinme if there

problens in getting specific pieces of the data.
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| m ght not have | ooked in the right place. |
| ooked in the appendi x as wel | .

So, | couldn't find exactly what
percentage of the tinme they m ssed certain data
el enents, so just the broad statenent that there
was no major issues in extracting the data. And
simlarly there was no nention of sort of cost of
extraction or tinme of extraction that | could
find.

And | don't know if the devel opers
want to comment on that.

MR CHU 1'll comment on the cost
first. W don't really have a hard and fast rule
in terms of the cost. And | will say the
PI NNACLE, unlike all the other registries, one
advantage it has is that it is actually free to
physi ci an offices, so there is no cost
associ ated. Gbviously, the real cost is the
nurse or sonebody actually pulling the data.

That is the real cost there. W didn't actually
guantify the tine it would take for this specific

nmeasur e.
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The thought, obviously it is biased on
our part, we thought that this nmeasure was pretty
much easy to pull because a ot of this stuff you
al ready pretty nuch have, the diagnoses and
things of that sort. It should be easy to pull,
| i ke Cerner and Epic and all those others. So,
that is kind of what we think in ternms of the
cost.

And then your first point, in ternms of
the m ssing data we will probably have to get
back to you. That relates to the earlier
guesti on about assessnment on the risk factors.

So we can get back on specific nunbers. | don't
think there is a lot of mssing data but we can
certainly check, at |east on the few key el enents
needed for this neasure and get to your point, |
t hink, Dr. DeLong about what we do with the

m ssing data because there is a little

i ncongruence in the form

MEMBER PHI LIPPIDES: | think in regard
to the missing data, in this nmetric that nakes

sense that if sonmebody doesn't comment on whet her

Neal R. Gross and Co., Inc.

311

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




10

11

12

13

14

15

16

17

18

19

20

21

22

312

or not they anticoagulated or not, then that is a
no. This one it fits with the classic nursing or
doctor rule, that if you didn't docunent it, you

didn't do it.

So, ny suspicion is that 2(b)(7)
pertains to this netric and not to the |ast one
on an individual elenent level. | amjust
suspicious that that is what you are going to
find.

MR CH U Yes, we are going to
confirmit. This one, we are pretty certain that
i f you are not docunent, you are failing. So,
the point is you need to be giving the
ant i coagul ant .

MEMBER PHI LI PPI DES: So, those are ny
comments in regards to feasibility.

CO CHAI R KOTTKE: Seei ng no novenent,
let's vote on feasibility.

M5. LUONG Polling for feasibility
starts now, 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Feasibility passes with 29 percent for
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hi gh and 71 percent for noderate.
CO CHAIR KOITKE: Usability and use.
MEMBER PHI LI PPIDES: So in regards to
usability, at present, this measure is not being
publicly reported. It is being used in PINNACLE,
| guess in sonme ACC practice inprovenent
pat hways. It is sort of percolating on that
| evel .
There is nention that this m ght be
picked up in CM5 in the future and it is sort of

a nore robust for maybe part of the PQRS conpl ex

of netrics. But that is sort of where it is. | t
is alittle bit early on, | guess, inits
nmenti on.

MR CH U Wen we wote this, this
was actually -- just to give you a little
history, this was actually witten I think in
Decenber 2013. And it was supposed to be
reviewed last tine and it wasn't. So, sone of
this are the factors of it being old.

So, hence, this is actually, one thing

we can say, | think we wote this as we weren't
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sure if it was. Now, we are certain it is in
PORS. This neasure, 1524 is a piece of this.

MEMBER PHI LI PPI DES: kay, so | should
have read the nore PQRS. It's in there. Thank
you.

And overall, | have no nmjor issues
with usability.

CO CHAI R KOTTKE:  Uni nt ended
consequences?

MEMBER PHI LI PPIDES: | don't have any.

CO- CHAI R KOTTKE: Let's vote on
usability and use.

M5. LUONG Polling starts now for
usability and use: 1 for high, 2 for noderate, 3
for low and 4 for insufficient information.

Usability and use criteria passes with
41 percent for high and 59 percent for noderate.

CO CHAIR KOTTKE: We will vote on the
overal | .

M5. LUONG  For overall suitability
for endorsenent, polling starts now, 1 for yes

and 2 for no.
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Measure 1525 passes for overall
suitability for endorsenent, with 100 percent.

CO CHAI R KOTTKE: Any issues of
conpeti ng neasures, George?

MEMBER PHI LI PPI DES: There are two
conpeting netrics out there but both of those
have to do with patients who have al ready
suffered a stroke ad they are both, | believe
in-patient to traditional care nedicine
out-patient based. So, it really is a slightly
different population. This is primary prevention
trying to stop the first row. So, | don't think
there is a nmjor issue.

CO CHAIR KOTTKE: Than you. It is
break tinme. Fifteen m nutes.

(Wher eupon, the above-entitled natter
went off the record at 3:21 p.m and resuned at
3:33 p.m)

CO CHAIR GEORCGE: This is Measure
2461. Qur devel opers are here. | just wll let
everyone know that Sana has recused herself from

this nmeasure. And the discussants are Carol,
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Joseph and Tom Janmes. So, devel opers, if you
wi Il introduce the neasure.

DR, KUSUMOTO G eat. Thank you very
much for this opportunity. M nane is Fred
Kusumobto. | amfromthe Mayo Cinic. | aman
el ectrophysi ol ogi st here representing Heart
Rhyt hm Soci ety. So, thank you again. |
appreciate it and do want to acknow edge t hat
Sana is one of the principal developers for this

and actually recordi ng sone of her work here.

So, this first data nmeasure, 2461

really | ooks and gets at this sort of first

i n-person eval uati on of soneone with a new

I npl ant abl e device. Renenber that a | ot of
people are inplanted with devices, 200,000 to
300, 000 people and we are really tal king about
new devices. And the reason we want to focus on
new devi ces i s once these devices get inplanted,
it is inportant to realize they then shift their
environnment of care to an outpatient situation

where the nonitoring then and the care of that
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patient then changes over tine because a device
I s sonething that can be prescribabl e or changed.
In other words, this isn't an inert thing. It is
not like getting a hip or a prosthesis of sone
kind. This really is a newtool that then can be
used and taken care of.

So, a couple things. So, let's take
a l ook at the evidence base, briefly, before you
guys speak about it. Renenber that the in-person
eval uati on has been around since the 1990s. It
has been endorsed not only by Hearth Rhythm
Soci ety but also by the Canadi an Soci ety of
Cardi ol ogy. The reason for this is because this
first visit is critical first of all for
coordi nating care but al so because the great
majority of conplications occur during this first
nont h anywhere fromtwo to five to six percent of
| ead i ssues where in fact | ead probl ens get
recogni zed.

This first visit is also very critica
and unfortunately, there is a big gap for care.

Sana has done wonderful work | ooking at the
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Medi care sanpl e where there has been 40, 000
patients with devices in place where, in fact,
only 40 percent of those patients actually
recei ved the appropriate guideline-directed

f ol | ow up.

In addition, there is significant
consequences to not having this appropriate
foll owup for the sanme group in a group of
patients with ICDs. So, these are devices then
to defibrillate patients when they have sudden
cardi ac death or ventricular arrhythmas. 1In a
group of 70,000, in fact, again, 40 percent of
patients did not get appropriate follow up and
t hose patients, when you | ooked at one-year,
two-year, three-year nortality had a seven
percent increase in nortality.

This is not just in isolation. If you
| ook in the Canadi an dat abase, again, 10,000
patients fromOntario, in fact who had |1 CDs, they
have nmuch better follow up, 86 percent of those
patients, in fact, got appropriate foll ow up

within this tine period. But in fact for those
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patients who did not get followup, there is a 30
percent increase in nortality in that group.

So, critical, a gap, a lot of
variability and very inpactful.

CO CHAI R GECRGE: Thank you. And who
is -- Carol?

MEMBER ALLRED: Thank you. Now, can
you hear ne? Geat. Thank you for that

wonder ful introduction. You really set the

st age.

Ckay, can you hear nme now? All right,
very good.

| think that was a great introduction
and set the stage well for the nmeasure. | was

particularly struck by the first followup visit
bei ng so inportant because of the conplications
and because of the education of the patient and
their famly. It is a wonderful tinme for themto
finally get their act together and ask questions.
This is a personal experience. | do have an |ICD
i npl ant and between the tine of inplant and that

first visit, lots and |l ots of input from people
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with things that sone were true, sone were not
true, but everyone had an opini on about what was
going on and what | needed to know. So, it was
good.

| would agree 100 percent with the
nuner at or statenment here. | would disagree with
you on the denom nator statenent in that | think
the person with a repeat procedure still needs
that followup visit because the chances for
i nfection, the chances for | ead novenent, the
chances for any nunber of things, and sonetines
just the reprogranmmng. | had a different device
put in. | had extra leads put in. | needed that
sane followup that everybody else did. So, |
woul d i ncl ude those peopl e.

CO CHAI R GEORGE: Can you speak to the
evi dence right now?

MEMBER ALLRED: The evidence really
doesn't address the follow up person with a
repeat procedure. It is one of the exclusions in
t here.

The evidence itself is one study with
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a fairly small nunber. | thought could have been
alittle bit better evidence but it was very good
and | thought what was there was accurate.

DR, KUSUMOTO G eat, thank you. And
let's bring up, when we tal k about the
denom nat or statenent because your point is
incredibly well taken with regard to thinking
about this problem about this difficulty because
t hose patients who have devices in place are an
i ncredi bly inportant group. The reason, just as
a quick aside, just to acknow edge this inportant
point, is that it suddenly makes our group very
variable. And so that it nakes it sonewhat nore
difficult.

MEMBER ALLRED: Absol utely.

CO CHAIR GEOCRGE: Tom do you have a
conment on the evidence?

MEMBER JAMES: Yes, and there is
nothing like nmeeting with the devel oper to start
changi ng sone of ny thoughts but nmuch of it has
to do with definitions. Because when | started

| ooki ng at the evidence and started thinking in
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terms of, fromthe title, in-person evaluation
and then | ooking at the EKCS study -- you didn't
mention that one.

DR, KUSUMOTO | didn't. | was going
to let you do it.

MEMBER JAMES: Ckay, this is where we
had that discussion. But the part where the EKGCS
study | ooked at anbul at ory neasurenent from
renote nonitoring, as Fred was pointing out, this
was subsequent to an in-person eval uation.

| had gone to the Heart Rhythm Society
and the European version to | ook at what evidence
they had. Again, so nuch of this was
definitional, | was convinced from speaki ng that
if | changed the definitions to sonething that a
general internist |like me could understand, then
| think we have got good solid evidence behind
this one. So, | would be supportive on the
evi dence | evel .

CO CHAI R GECRGE: Ton®

CO CHAI R KOTTKE: So, you have just

confused nme. Wsat is the problemyou have with

Neal R. Gross and Co., Inc.

322

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




10

11

12

13

14

15

16

17

18

19

20

21

22

the definition?

MEMBER JAMES: The definition, it says
i n-person and yet it | ooked Iike fromsone of the
studies, it was done by renote nonitoring. But
the point was that that study started after the
i n-person visit. And secondarily, it is the
definition of who is an appropriately trained
clinician. Because | thought well, heck, | see
peopl e who have had a pacenaker in ny office. |
can't do anything about it but I know they are
t here.

So, if we have the clarification on
the training | evel, who is the appropriate one,
and then finally what is mssing fromthe
evi dence what actually happens during that
neeting, that in-person evaluation. And that is
better defined in this docunment than it is in the
measur e.

And | think just adding those as
definitional elements will satisfy this.

CO CHAI R GEORGE: Any other coments

on the evidence? ElIlen?
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MEMBER HI LLEGASS: The only coment |
had was | was concerned about the two- to
t wel ve-week wi ndow. | thought twel ve weeks was
too long but | know you base your statenent on
t he evidence and the evidence did say two to
twel ve weeks. But | still believe that is too
| ong.

DR, KUSUMOTO | can't help but agree
with you. So, our practice at the Mayo dinic is
ten days, seven to ten days. And so, there is no
guestion | absolutely agree with you.

Havi ng said that, the evidence which
t hen goes with the consensus statenent is two to
twel ve weeks. And because of that, that is where
our evidence is, that actually Sana's study has
| ooked at, as have others, the Ontari o dat abase
and al so Hess et al. when they | ooked at the NCDR
dat abase and really called that out.

So, when you start to | ook at evidence
with large nunbers greater than 100, 000 patients,
it really, sadly, is two to twel ve weeks, even

Wi th our personal issues associated with that.
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MEMBER HI LLEGASS: Yes, | wish there
was evi dence to show a shorter anount of tine
because | really think you need that.

MEMBER ALLRED: | agree with that,

t oo, because if you are going to have an
i nfection, you need to catch it sooner, rather
than | ater.

DR. KUSUMOTG And that is the one
thing I wanted to enphasize in this nmeasure. It
is really a care coordination nmeasure. It really
is maki ng sure that we transition and put
responsibility on the inplanting physician that
hey, if you are going to inplant it, you are
responsi bl e for then nmaking sure that this
patient sees sonmeone at sone period of tine.

MEMBER ALLRED: | agree.

COCHAIR GEORGE: If there are no
ot her comments, we will vote on the evidence.

M5. LUONG Polling for evidence
testing starts now. |'msorry, polling for
evi dence starts now. 1 for high, 2 for noderate,

3 for low, and 4 for insufficient, and 5 for
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i nsufficient evidence with exception. And this
is for measure 2461.

For this nmeasure, 38 percent voted
hi gh and 63 voted for noderate.

CO CHAI R GEORGE: Ckay, we will nove
on to performance gap and disparities.

MEMBER ALLRED: kay, perfornmance gap.
There is definitely a performance gap. | think
only 42 percent of patients actually received
that first followup visit during that period.

So, that is an opportunity to inprove.

There is sone disparities information
that indicates that white Angl o- Saxon peopl e have
a higher incidence of having that follow up visit
than mnorities do. So, that is an inportant
area. W need to address that disparities gap.

MEMBER JAMES: | woul d corroborate
that fromour own data within a Medicaid plan.

CO CHAI R GEORGE: Any other coments
or discussion? If not, we wll vote.

M5. LUONG Polling for performance

gap starts now, 1 for high, 2 for noderate, 3
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for low and 4 for insufficient.

For performance gap, it passes with 81
percent for high and 19 percent for noderate.

CO CHAIR GEORGE: And priority.

MEMBER ALLRED: It is a high-priority
item It is a growi ng area because there are
| i ke 55 percent nore people with inplants in the
| ast ten years. So, currently, there are 2.9
mllion people in the United States with
I mpl ant s.

| think it is an expensive area and,
obvi ously, patients w thout good care aren't
going to do well.

CO CHAI R GEORGE: Conment s?

MEMBER DELONG. | have a question out
of total ignorance. Are these procedures all
sort of equivalent in their need for follow up
and their risks?

DR. KUSUMOTO So, | can answer that
with regards to the sort of clinical need. You
know certainly we have sort of one-|I ead,

two-1 ead, and three-| ead nodels of devices. In
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fact, this first foll owup, although you are
going to recogni ze nore | ead issues, obviously if
you have nore, the nore | eads you have, the nore
likely that you are going to run into issues. As
Ms. Allred pointed out, the big issue here is
this change in care environnent. So, | would
make the argunent that even though there is sone
conplexity associated with it, you are nore
likely than to find problens let's say with
defibrillators conpared to pacenakers because

t hose are designed, as Janey said to be pacenaker
pluses, right, the plus is the defibrillation
porti on.

The big issue that cones here that the
| nportance of this neasure really is making sure
that the patient is touched personally and sone
of these questions can be answered.

MEMBER JAMES: Two responses. First,
as a clinician, the ability to foll owup and
ensure that the questions are answered and t hat
patients understand, helps to generate that

conpliance. W tal ked about that with drugs
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previously. The sane thing applies with devices
to be used appropriately.
Secondarily is a health plan. This is
consi dered an expensive type of investnent in a
patient. you want to make sure, as a health
pl an, as a payer, that you are protecting that
i nvestment. Doesn't that sound terrible?
MEMBER ALLRED: No, it is not
terrible. | think it is great. Absolutely.
CO CHAI R GECRGE: Any ot her comments?
MEMBER PHI LI PPI DES: A very brief
corment. |s there anyone here who places these?
She just left. That's too bad.
| think sonetines the paynent for
t hese procedures are bundled. |Is that correct?
Such that, if you touch a patient within a
certain amount of tine after you place this,
there is no additional incone conming in to the
system So, this is another one of the sort of
many netrics that is sort of going upstream
agai nst sort of the RVU and paynent tide and

trying to change behavior in sort of a very
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difficult tine.
So, ny suspicion is sonetines when

peopl e go outside of these ranges before they

times they can actually start to get reinbursed

cynical but | think that is the reality.
So, | like this neasure because it

starts to push back agai nst sone of that stuff.

that as a surgeon | amhorrified that we even
have to have a neasure |like this.

MEMBER ALLRED: Absol utely.

just going to throw it out there.
(Laughter.)
MEMBER HOLLANDER: It is the

definition of a visit. And so ny job nowis |

Neal R. Gross and Co., Inc.

arrange followup, that is naybe one of the first

again for the work. | know that sounds somewhat

COCHAIR GEORGE: If | could just add

go

COCHAIR GEORGE: All right, let's
ahead and -

MEMBER HOLLANDER: Actually, |'m going
toraise it. It is not that relevant to the
voting but it will be in tw or three years.

"m
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runni ng a huge tel ehealth programfor Jefferson
and everybody is looking into doing visits by
tel eheal t h.

And so | think as neasures like this
roll out, this may be a perfect thing,
particularly if you have a patient traveling 50
mles or 75 mles to get to a referral center and
they have it planted, that you could actually do
this by video conference.

So, | just put it out as we start to
think about it in this and ot her neasures,
defining a visit is going to beconme inportant in
the near future and we nmay want to do that.

MEMBER ALLRED: | would have to
di sagree in that | don't think you could do the
first initial visit by tel econference because it
is the hands-on. It is the |ooking at the
incision. It is all of the different things
going into it plus the personal interaction
bet ween you and the person who has put it in and
you get your questions answered.

MEMBER HOLLANDER: My point is still
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we shoul d define the visit.

MEMBER ALLRED: Yes, you're right.

MEMBER HOLLANDER: It nmay or may not
be appropriate for every condition but we should
at | east know what counts and what doesn't count
as we go forward.

MEMBER ALLRED: Right.

COCHAIR GECRGE: All right, let's go
ahead and vote on priority.

M5. LUONG Polling for high priority
starts now, 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

High priority passes with 69 percent
voting for high and 31 percent voting for
noder at e.

CO CHAI R GEORGE: Ckay, we will nove
on to scientific acceptability, the
specifications and reliability testing.

MEMBER ALLRED: Ckay, | amgoing to
throwit to one of ny coll eagues.

MEMBER CLEVELAND: |'m happy to take

over, at least for the reliability.
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So, | think the strength of this,
again, is enphasized. So, the clinician-I|evel
analysis | think that is a very -- for the
specifications, | think that is the place where
this needs to be.

The specifications will include codes.
| guess, it is going to obviously transition in
the adm nistrative fromICD to | CD-10 codes. And
so it is well thought of that way.

There is a fairly sophisticated
algorithmthat is detailed but in |ooking through
that algorithm | think that is areliability, at
| east for the specifications present.

The validity testing, in terns of --
| don't know if we want to tal k about the specs
only or talk about the reliability testing, too,
as wel | .

Ckay, | don't know. Tom do you have
anot her thoughts?

MEMBER JAMES: No, you are summ ng
that up right. | think the attribution

nmet hodol ogy is going to be the key thing because
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if it is billed out as a group, who is going to
be responsi bl e?

CO CHAIR KOTTKE: W don't have
trouble with attribution at Health Partners. W
have got the algorithns and the algorithns are
there. It is not a big --

MEMBER ALLRED: And | think the
nmeasure actually states that the person who
i npl ants the device has primary responsibility.

CO CHAI R GEORCGE:  Liz?

MEMBER DELONG. Ckay, that was ny
guestion. |Is it the interventionalist or the
PCP? | thought this was a transition, partly a
transition neasure, in which case you woul d
expect the PCP to pick up.

DR, KUSUMOTO  So, ny apol ogies for
confusing you with regards to the definition. It
is atransition nmeasure in the sense that it is
transitioning froma hospital situation to an
outpatient situation. But it is the hospital --
so, this is inportant because it squarely puts

the responsibility of this transition and the
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correct hand-off into one unequivocal place.
That is what is critical. The inplanting
physi ci an.

CO CHAI R GEORCE: Gerard?

MEMBER MARTIN: So, | have been
waiting for ny first tine to do this today and
that is, representing children. | knowthis is
descri bed as being for adult patients. This is
absol utely one neasure that there is no reason

why it should be just adults because of the --

and this applies to children as well. And |
don't know how you all deal with that. It is
sonmet hing that pediatric centers could do. | am
sure that we actually do it. | hope. And I

don't know why we are keeping this just to the
adul t age.

DR, KUSUMOTO It is an incredibly
i mportant point. So, we will talk about this on
t he next section.

Wth regards to nmaking sure that the
test was done appropriately et cetera, Medicare

fee-for-service with critical, just with regard
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to the billing piece, at least for this, for our
testing.

CO CHAI R GEORGE: Any ot her conmments on
reliability, specifications? If not, we will go
ahead and vote.

M5. LUONG Polling for reliability
starts now. 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Reliability passes with 50 percent
hi gh and 50 percent for noderate.

COCHAIR GEORGE: Al right, we wll
nove on to validity.

MEMBER CLEVELAND: So again, validity
for this nmeasure was conducted at the |evel of
the data el ement and, again, using Medicare
fee-for-service clains. Essentially, the data
was conpared fromclains to date in the patient
chart and then conputing sensitivity specificity,
positive predicted val ue, negative predicted
val ue. Those were all in the 95 to 100 percent
range. So, that inplies, again, at |east

supports, | think, indirectly the validity of
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this nmeasure. So, |, personally, did not see any
problems with validity.

CO CHAI R GEORGE: Any questions on
validity? Al right, we will vote on validity.

M5. LUONG Polling for validity
starts now. 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Validity passes with 75 percent voting
hi gh and 25 percent voting noderate.

CO CHAIR GEORGE: Mwving on to
feasibility.

MEMBER CLEVELAND: The data is --

MEMBER JAMES: |t would be
i nteresting.

CO CHAI R GEORGE: Any other coments
on feasibility? Oay, we will take a vote on
t hat .

M5. LUONG Polling for feasibility
starts now. 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Feasibility passes with 31 percent

voting high and 69 percent voting for noderate.

Neal R. Gross and Co., Inc.

337

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




10

11

12

13

14

15

16

17

18

19

20

21

22

338

CO CHAI R GEORGE: Usability?

MEMBER CLEVELAND: So, for this
nmeasure, the proposed result is okay, but | think

MEMBER JAMES: The only parts that
had any concerns about was thinking in terns of
what public reporting would be. For ne, as a
primary care physician, how would | go about
j udgi ng a cardi ol ogi st based upon havi ng
i nformation on this?

So, | think for a cardiologist, it is
great. |I'mnot sure for the rest of us what we
are going to do with that information.

MEMBER CLEVELAND: Send himto
sonebody el se.

CO CHAI R GEORGE: Kristi?

MEMBER M TCHELL: My question to the
devel opers: have you thought about the
i mpl enentation of a nmeasure like this in an ACO
or sonme other closed system such that it wll
address the issue about the data and be able to

follow Ms. Jones across tine and setting?
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PARTI Cl PANT: So, Kristi, the proposed
rul e that cane out the other day,
el ectrophysi ol ogists, so if they were the ones
using this neasure, are actually not included in
t he one ACO piece; they are actually part of the
exclusivity, they are excluded fromexclusivity.
So, obviously, that is in the proposed
rul emeking. It is a three-day old proposed rule.
So, we did -- that is sonething we | ooked at
right away. So, to answer your question, the
inmplications at this point if the proposed rule
| ooks like the -- if the final rule |ooks Iike
t he proposed rul e that physicians,
el ectrophysi ol ogists will continue to have the
flexibility to practice in multiple settings.

And then if the patient's primary care
provider is in a particular ACO then that wll
allow themto ensure that the patient is going
back to their hub.

CO CHAI R GEORGE: Any ot her di scussion
on usability? Al right, we will vote.

M5. LUONG Polling for usability and
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use starts now. 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient information.

For use and usability, both criteria
passes with 31 percent for high and 69 percent
for noderate.

COCHAIR GEORGE: Al right, so we
will vote on the overall suitability for
endor senent .

M5. LUONG Polling starts now for
overall suitability for endorsenment: 1 for yes
and 2 for no, please.

For Measure 2461, it passes with 100
percent yes for overall suitability for
endor senent .

CO CHAIR GEORGE: And are there any
conpeting neasures? W wll nove on to Measure
2474.

CO CHAI R KOTTKE: Ckay, cardiac
t anponade and/ or pericardi ocentesis foll ow ng
atrial fibrillation ablation.

DR, KUSUMOTO  Ckay, thank you very

much again for the opportunity.

Neal R. Gross and Co., Inc.

340

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




10

11

12

13

14

15

16

17

18

19

20

21

22

So, 2474 really | ooks at a procedural
conplication, pericardial tanponade during a
procedure that el ectrophysiologists do. You
heard from M chael from ACC earlier, and you guys
all know AF is everywhere. R ght? | nmean it is
in the water. | see it innmy clinic all the
time. And really a very, very difficult problem

W had spoken about the stroke issue
earlier with regards to the anticoagul ation. The
second issue is synptons.

So, a fair majority of patients are
asynptomatic with atrial fibrillation, but a
| ar ge nunber of them actually have significant
reductions in quality of life with this. W have
nmedi cati ons and they can be used for this.
Unfortunately, the nedications at the end of the
year failed half the tine, if not nore, and they
are associated with significant risks.

For exanple, in the affirmtrial,

t hose patients who are on our strongest nedicine,
am odarone, actually had a higher risk of being

hospitalized in the | CU because of pul nonary
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conplications and ot her issues.

So, our alternatives for treatnent are
very poor. And for this reason, over the | ast
ten years, it is really remarkable, | did ny
first atrial fibrillation ablation back in 1996
that in fact this has now enmerged as one of the
principle procedures that is done for the
managenent of atrial fibrillation.

It is now being done nore and nore
frequently, and the big issue with this is
conplications. As | tell all of ny patients,
this is an elective procedure. And what we need
to do is to make sure that we avoid risk -- risk
of stroke, risk of urgent surgery, risk of et
cetera, et cetera, et cetera.

When you | ook at major risks of
pericardi al tanponade, where the heart is
i nadvertently perforated in the heart wall and,
in fact, you then have fluid going around the
heart is actually a signal inportant event. This
is really, this event should not happen. You

really think about this as a serious adverse
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event .

| 1 ook back on our experience at Mayo
Clinic, again, because we have systens in place
because of this issue, we actually have not had
any of these events over the last ten years at
our place. And this is not trying to spout, et
cetera. This is really because we took great
effort to take a ook at this, per se.

Now, ny coll eagues at the Mayo Cinic
Rochester, however, have had sone events. Again,
not di sparagi ng, again, different patient
popul ations, et cetera. And it is anywhere from
one to two, to three percent of patients. And
the clinical outcones with these problens are
key.

So, if the Mayo Cinic Rochester
experi ence about another 15 percent of those
patients had pericardial tanmponade actually went
on to surgery. Those patients who have
pericardi al tanponade have | onger
hospitalizations. In a 100,000 patient database,

| ooki ng at the nationwi de hospital inpatient
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sanple, in fact the hospitalization was seven
days for those patients who had pericardi al

t anponade versus those patients who did not,
whi ch was about a day to day and a hal f.

In addition, those patients who have
had pericardi al tanmponade, even if treated, if
you | ook at Chinese data, in fact 25 percent of
t hose patients actually devel oped what we call
post car di ot ony syndrone, where in fact they get
chest pain and so forth. So, this is something
that Iives with them

So, this really is an event that
shoul d not happen. And for this reason, we feel
that this is a very inportant thing to neasure,
report, and hopefully mnim ze.

CO- CHAI R KOTTKE: Great. Thanks. Joe,
Jason? Who?

MEMBER SPANGLER: Let nme turn ny
speaker on. Sorry about that.

This is a negative or a conplication
measure. So, the |ower the nunber, the better

the quality, just so we keep that in mnd. W
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had a few of those earlier to discuss.

| had sone issues with the evidence
with this, mainly because | didn't feel like
there was any QQC provided. It seened like it
was only expert opinion, even though it was based
on a guideline, but the expert opinion didn't
seemvery specific to ne for the actual neasure

that we were | ooking at.

So I -- going through the algorithm
that we have, | actually thought the evidence was
not | ow but actually insufficient; | didn't think

there was evidence that went directly with the
neasure that we were | ooking at. So, that was
kind of ny maj or issue.

M5. JOHNSON: So, let ne interrupt
here and just nake sure everybody understands our
criteria for evidence for outconme neasures.

So, for outcone neasures, we do not
necessarily ask for the QQC. So, what we want
t he devel opers to provide for us is a rationale
for saying that at |east something that they can

do can help that outcone. So, that is what you
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need.

MEMBER SPANGLER. (Okay, so | apol ogi ze
for that. Sorry about that.

MS. JOHANSON: No, that's fine.

MEMBER SPANGLER.  So, then | woul d say

there is a rationale. | would agree with that,
but | still feel |like that the evidence -- there
is arationale, but it still feels to ne that the

evi dence that they are providing is not directly
related to the actual neasure that we are | ooking
at .

CO CHAI R KOTTKE: O her comments?
Joe, do you want to talk about why it is bad to
poke a hole in the heart?

MEMBER CLEVELAND: Thank you,
Chairman. | think the only other thing I think
t hat confounds this a little bit -- | nean |
think this is sonething where I can understand
the rationale and as a cardi ac surgeon | agree
this is a bad problemwhen it occurs. And at our
pl ace, fortunately, | think it has been over five

years since we have had to take anybody to the
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operating roomfor this. So it is infrequent but
when it occurs it is disastrous.

So, the only question | have, and this
is in our neasure worksheet, is the question
about other structures or processes of care. And
| guess | would ask the devel opers, are there
standards for periprocedural nanagenent of
anti coagul ati on? Because | assune all these
peopl e have -- well, nmaybe they are not all on
anti coagul ation as we | earned, but a vast
majority of themare. So, are there standards
for, interns of target I NRs before one proceeds
with this and things like that? So, | could see
if one lab is willing to do a cat heter-based
ablation with sonmeone with an INR 23 and
everybody el se has to be |l ess than two. How do
we control for that? Because that could affect
t he out cone.

DR. KUSUMOTO So, a great point with
that. So, the problemwth that is that there is
going to be variability with regards to then you

have introduced variability into that, which
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makes it sonewhat difficult.

For exanple, for patients with
persistent atrial fibrillation, when they |eave
the | ab, they are going to be in sinus rhythm
So, in fact, because this is their highest period
for having stroke, in fact we denmand now actually
bef ore we used to do | ow nol ecul ar wei ght
heparin, actually we now do those procedures wth
patients on full anticoagulation. And actually
our lab has | ooked at the, they call them novel,
but the new oral anticoagul ation agents. In
fact, it is actually fairly safe. W have not
seen, albeit in small nunmbers, any change sort of
in our outcones with regards to pericardi al
ef fusi on and tanponade. And that is why we
specifically chose tanponade as opposed to just
t he devel opnent of effusion.

| nean, this is sonething that is very
definable. This is sonmeone who now has a second
procedure with a needle in their chest or
open- heart surgery, et cetera, which really then

becomes a signal event.
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CO CHAI R KOTTKE: Thanks. Henry Ting
online. Wlcome Henry. You had a question?

MEMBER TI NG  Yes, not a question.
Just a comment. | thought the evidence was a
pass because this is an outcone neasure.

CO CHAI R KOTTKE: Ckay, thank you
Gerard, are you voting? No. Judd is, though

MEMBER HOLLANDER: Yes, so | guess you
are, effectively, trying to make this a never
event. And so then ny question concerns
uni nt ended conseguences.

So, | have no know edge in this area;
| don't know how nuch of this is operator error
and how nuch of this is patient-related factors.
But my question is: are they going to be patients
who nmi ght have received an abl ati on before who
now won't because the operator considers themtoo
hi gh risk?

DR, KUSUMOTO So an absol utely great
point. But again, and there are sone patient
characteristics that are associated with the

devel opnent of pericardial effusion that we wll
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obviously go through if this passes this hurdle.
Having said that, the great nmgjority of this,
albeit small, nunber is really relative to the
physi cian hinself or herself, in fact, in how
they are handling those catheters inside the
atrium | nmean it really is where gentleness is
really critical, no matter how nuch you are
abl ating or not ablating, et cetera. The gentler
the ablation is, the better the catheter
handling, et cetera. So, this really is a
gual ity piece.
CO CHAIR KOTTKE: Geat. (eorge?
MEMBER PHI LI PPIDES: To follow up on
t he conments you both made: would a practitioner
after this goes into effect, shy away from doi ng
this procedure on patients who require
anti coagul ati on because, by definition, they have
a nmuch higher risk of tanponade and effusion?
DR, KUSUMOTO  So agai n, an
interesting point. And | think this data is
evol ving dramatically and quite quickly and

couldn't be included into the application. In
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fact, | would say that 95 percent of our patients
that we abl ations on actually now, over the | ast
several years, because our nminly persistent
atrial fibrillation are on anticoagul ati on.

So, while | think there is certainly
no question that if you are on anticoagul ati on
are nore likely than to bl eed and then have
t anponade. But then what is going to happen, |
will give just a personal anecdote here froma
case froma few days ago, actually. A wonan who
actually cane to us for an ablation for atrial
fibrillation went and did this transseptally.
You have to go fromthe right atriumto the |eft
atriumto sort of get your catheters into place.
Well, as part of our sort of zero tolerance for
this event, we have an intracardiac echo in place
during this procedure. Wat this is is an
ul trasound so we can nonitor the effusion.

Vell, she had a slight effusion to
begin with, which is common in patients on
anticoagulation. W did this and there was this

guestion: Was there a slight increase in the
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ef f usi on?

So, because of these sorts of systens
in place, we then stopped the procedure. And
t hen, because of our zero tol erance, we actually
t hen woke the patient asking are you having any
chest pain. |In fact, she was having a little bit
of chest pain. So, we in fact then stopped the
procedure. And then what?

Well, | am not sure whether or not she
woul d have, if we woul d have then anti coagul at ed
her further as we would often do as we do for the
rest of the procedure, would she have then gone
on to devel op tanponade. But the point is that
even in these patients who have higher risk for
t anponade and for devel opi ng peri cardi al
effusion, there are ways to nonitor this, to make
this still a never event.

CO- CHAIR KOTTKE: Let's see. Jason
and then Liz.

MEMBER SPANGLER: So, I'mgoing to go
back on sonething | earlier said because | am

rel ooking at this. Cbviously, | think | |ooked
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at it not as an outcone. So, the evidence is, |
agree with Henry, not as inportant.

The question | have is when we are
| ooki ng at a health outconme neasure and the
processes and structures of care, you have
menti oned sone of the things that can inprove. |
guess ny question is, you know you tal k about
hi gh-quality A-fib ablation and sone of the
t hi ngs you have done. Are those the standards,

t he benchmar ks?

So, what | amtrying to figure out is
if we have this type of neasure and people don't
score high on this measure, do they know what to
do? Do they know how to inprove upon this
neasure? So is it because they are not
perform ng at the standard of care or is this
because this is a conplication that happens? |
mean | guess ny question is: Can this be a never
event? That is, basically, ny question.

DR, KUSUMOTO M personal thought is
yes or certainly pretty darn close to it. |

mean, who knows? But | do think that yes, this
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can be made a never event wi th good systens of
care, and good training and teaching, and all of
t hose kinds of inportant things.

MEMBER SPANGLER: And it doesn't
matter whether it was out there?

DR, KUSUMOTO Yes, | think that they
are, in fact. You know again, that is why I
think this sort of nmeasure is so inportant. That
is why | feel so passionately about that and you
hear this in nmy voice. | think this is sonething
t hat can be done.

W do it in our small system \What do
we do? Well, we have people when they want to
| earn AF abl ation, they cone to our place as
visiting scholars for a week to week and a hal f.
We go through our systens with them |In fact,
not just the procedural piece of this is how
nove ny hands, et cetera. WlIl, these are the
things that we do. Here is the checklist that I
go through. Once | have done the transseptal,
am | ooking at the ST segnents. | amdoing this.

| amdoing this. | amdoing this, et cetera.
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Here are things that can happen.

So, we do this sort of in our own sort
of place in a sort of -- in an organized fashion
but, nonethel ess, not nationally. |If you had a
neasure like this, there would be an enphasis, |
think, of nmoving this ball forward to make this a
never event.

CO CHAI R KOITKE: Liz and then George.

MEMBER DELONG So, | ama little bit
confused about perverse incentives. |s there not
an ongoing trial of ablation versus is it nedical
t her apy?

DR KUSUMOTO.  Yes.

MEMBER DELONG So, there is an
alternative and the jury is actually out as to
which is better, unless there are pre-specified
patients who are destine for ablation. |Is that
t he case?

DR, KUSUMOTO So a great point. So,
let me just, again, | don't want to take the
committee's tine too much. There have been

trials that have | ooked at abl ati on versus
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medi cati on, both in nuance in atrial fibrillation
and in patients who have actually failed a prior
drug therapy.

Let's take the prior drug therapy
first because those were the ones that were done
first. So, these were patients who had failed
one drug; they randoni zed to anot her drug, which,
obvi ously, doesn't work, and then the ablation
does better. It does better in the sense of |ess
atrial fibrillation and inproved quality of life,
t hose kinds of indices. The study that you are
referring to, CABANA, is |ooking at hard outcones
with regards to stroke and hospitalizations.

MEMBER DELONG. So, | guess the
perverse outconmes are there are alternative
t herapi es, potentially, and to avoid doi ng an
abl ation on a patient would nmean that you m ght
be switching the patient to something that is
equal ly effective, but you do not capture the
revenue fromdoing that. And | don't know which
one wei ghs out.

DR, KUSUMOTO  But you woul d capture
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-- again, these are patients often, at |east at
our place, they are drug refracted. | nean, they
really don't have a ton of options. | nmean this
is really, it is sort of the last stop. And | do
think that if you nake the hurdle a little
hi gher, with regards to we are going to neasure
this and we are going to report it and we are
going to show it off to the world that, in fact,
| think that you would then put the onus on the
provi der doing this procedure to in fact do a
hi gh quality job.

CO CHAI R KOITKE: Ckay, are we ready

to vote? Oh, two people. Tom and then Joe.

MEMBER JAMES: M ne's a question. And

speaking to the relative inportance, what | found
is one article from Sue showi ng 2.9 percent

i nci dence of tanponade with this. The paper
talks in terms of two mllion people with atri al
fibrillation. | amtrying to get down to what is
the incidence of all of this to get a relative

i mportance?

DR, KUSUMOTO Yes, so that is good.
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W will talk about it, too, hopefully again if we
pass the validity and reliability piece. W in
fact took the |arge database of 600,000 patients,
a mllion sort of events, et cetera, and ki nd of
| ooked at sort of the incidence.

And if you kind of run through those
nunbers, you are | ooking at a coupl e thousand
sort of patients, which if, in fact, you then
put this on the, what do | want to say, the
peopl e who do the majority of these procedures
who are, in fact, those people who do | ess than
20 procedures, you would then get rid of, if you
made them zero, 90 percent of the events.

Now, | am not saying that it would
potentially be zero but, nonetheless, there is
clearly -- if we again talk about gap and
potentials for benefit fromthis neasure.

CO CHAIR KOITKE: So, this really begs
the -- you know I think the right denom nator is
the patient with the ablation, not the patient
with atrial fibrillation. And this has to do

wth 0715, too. It is the denomnator is the
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patient in the cath |ab.

Joe and then Gerard.

MEMBER CLEVELAND: Yes, ny only other
coment, | guess, to address at |east Judd and
maybe Liz is would people not want to do this or
woul d people be denied this procedure? As a
cardi ac surgeon, there is, actually, we do open
maze procedures still that actually if you are
seeing this growing effusion, | amgoing to stop
t he anticoagul ant and maybe this is a person who
shoul d go for a radio-frequency naze.

So, there is another alternative
procedure that can be done. Cbviously, it is
nore invasive and differs fromdrug therapy, but
it is not as though these people will not be
treated or at |east not have that option to.

CO- CHAI R KOTTKE:  Cerard?

MEMBER MARTIN: Then they will really
have chest pain.

(Laughter.)

MEMBER MARTIN:  Sorry, | thought we

woul d at least laugh a little bit this afternoon.
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Wth the tanponade, how nmuch of it is
due to the transseptal versus the actual
abl ati on?

DR. KUSUMOTO So, a little of both.
And it actually, | think, varies depending on the
type of ablation that in fact you do and the
experience of the operators.

| actually believe that when you | ook
at the | ow nunber of operators, is actually from
the transseptal rather than the ablation itself.

MEMBER MARTIN:. | mean it does raise
t he question of whether the title of this should
be cardi ac tanmponade during transsepta
procedures in adults.

DR KUSUMOTO  So, we | ooked at that
alittle bit. So, there is sonme data to suggest
that in fact there is a higher, and again, from
experienced centers.

So, we do ablations on the right side,
where you don't have to do the transseptal there.
The pericardial tanponade raised very, very | ow,

vani shingly low. |If you add the transseptal it
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adds an additional sort of half a percent or a
percent. |f you then do the atrial fibrillation
ablation, that is when in fact you do have nore.

The problemis so again when we get to
the neasure itself, trying to tease out those
patients with regards to just doing the AF
abl ati on only.

CO CHAI R KOITKE: Ckay, anybody el se
have the urge to -- Tomis here. kay, shall we
vot e?

M5. LUONG Polling starts now for
evi dence help outconmes: 1 for yes and 2 for no.

CO CHAI R KOTTKE: Wil e people are
voting, it remnds ne of a cartoon we had outside
of our cath lab, where the fellow is standing
there and the catheter is com ng out the
patient's nouth and the preceptor says, | told
you not to push.

(Laughter.)

M5. LUONG  For evidence help
out cones, 94 percent voted yes and 6 percent

vot ed no.
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CO CHAI R KOTTKE: Ckay, opportunity
for inprovenent in disparities.

MEMBER SPANGLER:  So, you know t he
performance gap is interesting because if you
want it to be a zero event, then there is a
performance gap. But if you |look at the
conplication rate, and | don't have experience,
obviously, with these patients at all. | nmean it
seens pretty low, | nean the nunbers they give,
1.2 to 2.4. So, in that respect, there nay not
be one but if were truly think there is a zero
event, then there is a gap that there can be
| mprovenent upon.

There is no, | didn't see any data
around di sparities.

CO CHAI R KOTTKE: Ckay, Henry, you
have a conment ?

MEMBER TING Yes, | do. | don't
think this can be a never event. | sort of
di sagree with the presenter because these are
t hi ngs that happen at large centers that do a | ot

of cases. And the Mayo dinic Rochester was
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ref erenced as one of the best and hi ghest vol une
centers that do these procedures. And sone of us
do the transseptal, but sonme of those are al so
due to the aggressiveness of the ablation. And
so when you are doing patients who are coni ng

back with recurrent atrial fibrillation who have

al ready had an ablation, this can -- if you are
not willing to do the procedure and be successf ul
and try very, very hard, then you will never have

t anponade or pericardial effusion. But if you
are actually trying to cure the di sease and
trying very hard, then you can cause a
pericardi al effusion.

So, | don't think this is a never
event. | think if you are going to try to do
these in conplex patients who have recurrent
atrial fibrillation after several ablations, this
i s sonet hing where you can have this event.

| want to nmake a few other comments
before actually | need to go to anot her neeti ng.
It is probably out of place, but the other thing

| wanted to say is it is now said as and/or. It
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can't be and/or. It says and/or cardiac
t anponade or pericardiocentesis. It is either
and or it is or. | don't know how to interpret

and/or in a nunerator. So, that has to be fi xed.

And then the other thing I woul d point
out is that this msses all patients who have a
pericardial effusion caused by the procedure,
whi ch may be noderate to |arge size, but did not
require pericardi ocentesis or cause tanponade.

Not all pericardial effusions cause tanponade.

So, when you do these procedures, you
wind up with a noderate to | arge effusion and you
don't have tanponade, this is conpletely m ssed
in the nunerator.

And | do think the distribution of
evi dence, opportunity for inprovenment is quite
| ow because if you are talking about 1.2 to 2.4
percent, and that is a range, that is not a big
area for inprovenent.

DR, KUSUMOTO |I'Il agree with Henry
in the sense that that is why it is chosen as we

can pick on pericardial tanmponade and t hat
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physi ol ogy because pericardial effusions are
present. And in fact, as | nentioned, you can
see this at baseline in sonme of our patients. So
| think that that is a point.

| will differ alittle bit with
regards to the never event, as | nentioned
earlier. Maybe it could never be a never event
but boy, it sure would be nice to have it be a
never event and be, obviously, as close to zero
as possible, even with these conpl ex abl ations
that we are doing. | nean that really inplies
t hat maybe the way that we are doing it is not as
good. So, | would make that argument sort of
with that.

| do want to note that there is one
study that has conme out since this application
went in that in fact did show sonme disparities
where wonen were nore likely to have pericardi al
effusion than nmen. | don't know if that is just
because of atrial thickness conpared to nen.
There are a whol e host of issues one can think

about but, nonetheless, that data is out there
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now.

CO CHAI R KOITKE: Anybody have any
t houghts on Henry's objection to and/or?

| nmean they are basically saying if it
is just an or, if you have both, you are out.
But why would you be out if you had both
pericardi al tanponade and a pericardi ocentesis?
| nmean, pericardiocentesis is the treatnent of
tanponade, and | nmean | think the and/or is fine
nysel f.

MEMBER TING Is it correct English?
| think it is just or, then. |If you have either
one, isn't it or?

CO CHAIR KOTTKE: But then if you have
both, you are out.

MEMBER TING If it is or, you have
both, you are in. It is or.

CO CHAI R KOTTKE: Ch, okay.

MEMBER TING From a nedi cal
perspective, | don't think you are supposed to
use and/ or.

CO CHAIR KOITKE: Ch, we just got an
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official inspect |anguage. It is "or.
kay, Liz.

MEMBER DELONG  So, the conversatio

n

seens to inply the need for risk adjustnent. But

clearly, the event rate m ght not support risk

adjustnent. But it is an outcone. | nean it i
a bad out cone.

It would seemwe are still aimng t
drive it down. | just wonder about ranking sit

according to this outcone if they haven't been
credited with the risk that they are taking on.

MEMBER TING | would agree with th
coment, Liz, because if you only adjust it for
age and gender, which was done for this outcone
clearly this is not the only thing that
correlates with the outcone.

CO CHAI R KOTTKE: Ot her comments?
we ready to vote?

M5. LUONG Polling starts now for
performance gap: 1 for high, 2 for noderate, 3
for low and 4 for insufficient.

Per f ormance gap has 6 percent high,
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percent noderate, 35 percent |low, and 12 percent
i nsufficient.

M5. JOHNSON: So this is in our gray
zone. W do conti nue.

CO CHAI R KOTTKE: COkay, priority.

MEMBER SPANGLER. | would go back on
an earlier coment | made within the Nationa
Quality Strategy just because it nmentions
cardi ovascul ar, whether everything here is a high
priority. So | would question whether this is a
high priority or not.

Goi ng back to sonmething Tomsaid, it
seens to be | ow preval ence overall. | agree
severity can be high. There was no data
present ed about severity. You did nention the
hospital stay, but that wasn't in the
application. So that is new information and
there is no cost data.

| think the priority is questionable.
It is definitely severe when it happens, but
everything el se around priority, | would say

woul d be | ow.
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DR, KUSUMOTO | woul d apol ogi ze. The
hospitalization data was in the nationw de
sanpl e, which was in the thing, but again, buried
way in the references, et cetera. So ny
apol ogies to the group on that.

CO CHAI R KOTTKE: Ot her comments?
Joe.

MEMBER CLEVELAND: | agree in theory
that, while infrequent, | would still say for an
el ective procedure this is a calamtous type
outconme. So, it just depends on how you viewit.

| nmean if there is a surgeon running
up to the EP lab to open sonebody's chest, it is
not a good day for you or the patient.

CO CHAIR KOITKE: M feeling is that
a patient has the right to be safe. And I think
this makes it -- the right denom nator is the
patient going to the cath lab. It is not all
patients with AF because it is an elective
procedure.

And | disagree sonmewhat with Henry.

I f risk of tamponade is that high, naybe you cal
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Har zel | Schaff and have himdo the procedure as
an open; it is an open chest procedure instead of
messi ng around with catheters.

MEMBER TING That is a patient
preference issue. So, if the patient chooses
t hat --

CO CHAI R KOITKE: Yes, sonetines you
st op, though.

kay, any other -- yes, Judd and then

MEMBER HOLLANDER: So, | amtrying to
put my patient hat on. This is sonmething |I would
| ove to see publicly reported. If ny famly
menbers or | need to go for an ablation, | want
to be able to pick the doctor that has done a | ot
of procedures and has a | ow conplication rate.

So, | think with A-fib growing, to nme
that makes this a high priority. | want to know
t he answer to that.

MEMBER TI NG  Judd, what needs to
along with this is success rates fromatri al

fibrillation. You know sort of |ike how many
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patients have successful ablations with this
operator, as well as recurrence rates at one year
and two years.
CO CHAI R KOTTKE: And tanponades.
MEMBER VIDOVICH | just wanted to say
it is somewhat of a crude neasure |ike
perforation yes or no, but it is a good quality
nmeasure. And again, it may differentiate from
good operators or fromcenters. And | think it
is not like a publicly reported, |I don't know,

CABG out cones in New York, you know if people

actually went to a different state. | think that
this actually will inprove overall quality and
nove through it. It is a rare event, but it is a

wor t hwhi | e one.
CO CHAI R KOTTKE: Ceorge and then Joe.
MEMBER PHI LI PPIDES: Henry, | think
m ssed what you nentioned a nonment ago. Are you
saying that | ooking at this nmetric w thout also
knowi ng how many successful tough abl ations
sonebody did is inconplete and m ght not give a

fair picture of a person's quality?
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MEMBER TI NG  Absolutely. So, if this
i s equated to angi oplasty and stenting, you woul d
want to know successful procedure w thout
conplications. An equival ent conplication would
be coronary artery perforation requiring coronary
artery bypass surgery as an energency part of the
procedure.

You know you woul d want sort of a
famly of measures that includes -- if you are
truly the patient, you want to know what are the
changes that this operator would be successful,
their experience, as well as their conplications;
this is one of the conplications. This is not
the only one. And it is probably not the nost
common conplication fromatrial fibrillation
abl ation either.

MEMBER PHI LI PPI DES: Yes, because | do
think sonetinmes patients get sent on -- a
physician in the conmunity mght send on the
t ougher cases into Mecca to be done. And so by
definition, they will do the easier cases but

send the tougher cases on. And | do think there
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has to be sone understandi ng of the different
patient popul ations. Surgeons see this all the
time in second opinions for bypass.

MEMBER TING And there is no risk
adjustnent with this measure right now, just age
and gender.

CO CHAI R KOTTKE: The point | would
make is what Henry and, | guess, Liz have brought
up previously, is that is where risk adjustnent
woul d help with that type of thing.

MEMBER PHI LI PPI DES: And that wasn't
done, except what Henry nentioned already.

CO CHAI R KOITKE: Gerard, are you
voting? | can't see -- oh, that's George. He's
hi di ng.

Ckay, we are ready to vote, it |ooks
li ke.

M5. LUONG Polling starts now for
high priority: 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

For high priority, 13 voted high, 56

vot ed noderate, 25 voted |low, and 6 voted
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insufficient. |t passes.

CO CHAI R KOTTKE: Ckay, scientific
acceptability and reliability.

MEMBER SPANGLER: Do you want ne to
keep going? Do you want to take over? Wat do

you want to do? O Henry, do you want to give it

to Henry?

MEMBER CLEVELAND: |'m out of ny
| eague here. | was going to actually bunt this
or whatever. | will be honest with you. | don't

understand the crosswal k that is done. So, if you
do, you can hel p ne.

MEMBER SPANGLER: So, | nean | think
t he neasure specifications are clearly defined,
as is the data source. It seens to be
i mpl enent ed.

There has been di scussi on about the
denom nator, but | didn't have issues with the
denom nator. | don't know if other people wanted
to speak to that. And if we want to tal k about
that, we can now. | can go on to testing,

reliability testing if you want or if we want to
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tal k about that, we can.

CO CHAIR KOTTKE: Sure. Are we going
to talk about reliability testing?

MEMBER SPANGLER.  Testing?

CO CHAI R KOTTKE:  Yes.

MEMBER SPANGLER:  All right. So they
did reliability testing through the beta-binom al
nodel , neasuring signal to noise ratio. W
talked a little bit about signal and noise
earlier. And there is al so denpnstrated, |
t hought, high reliability.

So, | didn't have any issues with the
reliability.

CO CHAI R KOTTKE: Ckay, any -- let's
vote, seeing no di ssension.

Who had questions? Jason, did you
have questions about the denom nator?

MEMBER SPANGLER: No, | didn't. |
t hought sonebody else did but | didn't.

M5. LUONG Polling starts for
reliability: 1 for high, 2 for noderate, 3 for

low, and 4 for insufficient.
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For reliability, 38 percent voted
hi gh, 56 percent for noderate, 6 percent for |ow

CO CHAIR KOTTKE: Validity.

MEMBER SPANGLER: It | ooked |ike
enpiric and face validity and face validity was
done in neasure devel opnent. They did sone
testing and the results showed abl ati on was the
nost conmon procedure and one with the
conplications being neasured. So it seened to
correlate. The validity seenmed to correlate with
what they were | ooking to neasure. So | thought
the validity was fine.

CO CHAIR KOITKE: Did you have the

urge to --

MEMBER PHI LI PPIDES: | have a quick
guesti on.

So we are proceedi ng as though that
says cardi ac tanponade or pericardiocentesis. |Is

that correct? Ckay.
CO CHAI R KOTTKE: Joe?
MEMBER CLEVELAND: | was just going

ask in terns of the three-year rolling average,
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the rationale for that. |Is it just because of
the infrequent nature of this conplication?

DR KUSUMOTO.  Correct.

MEMBER SPANGLER.  Sorry, | didn't know
this was part of this. Again, we multiply have
talked of this but | think it is inportant that
there isn't really risk adjustnent done as much
as should be in this. | think that is an
i mportant point to keep in mnd.

CO CHAI R KOTTKE:  Tonf?

MEMBER JAMES: Yes, a question. Do
you think there is sufficient data to create a
differentiation anong the nmeasured entities? It
is going to take enough volune in any one pl ace
and will there be sufficient differentiation with
this measure than can help create sone
| nprovenent or is this not a conparative neasure
but one in which, against each other, that
measur e agai nst the absol ute.

DR, KUSUMOTO Well, again, | think it
is the absolute that you really want zero. And

am going to, again, argue the other side of the
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coin with Henry and agree with my surgi cal
col | eague here. You know we tal k about outcones
in terms of yes, a successful ablation. Well,
that is kind of like well, you know, the patient
survived whatever that line is. | nean you
really want to avoid conplications. And this,
agai n, when you look at all of the evidence from
t hese | arge cl ai ns dat abases, et cetera,
pericardi al tanponade is the npst comon seri ous
conplication that occurs. | nmean you can nake
argunment s about stroke and other things having
bi gger sort of issues but when you | ook at

absol ute nunbers, it is pericardial tanmponade.

CO CHAI R KOTTKE:  Judd.

MEMBER HOLLANDER: Getting at Tom s
point, maybe | ama little redundant. But if we
are conparing across providers and that is sort
of our hopes for this, how nany cases does the
typi cal operator do a year and is there any
statistical difference between thenf

DR, KUSUMOTO Yes, that is a great

point. So, in the paper that was included in
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your piece |ooking at the nationw de inpatient
sanple, in fact there was a dividing point at
about 25. So, if you did less than 25, in fact,
you had a higher conplication rate with regards
to pericardial tanmponade conpared to those
patients who did greater than 25, which was borne
out actually in our data, too.

What is inportant to know that is if
you take those 25 and 90 percent of sort of the
conplications, nainly because they have the
hi gher volune, are in fact in that group of
patients, even given a three-year rolling
average. So, | think the shortcut for these
physi ci ans, | think.

You either get intoit, you do it, you
do it well and you get publicly reported or you
don't.

MEMBER SPANGLER: \Wat are those
nunbers, conparing the greater than 25 or | ess
than 25?7 O are they --

DR, KUSUMOTO  Ch, so pardon ne. So,

it is looking at the ranges are in single
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percents. So, it is going to be when you go
greater than 25, it is about one to one and a
hal f percent. And then when you go |ess than 25,
then it goes to two and a half to three. That is
correct for that data. That's right. Correct.

MEMBER HOLLANDER: So, that wasn't
exactly ny question but | think that is
interesting to informvol unes better.

| amsaying if | amtrying to choose
bet ween three providers, do they each do 100
cases a year, so if one is two percent and one is
one percent, it is a one-patient difference? O
are you doing 500 patients a year, where naybe a
two or three percentage is statistically
rel evant ?

DR. KUSUMOTO Yes, you know this
guestion is going to be how does this go.
Because | do think that the way that this
procedure should go, as a sort of a personal
editorial, is to sort of large places that do a
| ot of them can be very good, particularly if

they are going to be very conplicated and have
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hi gher ri sk.

CO CHAI R KOTTKE: Looks |ike we are
ready to vote.

M5. LUONG Polling starts now for
validity: 1 for high, 2 for noderate, 3 for |ow,
and 4 for insufficient.

For validity, it passes with 6 percent
voting high, 63 percent voting noderate, 25
percent voting |low, and 6 percent voting
i nsufficient.

CO CHAI R KOTTKE: Feasibility.

MEMBER SPANGLER: So, the data is
coll ected through admi nistrative clains and there
is, it looks like, readily avail able el ectronic
formfor this. There didn't seemto be any
identified areas of concern. So, | thought the
feasibility is pretty good.

CO CHAI R KOITKE: Seeing no noti on,
let's vote.

M5. LUONG Polling starts now for
feasibility: 1 for high, 2 for noderate, 3 for

low, and 4 for insufficient.
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Feasibility passes with 56 percent
voting high and 44 percent voting noderate.

MEMBER DELONG. So, again, a naive
guestion and I'msorry | didn't ask this. [If the
pati ent does experience one of these
conplications, is it unlikely that they would
have al ready been di scharged and reporting to a
different hospital or sonething? | just don't --

DR, KUSUMOTO |I'msorry. So, again,
so the conplication happens. You are going to be
in the hospital for a week because of the
conpl i cation.

MEMBER DELONG. But the conplication
is evident imediately. So, they haven't gone
sonewhere el se.

DR, KUSUMOTO  Ch, yes, absolutely.
No, no, this is procedural.

MEMBER DELONG. Okay, that is all |
wanted to know. | appreciate it.

CO CHAIR KOITKE: Usability and use.

MEMBER SPANGLER: So it is not

currently publicly reported but it is being
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considered in the quality prograns for CMS for
2015.

So, again, | think the comment | nade
earlier, just a little red flag, we don't know
because it is not being publicly reported but I
think this probably has noderate to high
usability, depending on inplenentation but |
don't think there will be any probl ens.

PARTI Cl PANT:  And since we submtted
the application and actually this neasure is in
PQRS 2015.

MEMBER SPANGLER: So, it was included
in the final rule, | guess.

CO CHAI R KOTTKE:  Joe?

MEMBER CLEVELAND: |'mjust going to
with a conment made earlier today about public
reporting. And | fully submt that | think for
this nmeasure to really have full inpact, it is
going to have to be publicly reported. So, |
conpl etely endorse it.

CO CHAI R KOTTKE: Let's vote.
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M5. LUONG Polling starts now for
usability and use: 1 for high, 2 for noderate, 3
for low and 4 for insufficient.

Usability and use passes with 44
percent voting high and 56 percent voting
noder at e.

CO- CHAI R KOTTKE: So, overall?

M5. LUONG Polling starts now for
overall suitability for endorsenment: 1 for yes,
and 2 for no.

For overall suitability for
endorsenment, 81 percent voted yes and 19 percent
vot ed no.

CO CHAIR KOTTKE: And | assune there
are not conpeting neasures.

MEMBER SPANGLER:  No.

CO CHAI R KOTTKE: Ckay, thank you very
much.

| f sonmebody can find Sana. OCh, she
left? On.

COCHAIR GEORGE: Al right, we wll
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go on to the | east nmeasure of the day, 0715.
CO CHAI R KOTTKE: Unl ess sonebody

rebels, we are going to finish up today, the | ast

measur e.

CO CHAI R GEORGE: Any rebel ling?

CO CHAI R KOTTKE: Seei ng no rebelling,
we will go.

MEMBER SPANGLER: Do we need to |et
the -- if people are expecting public comrent at

this tinme, do we need to |l et them know or that is
just assuned? Only because the schedul e says
4:45. So, | amsure they are assunm ng that we
are not finished, that they have to wait but |
don't know if people are waiting right now for
t hat .

M5, ISIJOLA:  Operator, can you open
the line for public and nmenber comenti ng?

OPERATOR: And at this tinme, if you
have a public comment, would you pl ease press *1?
Again, for public comment, please press *1.

And there are no public coments at

this tine.
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M5. |ISIJOLA:  Ckay, thank you.

COCHAIR GEORGE: Al right, so
Cerard, Liz, and Tom Kottke are the di scussants.
W will hear fromthe major devel oper.

DR. BERGERSEN:. Good evening. H . MW
nane is Lisa Bergersen. | aman interventiona
pedi atric cardiol ogist fromBoston Children's
Hospital. | amthe nmeasure devel oper sponsored
by Boston Children's Hospital to be here today.

First, I wll just start by defining
the netric for you, which is the standard adverse
event ratio in patients |l ess than 18 years of age
for the outcone adverse events.

The numerator for this metric is the
occurrence of adverse events at an institution
di vided by the risk-adjusted expected rate of
adverse events due to the case m x conplexity at
the institution.

The denom nator is derived usi ng CHARM
nmet hodol ogy, which is a risk-adjustnent
nmet hodol ogy based on three procedural

characteristics and patient characteristics; one
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procedural characteristic, two patients.

The procedural characteristic is the
procedure type risk group. | will give you a
little bit of background on that. Patient
characteristics being age and the presence of
henodynam ¢ vari abl es.

W have shifted gears considerably
fromadult neasures. As sone background,
congenital heart disease affects one in a hundred
children. And our field of pediatric
i nterventional cardiology is rather young.

Over the past couple of decades, tools
and equi prent and procedures have evol ved
consi derably, such that where it was primarily
di agnostic a couple of decades ago, we are doing
nore and nore interventional procedures which
ei ther conpl enent or replace sone of the surgical
techni ques used in congenital heart disease. W
don't do just one type of procedure. There is a
mul titude of different types of procedures.

About a decade ago, reports of adverse

events canme fromsingle institutional
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experiences. And institutions would contend that
you coul dn't conpare their adverse events to

ot hers because their case mx conplexity m ght be
different. Thus, there was a need to develop a
way to allow for equitable conmparisons anong
institutions.

Adverse events were agreed to be an
i mportant outcome fromthese procedures and,
therefore, risk adjustnment methodol ogy was
necessary. None existed. Therefore, in 2006, we
put together a small group of institutions which
were put together to have a geographic
di stribution, have sone variation in case vol une,
with the hope that that data set could support a
general i zabl e ri sk adjustnent nethodol ogy for the
field.

It was limted to eight institutions
to allow for reliable data capture and assurances
that there wouldn't be biases in attribution and
classification.

This data set was coll ected between

2007 and 2010 and fromthis dataset, we were able
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to devel op procedure type risk groups.
Utimately, four categories of the multitude of
di fferent procedures that we perforned
categorized into four groups of simlar risk;
hal f of them being in category one, with
decreasi ng frequency with increasing risk.

This was, by far, the nost inportant
factor in adjusting for the risk of inportant
adverse events in our popul ation, which range
fromtwo to eight percent across the
institutions.

That risk adjustnent nethodol ogy, the
nodel, all of the factors were published and the
nmet hods are conpletely translucent within the
literature. To date, there hasn't been a
publication in a separate dataset that | can cite
for you as a validation dataset for the
met hodol ogy.

Therefore, in the materials that you
recei ved, we have provided a prelimnary anal yses
or an anal yses on another multi-center database.

So, the C3P0O, after achieving our initial ains,
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our goal was go beyond benchmarking and ri sk
adj ust nent net hodol ogy and explore quality
| mprovenent initiatives.

So, we invited additional sites and
expanded our participation to 15 sites with the
goal to reduce radiation exposure. Wile that is
the primary goal of our current project, we still
report the standard adverse event ratio to the
institutions for their internal quality
| mprovenent processes, both by actually
institution, as well as provider, which we al so
do internally.

This nmetric, although it is put forth
to you as an institution-based netric, internally
we use it for performance reporting, for
providers to the Board of Registration and
Medi ci ne at Boston Children's Hospital, as well
as the Departnent of Public Health. The neasure
put forth to you is at the institutional |evel.

Oh, so the data set that | showed you
has not been published. W put it in a

val i dation data set from January to Septenber.
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Qur intention is to audit -- actually not our
intention -- we will be auditing 2014 data in
2015 what you have presented before you.

| think that is about what | wanted to
say about some of the background on the mneasure.
Thank you for your tinme and | will answer nore
guestions as we go al ong.

CO CHAI R GEORGE: Thank you and we
will go on to the discussion of the evidence.

CO CHAI R KOTTKE: Measure 0715,
st andar di zed adverse event ratio for children
| ess than 18 years of age undergoi ng cardi ac
cath. It is the ratio observed to expected
clinical inportant adverse events, risk adjusted
using the CHARM nethod. It is facility level.
It is an outcone neasure. And | would say the
evi dence i s high.

CO CHAI R GEORGE: Any di scussi on on
t he evidence? Tom

MEMBER JAMES: First, as a
pediatrician, | amglad to see this. But

secondarily, why the exclusion of those
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facilities with less than 50?7 W just had the
di scussi on about volune-rel ated i nprovenents.

DR. BERGERSEN: Yes, so the derivation
data set, as well as any testing data sets thus
far have been in centers that are freestandi ng
pediatric heart centers. So, it hasn't been
centered in centers that performa snmall vol une
of cases, as this point.

CO CHAI R GEORGE: Any other coments
on the evidence?

If not, we will go to a vote.

M5. LUONG Evidence of outcones
pol ling opens now, 1 for yes, and 2 for no for
Measure 0715.

One hundred percent voted yes for
evi dence of outcones.

CO CHAI R KOTTKE: Ckay, opportunity
for inprovenent. COCbserved adverse event rates
fromeight pediatric hospitals used in testing
are included in Section 2(b)(5.2). Rates from
these facilities range from1.71 percent to 7.86

percent. The devel oper cited several studies
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that likely include rates of conplications
followi ng cardiac cath in children. So, there is
no information on disparities.

And some of the data referenced from
58 centers were just reported at AHA nearly
20, 000 procedures, adverse events of 1.9 percent.

So, it seens to ne there is
opportunity for inprovenent. And the
denom nator, | think the denom nator is kids
going into the cath lab, not the total, it is
irrelevant that it is one percent of kids have
congenital anomalies. Kids deserve to be as safe
as possible going into the cath |ab.

CO CHAI R GEORCGE:  Liz?

MEMBER DELONG So, to further
denonstrate my ignorance with respect to
conplications but the |ist of conplications that
you are accunulating is pretty long and it wasn't
clear to me that they were all really
significant. And there was no tabulation as to
when you did collect these. What was the

tabul ati on? Wat were the conplications? And
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did they fall nore in the noderate range or did
they fall in the severe range? | nmean | have no
cl ue.

DR. BERGERSEN: So, in sonme of our
ot her publications, we have el aborated. The
overall rates of what we are calling clinically
i mportant adverse events is four percent. And of
t hose, about one percent are going to be these
| i fe-threatening high-severity events. And the
other two to three percent are going to be the
ot her maj or adverse events.

One of the unique characteristics of
the registry is that we have assigned a severity
| evel , which has been adopted by the
i nternational pediatric congenital cardiac code
for severity of adverse events. And according to
EKCS, there is definitions for severity |evels.
So, clinically inmportant events woul d conme under
| evel 3, 4, or 5 events and the | ess inportant
events were not included in the nmeasure.

MEMBER DELONG. | guess ny question

woul d be suppose you have got a site that has a
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two percent nortality rate versus a site that has
at three percent rate but nobody dies. They have
got a three percent rate of sone of these
relatively | ess severe conplications. They are
going to | ook worse.

DR. BERGERSEN:. That is a good point.
Fortunately, within cardiac catheterization for
congenital heart disease nortality is exceedingly
rare, which is one of the reasons we coul dn't use
that as an outcone neasure for the field.

MEMBER DELONG  Sometines we use
conposite neasures because we don't have enough
events. But once we use conposite neasures, it
seens that they all have to be serious enough so
t hat we can conpare the event rates.

CO CHAI R GECRGE: Any ot her comments?
If not, we wll vote.

M5. LUONG Polling starts now for
performance gap: 1 for high, 2 for noderate, 3

for low and 4 for insufficient.

For performance gap, it passes with 13

percent voting high, and 80 percent voting

Neal R. Gross and Co., Inc.

395

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




10

11

12

13

14

15

16

17

18

19

20

21

22

396

noderate, and 7 percent voting insufficient.

CO CHAIR KOITKE: Priority. The
devel opers state that congenital heart disease is
the | eadi ng cause of norbidity/nortality
affecting one percent of infants and that cardiac
cath has becone a conmon quote interventiona
procedure with therapeutic goals conpl enmenting
surgical strategies and, at tines, elimnating
t he need for surgery.

Stated like all the others, it is a
National Quality Strategy priority area. Again,
| would say that if you are going to do pediatric
caths, you ought to be good at it and you ought
to have | ow conplication rates. And | think the
appropriate denom nator is the child going into
the cath lab. Really the one percent doesn't
have anything to do with that.

And so, | think it is high priority.

And | think also the fact that it is
internal rather than external, so that pediatric
cardi ol ogi sts who are doing this or are saying we

need standards for our own practice raises the
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priority.

MEMBER MARTIN: | just wanted to,
agai n, second your comment about high priority in
congenital heart disease. W have both
surgi cal -based interventions and cat het er - based
i nterventions. There are now registries tracking
bot h the surgical -based procedures and the
cat het er - based procedures.

This registry, the C3PO and t he CHARM
nmet hodol ogy has been critical in form ng anot her
registry that is up and running that is avail able
now in over 90 sites in the United States. And
it is this methodol ogy that is informng that
registry, so that we can start to take this to a
national level. So, this has been a critical
pi ece of information for us and it something that
we woul d expect, with broader use, we will see
even greater variation in the outcone results,
whether it is with the adverse events.

So, this is a high priority.

CO CHAI R GEORGE: Liz? Any other

coments on priority?
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MEMBER TING Yes, this is Henry. |
rai sed ny hand on the web links. | don't know if
it was seen. Just a quick question. |Is the
denom nator all children who go to the cath |ab
for diagnostic and therapeutic procedure or are
t hose two separated between a diagnostic
catheteri zation versus a therapeutic
cat heteri zati on?

DR. BERGERSEN: That is correct, al
patients who go, including those with diagnostic
and interventional caths are included.

For di agnostic catheterization
procedures, in addition to the adjustnent for age
wi thin the nodel for CHARM diagnostic
catheteri zations were stratified by age group
with a higher rate of adverse events observed and
expect ed anong younger infants, as conpared to
t he ol der children.

So, they are in three different
groups, based on age groups.

MEMBER TING So, do you stratify on

t he therapeutic procedures as well? Because |
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coul d i magi ne those could be very, very different
and rmuch higher rates of conplications, depending
on what the device is or specific therapies are
done.

DR. BERGERSEN: So, the CHARM ri sk
adj ust nent net hodol ogy i ncludes age as a patient
factor that is adjusted for in the final nodel,
after accounting for an independent of the
procedure type risk group. So, yes.

CO CHAIR KOITKE: In fact, the type of
procedure is in the nodel. She said yes, Henry.

CO CHAI R GEORGE: Any other coments
on priority? Al right, we will vote.

M5. LUONG Pol ling opens for high
priority; 1 for high, 2 for noderate, 3 for |ow,
and 4 for insufficient.

High priority passes with 63 percent
voting high and 38 percent voting for noderate.

CO CHAIR KOTTKE: Scientific
acceptability, nunerator/denom nator excl usions.
Nuner at or nunber of diagnostic and interventional

cardiac caths for children under 18 years of age
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resulting in clinically inmportant adverse events
performed by an institution perform ng at | east
50 cases per year in pediatric patients under 18
years of age. The denomi nator is the nunber of
di agnostic and interventional cardiac cath cases
for children | ess than 18 years of age perforned
by institutions perform ng at | east 50 cases per
year in that pediatric popul ation.

Excl usi ons, primary el ectrophysi ol ogy
cases, ablation cases, pericardi ocentesis only,

t horacentesis only. The data source is
el ectronic clinical data, electronic registry,
paper, nedical records.

| didn't have any concerns there. It
| ooks like Liz.

MEMBER DELONG. | just wonder about
standardi zati on of data el enents because if you
are using different kinds of sources |ike the EHR
and a clinical registry, et cetera, is that

har noni zed?

DR. BERGERSEN: That is a great point.

And there has been a |lot of effort over the past
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decade to devel op conmon nonenclature in the
field.

The procedure types, as defined in the
procedure type risk groups, although you may use
di fferent nomenclature within your own reporting
systens, there is clear one to one mapping. So,
whil e the C3PO Registry uses a nonenclature for
procedure type risk groups, when we attenpted to
map that to data elenments within the | MPACT
Regi stry, which uses the |IPCC nonmencl ature, we
were able to do that in a reliable fashion

MEMBER DELONG. Yes, | guess | am nore
concerned about the outcones, the conplications.
| mean one of themis nonitoring. |Is that
wel | - defi ned?

DR. BERGERSEN:. That is a good point.
Wthin the registry, which | presented you the
data that has been tested, as | stated earlier,

t he adverse events are further classified,
according to severity.

So to give you an exanpl e which would

illustrate your point, an arrhythm a, just saying
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an arrhythm a woul d be an event that woul d be

i ncluded. An arrhythma that is self-term nating
woul d not neet the definitions and would be of a
| ow severity. However, one that required

medi cation to termnate would be in a severity

|l evel 3. And if you required cardio version, it

woul d be a severity |level 4.

W have tried to be as clear as
possi ble with our definitions.

MEMBER DELONG. So, ny question is
really would those all be coded the sane way
across different databases? Wuld you pick up
the arrhythm a that required nedication
simlarly?

DR. BERGERSEN: Thus far, it has been
an abstraction from nedical records and there has
been limted testing in other data sets. So, |
can't answer your question sufficiently.

CO CHAIR KOTTKE: Ckay. Are there
sonme questions about data elenments? Are they are
defi ned? Devel opers conpared information

recorded in the database with nedical record.
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This is also considered validity and passes
reliability by NQF requirenents.

Data el enment testing was done using
data abstractor fromthe EHRs and paper records
entered into the database registry. A sanple of
3,359 pediatric patients from 1l pediatric
hospitals with a total of 784 cases were
exam ned. No information about the types of
facilities, where they were, size, et cetera, or
patient included in testing.

So, it is unclear whether the testing
sanpl e represents the variety of entities whose
performance will be assessed by this nmeasure.

The results of the data el enent
validity testing indicate that 85 percent of the
149 adverse events, including the nedical record,
were captured in the registry. Al interventions
performed were recorded correctly.

The devel oper states that all nmjor
adverse events were appropriately captured but
that two events related to sedation and airway

managenent and late identification of a grow ng
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fistula requiring surgical repair were not

recor ded.
So, | think reliability is noderate.
CO CHAIR GEORCGE: O her comments on
reliability? Al right, we will vote on the
reliability.

M5. LUONG  Pol ling opens now for
reliability: 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Reliability passes with 13 percent
voting high, 68 percent voting noderate, 13
percent voting |low, and 6 percent voting
i nsufficient.

CO CHAIR KOITKE: Validity, the
specifications do align with the evidence. The
validity was tested both at the data el enent

| evel and t he neasure | evel.

Let's see. The risk adjustnment nodel

appeared to be appropriate to ne but | amnot a
statistician. Specifications, this neasure was

ri sk adjusted using a logistic regressi on nodel

with three risk factors. The cal cul ated score is
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the ratio of observed expected rates of
clinically inmportant adverse events occurring
during or follow ng cardiac cath.

The devel opers do not provide
i nformation on how the risk nodel is devel oped.
The C statistic reported for the risk adjustnent
nmodel is 0.72. This nodel discrimnation
statistic represents the proportion of all
possible pairs with different observed outcones
for which the nodel correctly predicts a higher
probability of observations with the event

out cones than the probability for non-events.

| don't think | want to read all this.

Anyway, when applied to the inpact data set, the
AHA abstract reported a C state of 0.70 as well.
So, | think it is valid.

CO CHAIR GEORGE: Any threats?

CO CHAIR KOTTKE: No particul ar
t hreats.

CO CHAIR GEORGE:  Any coments on
validity? Al right, we will vote on validity.

M5. LUONG The poll opens for
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validity voting: 1 for high, 2 for noderate, 3
for low and 4 for insufficient.

Validity passes with 25 percent voting
hi gh, 69 voting noderate, and 6 percent voting
i nsufficient.

CO CHAIR KOTTKE: Feasibility. It
appears to have -- fromthe databases in the
hospitals, | would say that it is feasible.

CO CHAIR GEORGE:  Any comments on
feasibility? Al right, we will vote.

M5. LUONG Voting starts for
feasibility: 1 for high, 2 for noderate, 3 for
low, and 4 for insufficient.

Feasibility passes with 38 percent
voting high, 56 percent voting noderate, and 6
percent voting insufficient.

CO CHAIR KOITKE: Usability and use.
The neasure is currently used in the congenital
cardi ac catheterization project on outcones
guality inmprovenent, C3PO Q, programfor
internal quality inprovenent. Public reporting

i s pl anned.
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Data on i nprovenent over time using
this nmeasure is not provided, although the
devel oper states that progress is tracked for the
participating institutions and reports are
avai | abl e on demand.

According to the devel opers, the
vul nerability of the neasure is potential |ack of
reporting adverse events. However, they note
previous audit results have found a 92 percent
event capture rate anong high severity clinically
| nportant adverse events.

MEMBER DELONG. So, | have a question
and a conment. The question is | amreally
confused because there have been a nunber of
t hese categories that have had an insufficient,
except that there were no cormments. So, | feel
sort of ignorant in ternms of why there was an
insufficient, if there were no comments. | nean
| would like to hear why they were insufficient.

But my other coment is there is no
time frame given. So, | don't know how you can

eval uate and conpare, if it is not with a
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consi stent time frane.

DR. BERGERSEN:. 1'l| address the tine
frame. In order to have a sufficient nunber of
events, at least in institutions perform ng
bet ween 300 and 600 cases, we need a tine frane
of about a year. So, in inplenentation we report
both locally and within the registry, rolling
four quarter averages.

So, each quarter are rolling four
quarter average of the past four quarters. It
wasn't in the materials provided to you. It's a
good questi on.

CO CHAI R GEORGE: Any other coments
on usability? Al right, we wll vote.

M5. LUONG Polling starts now for
usability and use: 1 for high, 2 for noderate, 3
for low and 4 for insufficient information.

Usability and use passes with 31
percent voting high, 63 percent voting noderate,
and 6 percent voting | ow.

CO CHAIR GEORGE: So, any fina

comments before we vote on overall neasure
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approval? |If not, we will vote.

M5. LUONG Polling starts now for overal
suitability for endorsenent for Measure 0715: 1
for yes, and 2 for no.

For overall suitability for
endor senment of Measure 0715, 94 percent voted yes
and 6 percent voted no.

And that concludes the voting for
t oday.

CO CHAIR GEORGE: | assume there is no
conpeti ng neasures.

MS. ISIJOLA:  Operator, can you open
up the Iines once nore for nenber and public
coment i ng?

OPERATOR. Yes, ma'am At this tine,
to make a public comment, please press * then the
nunber 1. At this tinme, there are no comrents.

M5. |1 SIJOLA:  Thank you.

Okay, well today ends today's neeting.
We do have reservations for you at Mo, sone of

you are famliar with that, at 6:30. W can try
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to push that back so you can refresh yoursel ves
and be a little nore confortable.

W will reconvene tonorrow at 9:00
a.m for the neeting and at 8:30 for the
breakfast. But please let us know if you have
any questions.

(Wher eupon, the above-entitled natter
went off the record at 5:22 p.m)
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