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P-ROCEEDI-NGS

11: 05 a. m

M5. I SIJOLA:  Good norning,
everyone, and wel cone to the cardi ovascul ar
standing comrmittee. It's really great to put
some faces to sone of the nanes that we've
been working with over the past few weeks.

My nane is Winm Isijola. [I'mthe
proj ect manager here at NQF. And | just want
to kind of give you an overview of what we're
doi ng today just of our agenda.

So, first, we're going to start
off with sone introductions. And | will turn
it over to our general counsel during that
time to tal k about the disclosure of interest
foll owed by sone of the roles and
responsi bilities as you our standing commttee
menbers.

Then we're going to foll ow of f
with our portfolio review of the
cardi ovascul ar neasures. And then we'll| get

started with consideration of the candi date

Neal R Gross and Co., Inc.
(202) 234-4433
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measures that we have within this project.
And | just wanted to turn it over to Hel en

DR BURSTIN. Good norni ng,
everybody. Just to add ny wel cone. Helen
Burstin. | know many of you and thank you for
com ng back for those of you who worked with
us the last round.

We're excited. This is one of our
first standing commttee neetings. W had one
| ast week as well. And just the idea of
havi ng a group who has that know edge over
time and can bring neasure issues back to you.

We did an ad hoc review, for
exanpl e, as part of our safety neasures
project. It was really a huge advancenent for
us around harnoni zation, alignnent, keeping up
wth the science, keeping up wth the
evidence. So I'll be glad to join you for
this and thanks, all, for com ng.

M5. | SIJOLA:  Thank you, Hel en.

And | just wanted to introduce our staff here

at  NQF.

Neal R Gross and Co., Inc.
(202) 234-4433
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Again, nmy nane is Winm |[Isijola.
| wanted to also introduce you to VW Luong.
Many of you have been in contact with her over
t he past few weeks. And we have our senior
proj ect manager Lindsey Tighe who's here as
well. And we have Dr. Reva Wnkler, our
senior director on the project.

And | also wanted to briefly
I ntroduce our co-chairs. Oh, there's V. Say
hi, everyone. | also want to introduce our
co-chairs who will really be facilitating the
di scussi on today.

We have Dr. Thomas Kottke and we
have Dr. Mary CGeorge. W do appreciate,
agai n, everyone being here and really your
efforts over the |ast few weeks.

And with that being said | wll
turn it over to Ann Hanmmerstein for our
di scl osure of interest.

M5. HAMMERSM TH:  Good nor ni ng,
everyone. |'m Ann Hammersm th, NQF' s general

counsel. W're going to conbi ne the

Neal R Gross and Co., Inc.
(202) 234-4433
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I ntroductions with the disclosures because
it's a bit quicker that way and we want you to
be able to get to your work.

| see a few famliar faces so sone
of you have heard what |'m going to say
before. But | wll say it again.

Just a few rem nders. You
received a formfromus to fill out where we
asked you about your professional activities
and so on which you turned in and we revi ewed.

Wat we |ike to do at the
begi nning of the neeting, the first neeting,
Is to have you go around the table and
di scl ose anything that you think is rel evant
based upon that form and based upon your
activities.

| want to remind you you sit as an
i ndividual. You do not sit as a
representative of your enployer. You do not
Sit as a representative of anyone who nay have
nom nated you to serve on the commttee.

You' re here because you are an expert.

Neal R Gross and Co., Inc.
(202) 234-4433
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Unlike a lot of conflict of
I nterest processes we | ook at things other
than financial issues. So, if you have served
on a commttee, you nmay have served on a
commttee as a volunteer. And if it is
relevant to the work that the commttee wll
do then we would | ook for you to disclose
t hat .

In addition, | want to rem nd you
that just because you discl ose doesn't nean
you have a conflict. Part of the point of
this exercise is for people to understand
where everyone is comng fromand what their
background is.

We do ask you not to summari ze
your resune, please. Only disclose things
that are relevant to the commttee's work. We
are particularly interested in any grants,
research or consulting work that you nmay have
done, but only if it is relevant to what the
commttee wll be |ooking at.

So wwth that I'll start with the

Neal R Gross and Co., Inc.
(202) 234-4433
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chairs. | always make the chairs go first.

DR GEORGE: (Good norning and
wel cone. |'m Mary George fromCDC in Atl anta.
In terms of conflict of interest | was on the
previ ous cardi ovascul ar steering commttee and
al so on an ad hoc NQF commttee that reviewed
sone updated risk-adjusted nortality neasures
for heart disease.

QG her than that | don't have any
ot her conflicts of interest.

DR, KOTTKE: Tom Kottke from
Heal t hPartners in M nneapolis, in St. Paul.

I was on the prior cardiovascular commttee.
O herwi se no conflicts of interest.

M5. STEARNS: Christine Stearns
with the New Jersey Business and | ndustry
Association. | work for a trade association
wth 21,000 busi nesses in New Jersey. This is
the third actual NQF panel that |'ve worked
wth. | was on the previous Cardi ovascul ar
Steering Commttee.

DR, HOLLANDER:  Judd Hol | ander.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 11

"' man energency physician at the University
of Pennsyl vania. But by our |ast conference
call 1'lIl be an ER doc at Jefferson.

| don't believe | have any direct
conflicts of interest related to the neasures
that we're revi ewi ng today.

DR CLEVELAND: Good norning. |I'm
Joe Cleveland. [|'man adult cardiac surgeon
at the University of Colorado here | guess
representing -- not representing, but
nom nated by the Society of Thoracic Surgeons.

So in that realml do have sone
di scl osures. | do and have served on the
Qual ity Measurenent Task Force for the STS
And al so and currently a nenber of the Adult
Cardi ac Surgical Database for the Society of
Thoraci ¢ Surgeons. Those would be the only
di sclosures that |I think |I have. Thank you.

DR. JAMES: (Good norning. Tom
James. And I'mnot related to the Tom Janes
who did all the el ectrophysiol ogi c work.

l"'mthe medical director for

Neal R Gross and Co., Inc.
(202) 234-4433
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clinical policy at AneriHealth Caritas, a
managed Medi caid conpany. | co-chair the AQA
Public Reporting Wrkgroup and chair the NQF
Health Pl an Council. And those are ny only
di scl osures.

M5. H LLEGASS:. Ellen Hillegass.
And |'ma representative or referred by the
Ameri can Physical Therapy Association. |'man
APTA board certified cardi ovascul ar and
pul nonary specialist.

And | really don't have any
di scl osures except | was recently appointed to
it's called Quality Insights Task Force which
does have a neasure that was pulled for
tonorrow. And | did nmake you all aware of
t hat .

DR. VIDOVICH: M aden Vi dovi ch.
["'mfromUniversity of Il1linois-Chicago and
" mchief of cardiology at Jesse Brown VA in
Chicago. | don't have any direct conflict of
interest related to this.

| was al so recently appointed as

Neal R Gross and Co., Inc.
(202) 234-4433
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t he governor-elect for the Departnent of
Veterans Affairs at the American Coll ege of
Car di ol ogy.

M5. DELONG Liz DeLong. |'mat
Duke University. | confess that | have worked
on several cardiovascul ar databases including
the NCDR and the STS. |'ve also served on
sone previous NQF commttees not specifically
rel ated to cardi ovascul ar

DR RUGE ERO |I'm N ck Ruggi ero,
I nterventional cardiologist at Thomas
Jefferson University in Philadel phia. And I
have no conflicts of interest.

M5. BRIGGS: Hi, |'mLinda Briggs.
I'"ma nurse practitioner and faculty at George
Washi ngton University School of Nursing. W
background is cardi ovascular and |'ve worked
bot h medi cal and surgical cardiology. | have
on conflicts and no disclosures.

MR, VALENTINE: Hello, I'm Mark
Valentine. |'mthe president of the Heart

Hospi tal Bayl or Plano and the Heart Hospital

Neal R Gross and Co., Inc.
(202) 234-4433
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Bayl or Denton. |[|'ve been an adm nistrator for
the last 23 years. | have no conflicts.
DR. CROUCH. |'m M chael Crouch

I"'ma famly physician at the Menorial Famly
Medi ci ne Residency in Sugarl and, Texas.
served on a previous cardi ovascul ar NQF
commttee. | have no other conflicts of
I nterest.

MR MARRS: Hi, |I'mJoel Mrrs.
I'"ma clinical pharnmacist and a faculty nenber
at the University of Colorado. And no
conflicts of interest to disclose.

DR SPANGLER: Good norning, |'m
Jason Spangler. |'mexecutive director of
nmedi cal policy at Angen. And as part of that
role | lead our quality strategy for the
conpany. So, | am an enpl oyee of Angen.

We don't have any current
cardi ovascul ar products but we do have a
coupl e of products in the pipeline. None that
are directly related to the work that we're

doing for this right nowin the next phase

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 15

possibly which I will disclose at that tine.
Thanks.

M5. M TCHELL: Good norning, ny
nanme is Kristi Mtchell. | ama senior vice
president at Avalere Health. | have no
conflicts to disclose. However -- rather no
conflicts of interest, but rather | spent 12
years at the Anerican Col |l ege of Cardi ol ogy.
So it's kind of hard to put that in a box.

And as a result | led the
devel opnment of the National Cardiovascul ar
Data Registry and several of the neasures that
we are tal king about as a staff nenber.

DR CHO H, I'mLeslie Cho. I'm
an interventional cardiologist fromd evel and
Cinic and | head the preventive and
rehabilitation section. |[|'ve served on
previous NQF commttees and | currently serve
on the technical expert conmmttee.

DR PHI LI PPIDES: Good norning, ny
name is George Philippides. |I'ma

cardi ol ogi st at Boston University Mdica

Neal R Gross and Co., Inc.
(202) 234-4433
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Center. | was on the prior cardiovascul ar
commttee for NQF and have no discl osures.
Thank you.

DR AL-KHATIB: Good norning, |'m
Sana Al -Khatib. |'ma cardiac
el ectrophysi ol ogi st at Duke University. And
| don't have any conflicts of interest in
relation to the nmeasures that we wll be
di scussing today. But | have worked on
performance neasures. | co-chair the Measure
Devel opnent Task Force for the heart rhythm
society. | amon the steering commttee for
the NCDR ICD registry. And | amworking --
with a working group to informthe devel opnent
of performance neasures for ACC

DR. TING Good norning, |'m Henry
Ting. [|'ma cardiologist and health services
researcher from Mayo Clinic.

| do have sone conflicts which
|'"ve disclosed. |'mon the ABIMcouncil. |
al so amon the Anerican Coll ege of Cardiol ogy

and Anerican Heart Associ ation Task Force for

Neal R Gross and Co., Inc.
(202) 234-4433
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Per f ormance Measures. And |'ve participated
in grant work and received grants from AHRQ
and NHLBI to devel op sone of these neasures
which |'ve disclosed and recused nyself from

M5. HAMMERSM TH: Ckay, |' m goi ng
to call on two commttee nenbers who are on
the phone to disclose. Ted G bbons?

DR GBBONS: Hi, |I'm Ted G bbons.
["'mat the University of Washington and |I'm
chi ef of cardi ol ogy at Harborvi ew Medi cal
Center, the public health hospital associ ated
with the University of Washi ngton.

| have been on previous NOQF
cardi ovascul ar conmttees and | have not hi ng
el se to discl ose.

M5. HAMMERSM TH.  (Okay, thank you.
Jeff Burton? |s Jeff Burton on the line? Are
there any other commttee nenbers on the |ine?
Ckay. Thank you for naking those disclosures.

And ny parting words to you are to
make sure that you understand that you are

I nportant parts of a successful disclosure of

Neal R Gross and Co., Inc.
(202) 234-4433
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I nterest process and policy.

If you are sitting in a neeting
and you think you may have a conflict, if you
think a fellow comm ttee nenber may have a
conflict, or if you think soneone is behaving
In a biased nmanner pl ease do speak up.

We don't want you sitting there in
silence if you think that there may be a
conflict. You are welcone to bring anything
up openly in a neeting. You can go to your
co-chairs who will consult with the NQF staff,
or you can go directly to NQF staff.

So in that spirit do you have
anything that you wish to discuss with each
ot her, or do you have any questions of ne
based upon the disclosures nmade this norning?
Ckay, thank you.

DR SPANGLER: | didn't think
about this probably before because | didn't
think it was relevant but | want to bring it
up just in case there's a question.

We do have a product that was

Neal R Gross and Co., Inc.
(202) 234-4433
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| aunched in Europe that's going to be | aunched
here in the US It's a heart failure

medi cine. And one of the nmeasures | was the
primary on was a heart failure one. And it
had to do with a foll owup appointnent. So,

| didn't think it was directly relevant but |
wanted to throw that out there in case people
t hought it was.

M5. HAMMERSM TH:  Ckay. | would
say it isn't. You know, if the neasure
directly inplicated that class of bugs then
yes, we woul d have sonething to tal k about.

DR SPANGLER: That's the thought
I had but |I wanted to throw it out there.

MS. HAMMERSM TH.  Yes.

DR, HOLLANDER: Just because
everybody el se nentioned commttee work, |'m
on the Quality and Performance Conm ttee for
the Anmerican Col | ege of Energency Physici ans
and they're the people that nom nated ne. |
don't think it's a conflict.

MS. HAMVERSM TH.  Ckay. Thank you

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 20
for disclosing it. Anything else? Al right,

t hank you.

M5. | SIJOLA:  Thank you, Ann.
Ckay. So, | just want to go over sone of the
roles of standing commttee nenbers. | know

we went over this during our orientation, but
just to kind of give you a recap of sone of

t he expectations that we expect fromyou as
standi ng conm ttee nenbers.

G ven your backgrounds we do
expect you to act as a proxy for our NQF
mul ti - st akehol der nenbership and serve on at
| east a 2- or 3-year term W wll be
desi gnating your term assi gnnent during day 2,
randomy selecting that. But if you do have
any concerns with that please do | et us know
at that tine.

And essentially we ask that you
work with our staff to really achieve the
goals. And in this case it's really
eval uating the neasures that are at hand. And

evaluating this based on the criteria that was

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 21

presented to you which helps to indicate the
extent to which each criterion is net as well
as the rationale for the rating.

We al so ask that you make
recomrendations to the NQF nenbership for
endor senent by essentially responding to any
comrents submtted during that review period,
but al so responding to any direction given by
our CSAC comm ttee.

And lastly, really just overseeing
the portfolio of cardi ovascul ar neasures in
whi ch we have roughly about 80 neasures at
this point. So, these are kind of sone of the
expect ati ons.

And really the reason why we opted
out to really hold the standing commttee is
because we wanted to ensure that there is
consi stency across the board. | nean, once
you're starting to | ook at these neasures you
get a sense of what's in our portfolio, what
are sone of the gaps. So we ask based on your

expertise to provide that input.

Neal R Gross and Co., Inc.
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And know ng which neasures are in
our portfolio and understandi ng what the
I nportance of these neasures are.

And like | nentioned, just really
I dentifying what are the gaps within our
portfolio. Because |I know we do hit on sone
of the subtopics but there are a wi de range of
nmeasures that aren't necessarily in our
portfolio today.

And we ask that you are aware of
the nmeasurenent activities for this topic area
and know there are up and com ng gui deli nes
wi thin the cardiovascul ar arena. So we ask
that you are cognizant of that and really
bring your input as we | ook through this
portfolio.

And | astly, just providing your
f eedback about the evolution of our portfolio
and consi dering additional new neasures in
whi ch you would like to see within the
cardi ovascul ar topic area.

So, today we have 17 neasures that

Neal R Gross and Co., Inc.
(202) 234-4433
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we will be review ng over the next two days.
And these are just a snapshot of what those
measures are. | know we did send an email to
you guys about a neasure that was w t hdrawn at
the last mnute so we wll be reviewing 17 of
those neasures within this project.

And now | wll turn it over to Dr.
W nkl er and she will kind of give you an
overvi ew of what our portfolio |ooks |Iike and
what nmeasures and how that kind of translate
into what we're | ooking at over the next two
days. So, Dr. Wnkler?

DR W NKLER: Thank you, Winm .
I"d like to turn the commttee's attention to
your Sharepoint site because one of the
comm ttee docunents we have provided for you
Is an overview of the portfolio.

The cardi ovascul ar portfolio for
NQF is one of our largest and it does
enconpass a W de range of topic areas and
nmeasures. One of the things that makes it a

little bit easier to get your arns around is

Neal R Gross and Co., Inc.
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to figure out an appropriate framework for
organi zing and presenting the neasures wthin
the framework. And so | do want to kind of go
t hrough how we' ve organi zed them But we're
certainly open to any input fromyou in terns
of how we m ght want to inprove the framework
of the organi zation around cardi ovascul ar
nmeasur es.

To start off, the cardi ovascul ar
topic area is really a very inportant one.
One of the neasure priorities fromthe
National Quality Strategy which NOQF tries to
work with the National Quality Strategy in all
the work that we do. One of the priorities is
pronoting the nost effective prevention and
treatnment practices for |eading causes of
nortality. And this is where we cone in,
starting wth cardi ovascul ar di sease.

So, this is sort of the first
topic. It's by no neans the only inportant
topic in NQF' s portfolio but certainly it is

a high-profile one for the NQ@QS. So keep that

Neal R Gross and Co., Inc.
(202) 234-4433
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in mnd as we're |looking at this portfolio.

Now, we have a |ot of different
topic areas. W currently have nore than 70
endorsed neasures that are in this portfolio
that you actually oversee.

However, in sone of our other
topic areas portfolio there are rel ated
nmeasures. So we want you to be aware of them
and not | ook just at your particular group in
a vacuum but understand that there is
crossover. And sonetinmes our assignnent of
measures to portfolios is a bit arbitrary.

And so being aware that there are
ot her neasures out there that may be rel ated
hel ps you understand how any neasure you're
evaluating fits wthin not just the
cardi ovascul ar portfolio but NQF's portfolio
of measures totally.

So we have neasures around
coronary artery di sease and acute nyocardi al
infarction. [It's one of our biggest subsets

of nmeasures. So we're going to take a | ook at
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t hose.

We al so have a goodly nunber of
measures around heart failure, around rhythm
di sorders, cardiac cath, actually very few
around hypertensi on considering its inportance
overall and then sone cost and resource use
nmeasur es.

So, organizing this group was a
bit of a challenge. But NQF has been worKking
inthis area for quite awhile.

And so a couple of years ago, it's
now -- it's getting on five or six years ago
now there was a project in which a group of
fol ks were | ooking at patient-focused epi sodes
of care. And actually they created a patient-
focused episode of care diagramto really | ook
at it fromthe patient's perspective of
focused on the acute nyocardial infarction as
t he episode, but of course realizing there are
a lot of antecedent events, there are a | ot of
rel ated events that could occur.

So if you take a | ook at this,

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 27

|'ve heard these referred to as NQF' s bubbl e
di agrans. And so you can see that there is a
| arge popul ation at risk, either primry
prevention perhaps, certainly secondary
prevention in patients that have exhibited
their coronary artery di sease. So as that

| arge underl yi ng popul ati on.

There may be an acute phase, an
acute event such as an AM but perhaps it's
nore of a procedure such as a PCl or a CABG or
sone ot her acute event for which there may be
an acute phase and care organi zed around that
acute event.

After an acute event there are
post-acute care, rehabilitation phases. And
then those fol ks again sort of circle back
Into the secondary prevention.

The sense was that patients follow
several different potential trajectories.
Sone sonmewhat nore stable and progress on to
a relatively stable situation where focusing

I n on maintaining functions, secondary
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prevention is really inportant.

Anot her pat hway of course are
those wth significant cardi ac danage and
I ssues around quality of |ife, advanced care
pl anning, palliative care, may be nore
appropri ate.

So as we | ook at this sort of
spectrum of care we organi ze the neasures for
coronary artery di sease and acute nyocardi al
infarction according to these different
bubbl es or phases because it seens to reflect
the patient experience. And again, your input
into this would be perfectly wel cone.

And so honestly we do have
measures in all the bubbles. The question |
think given we've got a |arge nunber of
nmeasures is do we have the right neasures. Do
we have neasures -- do we have an efficient
nunber of nmeasures. And so again, as part of
your oversight this is the kind of input and
conversation we'd |like you to have.

So, if we | ook at the neasures
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around a population at risk for primry
prevention you'll see that we do have several
nmeasur es around snoki ng preval ence, tobacco
use screening, sone cardiovascul ar screening
In certain popul ations, blood pressure
screeni ng and control.

Some of these are not in this
particul ar cardiovascul ar portfolio,
particularly the tobacco neasures because
those are in our what we call health and well -
bei ng portfolio because they apply across the
boar d.

M5. DELONG Do we have these?
Are we supposed to be follow ng you here?

DR. WNKLER: There is a docunent
i n your Sharepoint. | don't think it's
necessary today right now, but | think after
we've had a chance to talk you may find it
useful to refer to.

So the population at risk, the
primary prevention. Al so we have severa

measures around cardi ac i nmaging, stress
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imaging for relatively lowrisk patients, non
cardiac lowrisk patients, pre-operative

eval uation. Again, |ooking for the patient |
think that nay have previously undi agnosed
cardi ac risk factors.

So, again, a fairly substanti al
nunmber. Perhaps there are other neasures that
are gap areas that you could consider. But
again, as we have our conversations going
forward not just today but as the commttee is
| ooki ng at neasures you nmay want to think
about neasures that would be nore appropriate
gap areas, or where do we nove on from here.
So these are sort of the first bubble if you
will.

We tal k about secondary
prevention. And this is another |arge area of
nmeasur es around bl ood pressure managenent,
antiplatelet therapy, ACE inhibitors, lipid
control, blood pressure control, so all the
usual characters.

| wll say that we have -- are
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post poni ng nmai nt enance revi ew of any of the
nmeasures having to do with bl ood pressure and
lipid control in this imrediate tine frane
because of the recent new guidelines. W're
gi ving devel opers tine to adjust neasures to
those new guidelines. So it's not that we're
not interested, but we are spending a little
bit -- giving thema little bit of time to
adapt to the new guidelines. So these
measures are in the portfolio and you wll be
seeing themin the next couple of years.

So, the next group is again acute
phase. | think these are probably neasures
well known to everyone. They are hospital-
| evel neasures as well as clinician-I|evel
nmeasures for the care of patients with AM.
Agai n, many of themare -- the hospital-Ievel
nmeasures are reported on Hospital Conpare.
They' ve been reported for along tine. W're
certainly seeing sonme high | evels of
performance at this point in tine.

And so you'll see that for this in
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red |'ve put in the neasures that are newy
submtted. So they are not part of the
portfolio yet. But this is a neasure that you
will be evaluating tonorrow. And you can see
that it's a conposite neasure. And |I'l| be
very interested to hear your reaction to a
conposite neasure given the nunber of other
nmeasures that already exist in this area.

In the acute phase around AM we
have outconme neasures as well as the nunber of
process neasures. | think you're all aware of
those. Again, many of themreported on
Hospi tal Conpare.

Certainly the readm ssion
nmeasures. We are looking at all readm ssion
nmeasures together in another project. So it
wll not cone to you at this point in tine.
The readm ssi ons neasures are being eval uat ed
by a separate commttee. They're neeting next
month. So there will be sort of concurrent
di scussi on around the AM readm ssion neasure

that you m ght be interested in.
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We al so have nortality neasures
that are inpatient as well as sort of the 30-
day all-cause neasure that | think you're
famliar wth.

One of the new neasures for
tonorrow. Again, |eading edge, not unusual in
t he cardi ovascul ar portfolio is a 30-day
nortality eMeasure.

So this is one of the first, in
fact | think it is the first eMeasure that's
an outcone neasure. W have a couple of that
are process neasures but eMeasures are sort of
a new and up and comng thing. And | think
there is the hope that as we're able to
transition neasures to use the unique
characteristics of EHRs eMeasures will becone
an i nportant aspect of the portfolio. So, you
get the first one. So we'll be tal king about
t hat neasure tonorrow.

So outcones are, again, a big part
of this portfolio and eval uating those | think

we all agree have sone net hodol ogi ¢ chal | enges
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and are significantly different than process
nmeasur es.

So the next one, again, related.
PCl. A lot of patients with AMs or angi na or
other risk factors undergo PCl. W actually
are going to be | ooking at eight neasures for
PCl today. Two of themare new. Maybe four
of them are new actually. And plus the
exi sting neasures. So, today that's going to
be our topic. W haven't |ooked at these
nmeasures in awhile so the existing neasures,
i f you notice there are three neasures for
nortality, one for inpatient, two for 30-day
all-cause. So we will have a conversation
about rel ated and conpeting neasures around
nortality for PCl later this afternoon

Next, | don't want to overl ook the
fact that NQS has a large portfolio of
measures for coronary artery bypass graft
surgery, but they are not for you to eval uate.
These belong in our surgery portfolio and that

commttee actually will be neeting in the end
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of May to | ook at neasures not only of CABG
but other types of surgery.

But be aware that we do have a
goodly nunber of neasures in this topic area
significantly related to cardi ovascul ar
di sease and being aware that they exist is
I nportant for your understanding of NQF' s
portfolio for cardiovascul ar di sease.

So we do have sone neasures for
post - acute rehab phase. So there are sone
nmeasures for discharge after a PCl. And oh
my mstake. |f you notice underneath the red
PCl post-procedural optiml outcone therapy is
an adherence to antiplatelet therapy. That's
al so got the large 2379 neasure. That's a new
measure and | forgot to highlight it in red.
So you' ve got a couple of new neasures.

Tonorrow we' Il be | ooking at two
measures of referral to cardiac rehab for both
I npatient and outpatients. So we have a | ot
of things happeni ng.

Then -- we're not done yet. So we

Neal R Gross and Co., Inc.
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do have a | ot of secondary prevention neasures
particularly for patients who' ve been
hospitalized at both the hospital |evel and at
the clinician level. And you can see a goodly
nunmber of various types of neasures for
vari ous types of nedications to be prescribed
after that acute event. So again, |arge
portfolio of neasures.

Ckay. So that was coronary artery
di sease and AM. But that's not the only
topic area where it cones to heart disease.

So we do have neasures around
heart failure. And so using that sane
pati ent-focused epi sode of care framework
staff has drafted sort of a heart failure-
speci fic framework using the bubbl es.

And we really would Iike your
f eedback on this because again this is one
we've drafted internally and we're | ooking to
your expertise to help refine it. But again,
it helps organize the framework into sort of

a patient approach and how to think about
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measures for heart failure rather than just a
l'ist of measures.

So next, the neasures again --
again, we start wth a population at risk.
And certainly the snoking, the weight
managenent, controlling high bl ood pressure.
The wei ght nmanagenent and snoking are in our
heal th and wel |l -being portfolio. Hypertension
control is for you to eval uate though not at
this neeting. And of course we already saw a
| arge nunber of neasures for coronary artery
di sease that could |ead to heart failure.

So, evaluation and ongoi ng
managenent for heart failure. W do have
nmeasures includi ng one new neasure that we
w Il evaluate tonorrow on synptom and activity
assessnent. But again you can see these are
both facility-level neasures as well as
clinician-1level nmeasures that are used
significantly in CM5' s neasurenent prograns.

Next, again, acute phase

hospitalization neasures for heart failure.
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You' re probably all quite famliar with them
Agai n, report on Hospital Conpare. There's a
popul ati on-l evel adm ssion rate that is part
of our population health portfolio that you
shoul d be aware of.

There are the hospital -1 evel
measures as well as clinician-|evel neasures.
There is a new neasure here for post-discharge
appoi ntnent for heart failure. W also have
the readm ssion rate that is being eval uated
I n our readm ssions project.

We do have the 30-day all-cause
nortality rate in this portfolio as well as an
I npatient heart failure nortality rate. So,

a goodly nunber of neasures for the acute
phase and outcones as well for heart failure.

But we haven't ignored all other
types of heart failure. So there are neasures
around rhythm di sorders such as EKGs for
patients with syncope. W have a coupl e of
measures for atrial fibrillation, several

nmeasures for I CD use. Those will be com ng up
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in future neetings wth you. Al part of this
portfolio though we won't be discussing them
at this neeting.

Then we do have a coupl e of
measures for cardi ac catheterization,
particularly one for children, an adverse
event outcone neasure. And so we don't want
to forget heart disease in children when it's
appropriate in our neasurenent.

And then the next one is the
coupl e of neasures we have for hypertension
One is a controlling high blood pressure
measure. Another is blood pressure screening
for adol escents.

And then | do believe we've
finally reached the end of them And we have
a cost and resource use neasure which is being
handl ed by our cost and resource use comittee
along with ot her neasures of cost and resource
use. And it's a relative resource use neasure
for people wth cardiovascul ar conditions

across the spectrumusually associated with
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hospitalization

So, as you can see this is really
one of our largest, nost diverse portfolios.
It's challenging to get your arns around this
nunber of neasures. And so we really would
appreciate your input in terns of the best way
to organi ze these neasures. |If this works for
you, great. |If you' ve got suggestions for
revisions and i nprovenent, that's great too.

So, any coments you'd like to
make on the portfolio at this point |'ve got
a couple of nore things to tal k about before
we wrap up.

Any t houghts from anybody on the
portfolio? | know | kind of ran through it
relatively quickly. But | guess just any
t houghts as you' re undertaki ng and taking on
this challenge? Yes, Tom

DR JAMES. This may be nore of a
parking | ot issue, but |I know that -- and
Hel en can junp in on this one. That NQF is

dealing wwth the social determnants of health
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and how t hose i npact these various
measur enent s.

As | nmentioned, | cone froma
Medi cai d conpany and so for that reason it's
sonet hing which is inportant to our
popul ation. | want to ensure that it's
sonepl ace wthin our view.

DR. BURSTI N  Yes, thanks, Tom
So NQF enbarked about six nonths ago on a body
of work | ooking at whether outcone neasures in
particul ar but not exclusively should be
adj ust ed for soci odenographi c determ nants.

And ultimately the report that
cane out which is still in process, | want to
caution everyone of that, indicated that for
certain outcones where there's a clear
conceptual relationship between the outcone
and t he soci odenographic characteristics, and
those factors are not directly related to
quality of care, and thirdly, there's an
enpiric relationship as denonstrated in the

anal yses sone of those perhaps should be
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adjusted. It was actually quite a nuanced
reconmendat i on

It also said clearly that for
nmeasures where you're really interested in
disparities and quality inprovenent those
measures should be stratified. That report is
still in process and actually comrent cl osed
| ast week. We have 667 comments to review, an
NQF record. | don't know if that's good or
bad, but it clearly | think shows we've picked
a question where there's been a | ot of
consternation for a ot of years. So, the
commttee will have an opportunity to review
those coments. \Whatever happens with that it
will all play out sonetine in June. So we'll
cone back to this question if we need to
dependi ng on where we are with the report.

M5. M TCHELL: So, | know that
there's been sonme work on nultiple conorbid
conditions. But |I'mcurious about how
cardi onetabolics is being handl ed and what

sort of is the purview or not of this
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comm ttee.

DR WNKLER: | know that the
conversation cones up a lot. |'mnot aware
that we have any specific neasures. Nor --
and this would be a good help fromyou all if
you know if there are any in devel opnent
around sort of netabolic syndronme and that
particular risk group that certainly would be
sonething that | don't think we've got any
nmeasures on but it sounds, you know, it would
certainly be an inportant area.

If you're aware of any neasures in
devel opnment we'd certainly want to hear about
iIt. Because again, | think you're right, you
bring up an inportant gap area.

DR BURSTIN:. And just to build on

that comment, Reva. | think the other issue
Is there's still a fair anmount of |ipids for
di abetes, lipids for hypertension as opposed

toreally a nore holistic view of all the
different patient popul ations that should be

part of a neasure.
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And it's interesting, when Reva
made the point and there's only one
hypertensi on neasure, that's actually sonewhat
by intent. Many of the other neasures have
fallen to the waysi de as that one neasure has
beconme nore of the de facto standard that's
used by CVM5 and all the federal agencies now.
It has all the different sort of
characteristics and different patient
popul ations built into that neasure.

So a lot of what you'll be talking
about over the next couple of days as well is
does this really need to be this disease-
specific nmeasure to Kristi's point, or is it
really nore of a global neasure we should
really push the developers to ultimtely nove
towards nore of a popul ation view of who
shoul d be getting what, when for the best
possi bl e out cones.

DR. SPANGLER Related to that,
and maybe an extension of Kristi's question.

If there is a cardi onetabolic neasure, | mean
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woul d that be our purview? Wuld it be the

endocrine steering conmttee? Are there
nmeasures that -- and | guess the broader
guestion. Wuld there ever be neasures that
are addressed by two different steering
commttees at the sanme tinme?

DR WNKLER: Yes, | nean we're
struggling with the best way to deal wth
that. As | nentioned, sonetinmes the
assignnent to projects can be arbitrary and
that's why we want you to be aware of the
crossovers. So, actually, you know, we would
take a | ook at actually howit's specified to
see what woul d be the nost appropriate place
to put it.

But | think we need to really
think a little bit nore about nmeasures that
probably belong in two places. Because agai n,
our topic areas are sonewhat arbitrary. W're
havi ng to nmake sone sort of cut points.

But perhaps there may be a way of

getting input fromboth commttees so that
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there was sort of a shared accountability for
t he neasure perhaps that we'll have to talk
about how that m ght happen.

But again, we would want i nput
fromboth certainly. And not, you know, keep
ourselves in our little silos. W're trying
to break them down actually as nuch as
possi bl e.

Any ot her thoughts from anybody
el se? Yes, Liz.

M5. DELONG | just want to put on
the table that I'"'ma little concerned about
har noni zati on. As we grow t he nunber of
nmeasures and they cross different venues to
make sure that we're not comng up with
measures that are sonmewhat inconsistent. And
that's what |'mparticularly concerned wth.
And | just want that to be on the table.

DR WNKLER: Sure. And | think
given the |arge nunber of neasures in the
topic area | think that it really is a good

argunent for the need for harnonization. |f
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we expect all of these patients to be

subj ected to neasurenent and different
unal i gned non-harnoni zed neasures are being
used it just creates a bit of chaos for
absol utely everybody.

So, as we |l ook at neasures | think
you're aware as we discussed themin our
wor kgroups that the issues of related and
conpeting neasures and harnoni zation is
sonething that really is our fifth major
criteria. And we do particularly want to
focus | ooking at that.

And really to the degree possible
get neasures harnonized to facilitate their
I npl ementation out there. So thank you, Liz,
for bringing it up because indeed it is a
significant priority for us.

DR BURSTIN:. And just one nore
point on Reva's point. It doesn't always have
to just be harnonized. Sonetines it's okay to
say it's been neasured in one setting and it's

kind of done there and it's tine to npbve on.
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It's topped out.

| think there's a | ot of
measur enent burden out there. Mny of you on
the front line of health systens know this all
too well. W really need to be neasuring the
right thing at the right tine. And if it's
past due and it should be in a different
setting or work across settings just have it
done once, the right place, that's really
inportant too. | think we really want to as
much as possi bl e reduce the neasurenent burden
out there.

DR, HOLLANDER: |'mnot sure it's
the purview of this commttee and it doesn't
|l ook like it pertains to these neasures, but
' mgathering fromwhat you said there's an
adm ssi ons/ readm ssi on group.

And | just want to put out there
for thought that what people have done with
all these readm ssion neasures is sinply ganed
the system And now everybody's going to

observation. And it represents the exact sane
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failing as the health system as when they get
hospitalized and go upstairs.

And | think it's inportant as
measures deal with readm ssion or adm ssion
that it actually consider observation as part
of the adm ssion pathway rather than just an
excuse to not be counted in the neasure. And
I think that's getting | ost.

Sonme hospitals are now adm tting
50 percent of their patients to observation.
So it's a problemthat just needs to be
addressed, although it may not be any of the
nmeasures we're tal king about today and
t onor r ow.

And it was a major part of the
di scussions |ast round as well as this
upcom ng round. | nean, at |east the anal yses
CM5 has done woul d suggest the rate of decline
of readm ssions is not due -- it's really to
the change to a |l ot of people being admtted
to obs. But obviously we've seen a | ot of

that shift in the marketpl ace.
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DR WNKLER: Again, we fully

expect that during the course of your

di scussions you wll bring up thoughts and

I deas that wll pronpt you in terns of gaps or
why not neasure this instead of that. Feel
free to please throw those out there. W'lI
capture them and i nclude them as part of your
sort of assessnent of the overall portfolio.

Just to kind of finish things up.
As | said, this is a particularly inportant
area for the National Quality Strategy to
reduce norbidity and nortality according to
cardi ovascul ar di sease.

So the question is how well are we
doing. And so | think one of the best sort of
nmeasurenent tools to get a gl obal popul ation
view which is an inportant sort of bellwether
Is the National Healthcare Quality Report.

And so | just picked the nost
recent report to kind of ask the question how
are we doing. And so they report on three

di fferent neasurenents that | think are
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particularly salient for us.

One is around bl ood pressure
control, and as Hel en nentioned bl ood pressure
control is the neasure we are |ooking at. And
so | think that over tine | ooking to see how
we are doing as a nation by age group over the
| ast decade we are getting a sense that things
are inproving and that's great.

But if you notice the highest is
still only 50 percent. So we've got a |long
way to go.

And | think nmeasurenent and the
measures we have are sone of the tools to help
us continue to inprove. By no neans is it the
only thing that's driving inprovenent. It's
actually the work that's being done on the
front lines wwth clinicians and their
patients. But nonetheless, it's useful to
keep an eye on how are we doing globally.

So the next one, again, deaths
fromheart attack. Sonething that's inproving

significantly. This again per 1,000
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adm ssions. Because the overall incidence of
M seens to be declining as well over tine.
Perhaps we're getting -- intervening up front
into the risk factors before an AM actually
occurs. So there does seemto be inprovenent
in nortality around heart attack. So we hope
that this continues.

And keepi ng an eye on those
outcone neasures is really an inportant sense
of how we're succeeding in inproving the
quality of care in this particular topic area.

And then lastly, hospitalizations
for heart failure, again a chronic condition
that tends to be progressive at either a
greater or a slower rate. It's interesting
that when it's stratified by age groups we're
down | ow for everybody but the Medicare
popul ati on which of course this is a huge
ar ea.

There does seemto be over the
| ast decade sone decline in adm ssions for

heart failure. W certainly would Iike to see
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ongoi ng i nprovenent to decrease cost to both
patients and to the system So | think that

I n general we have a sense that inprovenent is
occurring. And so keeping an eye on how we're
doing over tine wll help provide the greater
context for the portfolio.

And perhaps as we | ook at the
measures to see -- get a better understandi ng
of what m ght be the greatest drivers for
I nprovenent across the nation.

So that's the |ast one for ne.

And | think we're getting ready to tal k about
what we cane to do. Sana, question.

DR AL-KHATIB: Actually, | have
two questions. The first question is part of
the National Quality Strategy is to address
di sparities. And | wanted to ask you, the
exi sting neasures that you shared wth us
today with the portfolio, are people required
to report on all these neasures by age, gender
and race? O is that neasure-specific?

DR. W NKLER: It tends to be
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measure-specific and nore inportantly program
specific. Because whoever is inplenenting and
using the nmeasures ultimately nakes the

deci sion on how they're reported.

| do know that for nmany of the
measures in this topic area we have been given
data fromthe neasure devel opers by various
strata to see how performance is anong the
di fferent subpopul ati ons.

Whet her that's actually transl ated
into the inplenentation prograns really is up
to the folks that are inplenenting them So,
that tends to be sonething that tends to
happen after sort of the NQF endorsenent.

But the conversations around
appropriate use is sonething that we tend to
have here at NQF a lot. And we would
certainly encourage it.

And certainly we want to | ook at
measures that denonstrate significant
di sparities in performance. Sone neasures,

not so nmuch, but sone neasures really we do
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find that there are significant disparities
and we do want to identify them and highlight
them as having that kind of disparity. And
t hat perhaps the neasure is useful to be
stratified to identify themin however it's
bei ng used.

DR BURSTIN: I'll just add that
as part of our work on disparities over the
| ast several years we actually came up with a
protocol for identifying which neasures are
di sparities-sensitive. And we'll work through
t hat .

Once you have approved a set of
measures we'll go back through, identify
whet her there is a quality gap, how large is
it, the prevalence of the condition in
di fferent popul ations and bring that back to
you for your consideration.

We did this work, staff reviewed
about five or six hundred neasures already,
identified a set of themas being disparities-

sensitive. And we can try to highlight as we
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go through which ones have al ready been
identified that way.

And the hope is the neasure has
been identified and disparities-sensitive.
There's a known quality gap, high preval ence
In a popul ation, that they should routinely be
stratified going forward.

Now, whether they're stratified
and used that way in terns of the federal
prograns or paynent, but at |east being sure
that they're being used that way for
di sparities reduction and quality inprovenent
Is critical. So thanks for that question.

DR. AL-KHATIB: M/ other question
has to do with all the nmeasures that you
showed us in our portfolio right now.

If we as a group discuss a new
measure, that we consider a new neasure that
we see a lot of overlap between the neasure
that we're discussing and the existing
nmeasure, but we really see nore value in the

nmeasure that we are considering, could we nake
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a recommendation to inplenent this neasure and
perhaps retire the existing neasure? O how
does that work?

DR WNKLER: | think it will go
along with your conversation in terns of the
recomrendation for this one.

The ot her neasures will cone up
for your review And so we're wanting -- we
will want to take note of that so when it does
cone up for its next review |It's |like guys,
remenber |ast tine you maybe not so nuch on
this one, you've done the other one.

So, again, because we get to stay
together for a couple of years we have this
opportunity that we didn't have previously.
And we're really seeing that as sone of the
val ue of a standing commttee who can actually
wor k t hat way.

We woul d not want to automatically
retire a neasure until it's had a chance to go
through its appropriate tine to review. But

certainly we'll want to carry forward any of
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t hese conversations that you m ght have about
simlar related neasures to say take note,
next tinme we see this neasure perhaps it won't
be as inportant in light of this new neasure.

Al right. Thank you all again.
Al'l your feedback during the neeting, after
the neeting. |If you have a thought sonewhere
down the road feel free. W really want to
work with you to help guide this portfolio to
be as good as it can be and nost useful.

And so particularly you fol ks out
on the front lines who really are being
nmeasur ed and using neasures can give us a |ot
of good insight on how effective and i npactful
t hese neasures are goi ng forward.

So that's it for nme for right now.
Winm , you want to kind of get us ready and we
shoul d be able to get started | ooking at
nmeasur es.

M5. ISIJOLA: Sure. W're going
to start off.

But just sone of the ground rules
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for today's neeting. W do expect you to have
reviewed all of the neasures, not necessarily
just the neasures that you are discussants
for. And really basing your eval uati ons and
reconmendat i ons based on the criteria at hand.
And that information was shared with you and
Is al so avail able on the SharePoint site.
Remai ni ng engaged at all tines.
Qobviously at any point in tine you can excuse
yourself to the restroons. And nmaking sure
that your comments are conci se and focused.
W are going to turn it over to our co-chairs
and they're really going to facilitate that.
But in ternms of effectively and
ef fective discussions we ask that you use your
nanme tent cards and stand them up vertically.
And our co-chairs wll call on you
accordi ngly.
We do have two of our conmttee
menbers on the phone and they will be
participating in the discussion. And Lindsey

w Il make sure that that happens.
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Cat hy, our speaker, could you
ensure that Jeff Burton's line is open?

OPERATOR:  He has not dial ed back
in at the nonent.

M5. ISIJOLA: Ckay. He's not on
yet. Okay. Well, inthat case | wll turn it
over to Dr. Kottke and Dr. George and we w ||
begin with our first neasure.

DR, KOTTKE: 1'Ill turn it over to
Mary in a second here, but if | could draw
your attention to a couple of things.

The first neasure has been given
an hour discussion which is twice as |ong as
all the other neasures.

And we have a | ot of neasures to
do. As Reva said earlier this norning to ne
we coul d discuss them endl essly but we're not
going to do that.

And you were very nice at keeping
your bios real short. And I'll let you know
that Mary and | have agreed that we're going

to run on tine.
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And there's also voting. Wthin
that 30 mnutes there's four votes. And so
please -- if there's sonething very inportant
pl ease say it. But if it's just a tangenti al
espousi ng on sonething you want us to know
there's beer for that. And so.

(Laught er)

DR, KOTTKE: Right, but there's no
beer at the neeting and so it'll have to wait
until after 6 o'clock. So I'lIl let Mary call
for the first neasure.

DR GEORGE: Thank you. So our
first nmeasure i s nunber 0964.

DR, WNKLER: Mary, let's bring
our devel opers up to join us at the table.

M5. ISIJOLA: Ckay. So really how
it"s going torun is we're going to have the
devel oper cone to the table and give a brief
description of their neasure, really brief.

And fromthere we'll ask that the
| ead di scussant kind of speak to each

criterion. And if there are questions we can
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nost certainly direct it to the co-chairs and
they can facilitate that process.

But we really want to nmake sure
that we're talking to each criteria as it was
laid out. And we have provided you guys with
the discussion strip so you can follow through
that process as you present your neasure.

And with that being said | wll
turn it back over

DR GEORGE: Gkay, and the neasure
devel oper, Dr. Massoudi. Wl cone.

DR. MASSOUDI : Good nor ni ng.

Thank you, Drs. CGeorge and Kottke. And thanks

for having ne here. I|I'msorry |I'm]leaving
this evening. It sounds |like the beer would
be fun.

" m Fred Massoudi fromthe
Uni versity of Colorado. |'ma senior nedical
of ficer of the National Cardiovascul ar Data
Regi stries or NCDR upon which this neasure is
based.

Again this is therapy -- this
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measure i s 0964 therapy with aspirin P2Y12

I nhi bitor and statin at discharge foll ow ng
PCl in eligible patients.

And I'mgoing to be very brief and
woul d be happy to answer questions. But
essentially this is a conposite neasure, a
gui del i ne-based nedi cal therapy with three
cl asses of nedications followwng PCl. [It's an
al |l -or-not hing conposite.

It includes the aspirin P2Y12
i nhibitor, so the clopidogrel famly, and
statins. Each of these therapies is a 1A
gui del i ne recommendation in hospitalized
patients through PCl

It's an all-or-nothing conposite.
That is to say each patient has to be treated
with all the nedications for which they are
candi dates and is reported on the hospital
| evel .

The feasibility and reliability
and validity have been tested fairly widely in

the CathPCl registry. |It's been used as part
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of feedback wthin the registry for the | ast
three years. The registry is now used in
1,600 U. S. hospitals and has col |l ected data on
nore than 14 mllion patients.

This nmeasure again is fed back to
sites as part of the executive sumaries and
wll be part of the voluntary public reporting
program sonetinme this year.

| would add that this is a renewal
of a previously endorsed neasure. This was
di scussed at the | ast panel. Actually we had
subm tted each of the three individua
conponents of this measure and in response to
NQF' s requests we nmade an al |l -or-nothing
conposite of the three individual conponents
into this all-or-nothing conposite neasure.

And so at this point, | don't know
i f that's what you were | ooking for, but.

DR, CGEORGE: Thank you. And we'll
go ahead with the primary discussant.

DR AL-KHATIB: Ckay, well, thank

you. First, | do want to take a mnute to
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t hank whoever sent this tenplate of how we're
supposed to |l ead the di scussion because it
really hel ped ne organize ny thoughts in this
whol e response.

So, as was stated, this neasure
has to do wth | ooking at patients undergoi ng
PCl 1 ooking for those patients who are
receiving prescriptions for all nedications,
nanmely aspirin P2Y12 receptor inhibitor and
statin at discharge followng PCl. The |evel
of the analysis is the facility or the
hospi tal .

And as was stated this is a
conposite of three process neasures. And this
was a request by NQF as we were rem nded of
that on the phone and again today. So thank
you, Fred.

In ternms of |ooking at the
evi dence here this conposite neasure as | said
has three process neasure conponents in terns
of providing the support and the evidence for

that. They based it on guideline
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recomrendations. |In fact, several guideline
recommendations as well as a 2013 JAMA
systematic review that included 91
publications with priority given to data from
| arge random zed controlled trials, systematic
reviews and neta-anal yses. So based on these
data | actually rank the | evel of evidence as
high for this particular neasure. And |'I
open it up to others to chine in.

DR GEORGE: Are there any
additional comments fromthe secondary
revi ewer?

DR. CROUCH. M/ only comment was
that there was a |l ack of enpirical validation
of the conposite neasure. It was an expert
consensus vi ew as opposed to dat abase.

The validity data was good. The
reliability was based on expert opinion.

M5. TIGHE: Sorry, we're just
tal ki ng about the evidence criteria right now.

DR GEORGE: If you follow al ong

with the script that was sent we will be going
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step by step and taking a vote after each.
So, at this point we'll open it up for
di scussi on on the evidence.

DR, WNKLER: | guess the question
woul d be we have three conponents and we're
going to have other conposites so | just
wanted to bring this up is when you have a
conposite neasure of the conponents we really
want to | ook at each individual conponent
measure and the evidence for each of those.
So | think Sana did address that, but that is
an i nportant aspect when you're |ooking at a
conposi te neasure.

M5. ISIJOLA: Are we ready to
vot e?

DR JAMES. Just one question. |
nmean, certainly as a general internist |
subscribe to this. You always have to keep in
t he back of your m nd as sonebody who wites
scripts for a living on weekends that what is
the interaction of the various neds.

Clearly | saw there was evi dence
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for the use of the platelet and pl atel et
drugs, and there's clear evidence for the use
of statins. But what is the evidence for all
three together? Did | mss that in here?

DR MASSOUDI: | think as with
many of these things there's not a | ot of
great evidence for any of those things in any
field for any therapy. And so | don't think
-- there's not a random zed controlled trial
that conpares to one increnentally over the
ot her two.

However, each of these conponents
I's based on a pretty widely accepted class 1A
gui del i ne recommendati on.

DR HOLLANDER: So, | guess since
this is the first time we're discussing
conposite outcones we know there's data on --
and this follows on Tom s comment | think. W
know there's data on | ayering on the
antiplatelet agents to aspirin. [It's not
really clear to ne there's really good data on

| ayering on statins to those two.
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So I have no issue with this. And
| understand fromour prior telephone
conversation that NQF asked for the conponent.
So | get that.

But ny question is do we want
conposites to be therapies that have been
tested together, or is it okay for conposites
to be independent therapies all of which have
gui del i ne reconmendati ons?

DR BURSTIN:. |'m happy to respond
especi ally because we encouraged this the |ast
time. They are independent therapies that all
i ndi vidual Iy have evi dence.

And | think the key thing for
structuring it and we thank ACC for doing this
as an all-or-none conposite was the idea that
sinply doing -- adding each one on
increnentally was not enough. You actually
want to in fact see there was evidence that in
fact doing all three was really inportant.

But I don't know that we need to

have evi dence of the specific additive. |
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think it's really just that all three of them
are critically inportant in terns of evidence.

DR KOITKE: And if | could
coment. One reason for the conposite is that
you coul d | ook at each one and have a score of
85 percent on each one. But when you | ook at
It the perfect care score is really pretty
low. And that's one reason that we devel oped
the conposite at HealthPartners is to drive
the bar upwards in terns of quality of care.

DR PHI LI PPIDES: Quick question.
Does it nention ticagrelor? O is it just --

DR AL-KHATIB: It does. The
initial docunment that was circul ated nentioned
ticlopidine and then we clarified that that
was a typo. They neant to include -- yes,
exactly. So it has been revised.

DR WNKLER So now we get to
vote. Go back one, wll you? Go back to the
begi nning of the voting slides. Ckay.

We just want to give you a sense

of sort of how voting goes. And for those of
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you who have worked at this before voting has
changed a little bit around what is the aimto
each consensus.

And so in the past it was -- 50
percent plus one was enough. But we've had a
| ot of feedback that said you know, that
really isn't -- that's kind of iffy.

So we' ve changed the voting
results, evaluating the results in the
foll owm ng way. Anything above 60 percent of
the commttee passes. That's what it takes to
pass. If it's less than 40 percent, it fails.

But the 40/60 corridor is an area
where it feels the commttee really hasn't
reached consensus. And so there's a consensus
not reached.

And so realize that that puts us
ina bit of a holding pattern in terns of not
pass or fail. And we'll continue evaluating
the neasure to see if we can figure out where
the consensus |ies anong the group.

Oherwse, if a neasure fails on
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certainly any of the inportance criteria or
the scientific acceptability criteria we just
ki nd of stop because those are nust-pass.

If it's in this sort of consensus
not reached corridor we wll continue
evaluating the neasure till we get a sense of
what's going on. kay?

So this first neasure as we go
through, it's the reason we gave you an hour
so that we could talk through all these
nuances around voting and what the various
votes nean. GCkay? So that's how we're going
to count the votes.

Al so, a quorumis inportant. W
need 75 percent of you. So that's why the
staying with us except for breaks is really
I nportant, so we don't | ose people. And we
realize tonorrow afternoon as you go to catch
your flights we've got tinme pressure. So
we'll be paying attention to that as well.

So, when we're | ooking at evidence

it is part of the inportance to neasure and
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report criteria. And evidence is the first
but we'll tal k about perfornmance gap and
priority.

And then in a conposite neasure
we're going to | ook at the construct of the
conposite. So those are the subcriteria for
a conposite neasure.

So we were just tal king about
evidence. Al right, let's go to the next
one. It's not an outconme neasure, it's a
process neasure, so we go to the next one.

Ckay. It seens conplicated. |
hope it's not terribly conplicated. | hope
you' ve had a chance to | ook at the algorithns.

And so, based on your review of
those algorithnms you have five voting options.
Sonetines too many choices is difficult.

You can rate the neasure high on
evidence if indeed you have the results of the
quality, quantity and consistency of the body
of evidence. |In other words, it's golden.

Ckay?
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Moderate is still a passing grade
but perhaps you don't have the details of
guantity, quality and consi stency, or perhaps
i f you did and the evidence isn't as stellar
as you mght Ilike.

Low neans you have information but
the evidence really does not support the
relationship to outcones.

And that is distinct from
i nsufficient evidence where you don't have a
| ot of information around it. There just
isn't evidence to deal wth.

So if there's insufficient
i nformati on you actually have two choices. |If
iIt's insufficient and you' re confortable
sayi ng neasure goes down. There just isn't
enough evidence to support it and we don't
want to go any farther.

On the other hand there are rare
but occasi onal neasures where there isn't
strong evidence or nuch evidence at all, but

yet the commttee feels that despite the | ack
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of evidence it's still an inportant measure
and they feel confortable hol ding people
account able for sonething with no evidence.
So that's your option nunber 4, insufficient
with an excepti on.

So, if you look at the algorithm
you'll see that there -- you could be led to
any one of those options.

So, before we actually ask you to
vote you shoul d have a copy of the al gorithm
in front of you. 1'd like you just to take a
|l ook at it. And does anybody have any
questions on how that al gorithm works?
Because we were asking you to use that to
refer when you're doi ng your voti ng.

MR. BURTON: This is Jeff Burton.
Can you hear ne?

DR. WNKLER: Yes, hi Jeff.

MR. BURTON: Geat, great. | do
have one question. When | was goi ng through
the algorithmthere were points for sone of

t he nmeasures where | cane to the very end and
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based on the criteria for QC | was kind of at
one point. But then if | |ook at another
statenent here it says that if you feel that
there's noderate certainty that there's a net
benefit outwei ghs the harm

Could it be either/or? So if it's
sonet hing that has a | ow consistency in the
systematic review and you'd actually rate it
as low according to the algorithm

However, the overall body of
evi dence and comon sense woul d naybe | ean
towards a noderate vote because there's nore
certainty that there actually is a decent
benefit there. How does that work?

DR, WNKLER: Again, if this were
strictly sort of a one-two-three cal cul ation
we woul dn't need you all. So, we're asking
you to help us find the best answer here.

So, if indeed your systenatic
review, really the conclusions are there's no
relationship, or the -- there's too nuch

uncertainty, we really can't support that.
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Then you're going to rate it accordingly,
noderate, or |l ow as the evidence just isn't
t here.

I n your hypothetical, Jeff, |I'd
have a hard tinme understanding a situation
where a good systenmatic review cane to the
concl usion there was no evidence or | ow
everything to support the relationship, and
yet you feel there would be a noderate |evel.
Sonmehow that's a little inconsistent. W need
to talk about it further to get a better
under st andi ng of what exactly those
di screpancies are. So that's the best | can
help you with right now until we have a real
exanple to tal k about it.

MR, BURTON: Sure, sure.

DR. WNKLER: Al right. Does
anybody have any questions about the criteria
and about the ratings for voting? Yes, Liz.

M5. DELONG We're voting on the
entire conposite for evidence?

DR. W NKLER: Correct. For
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conposite you're tal king about the entire
measure. So, again, it wll be the specifics
of the evidence for each conponent in
aggregate. Because you're tal king about the
entire conposite neasure.

M5. LUONG So, by now everyone
shoul d have received a voting fob. Please |et
me know i f you have not.

And how we're going to do this is
Il wll start the tinmer. You'll see the tiner
on the right corner of the screen. And if
everyone could just point their fob to ne and
click the nunber of your choice |ater when |
start it that should be it. And we wll start
right now for evidence 1A. The tiner has
started.

Can you try pressing it again?
No, it doesn't double-count. Techni cal
difficulties. Excuse us real quick.

We have 13 for high, 7 for
noderate and 1 for |ow

DR AL-KHATIB: Moving onto
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opportunity for inprovenent. The devel opers
shared information and data wi th us about the
gap in care. They shared an 88.6 percent use
of all three nedications in patients
under goi ng PCl .

And at | east during our phone call
one of the participants didn't think that that
was a big gap in care. And | actually agree
that it's not a trenendous gap in care.

But | think we should try to shoot
for close to 100 percent in these patients.
Because again, when we tal k about the
specifications we wll be excluding people
wi th contraindications. But because we want
this draft to be as close to 100 percent as
possible | considered that a gap in care
signi ficance.

M5. LUONG So we will continue.

DR. KOTTKE: Secondary. Any ot her
di scussion? Fred, how did you a sort of
frustrating portion of people just don't

tolerate statins.
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DR. MASSOUDI: So, great question.

So if there was a docunentation of a
contraindication for -- let's say a patient
cones in and they have a contraindication for
a statin but not to the two antipl atel et
therapies. They would pass the neasure if
they receive the two antiplatel et therapies
and the statin wouldn't be considered because
they had a contraindication for that therapy.

DR KOITKE: So a patient report
of --

DR, MASSQUDI : So, a docunented
contraindication along the lines is what's
done with the CVS5 nedi cation measures.

The other thing | would just for
one nonent just clarify in ternms of the
distribution as well. The [owest 25th
percentile was an 83 percent. The |owest 10th
percentile in a 76 performance rate just for
perspective.

M5. DELONG | have a question.

Was this generated fromthe NCDR? How
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representative is this 86 percent?

DR MASSOUDI: So it's generated
fromthe CathPCl registry. As we've discussed
before the CathPCl registry is used in about
1,600 hospitals which is well north of 80
percent of hospitals that do PCls. And again
has been reported in now 14 mllion patients.
Not this specific neasure but since the onset
of the registry nore than 14 mllion patients.
At this point probably represents around 90
percent plus of patients undergoing PCl in the
Uni ted States.

M5. M TCHELL: To follow up on
your -- | think you presented a range. Wat's
the range of performance on this neasure?

DR MASSOQUDI: The range fromthe
1st to the 90th is 55 percent to 96 percent.

DR CHO So, let's say there are
ot her nmeasures |like aspirin and P2Y12
inhibitors and statins, all separate neasures.
So if we vote for this do those neasures go

away ?
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DR. MASSCQUDI: Those neasures

actually don't exist as an endorsed NQF
nmeasure. Again, we applied as individual
measures the last tine. W're instructed to
include it into all-or-nothing conposites. So
t hose have not been endorsed and we're not
asking for endorsenent for the individual
conponent neasures at this tine.

DR AL-KHATIB: | just wanted to
add one comment about disparities because |
was expected to cover that as well under
opportunity for inprovenent.

And one thing that the devel oper
stated in the subm ssion is of particular
Interest is that when conpared with the
expected nortality rates those with private
I nsurance had significantly better survival,
while those with all other insurance types did
worse. And then they tal ked about sone
geographic variations as well.

| wanted to ask if we ever thought

of using insurance status for reporting.
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Could we require that data be reported based
on insurance status?

DR, BURSTIN It's actually fairly
common. For exanple, if you see sone NCQA
nmeasures they routinely report by commerci al,
Medi caid, Medicare. So | don't know if the
differences are there. It's certainly
sonet hi ng you could tal k about with ACC.

DR WNKLER: Fred, you nentioned
that this neasure nay becone part of a
voluntary reporting programfor ACC. Wat are
your thoughts on reporting and addressing sone
of the disparities questions?

DR MASSOUDI: At this point the
nmeasures are reported. They're not
specifically stratified by various
soci oeconom c status or insurance status. |t
could certainly be perforned. And the details
of howthis wll be presented and reported are
still in devel opnent as you can i nagi ne, as
we' ve di scussed on previous calls.

And just, | should have introduced
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Lara Slattery from ACC staff before. |

apol ogi ze, | got so excited about presenting
the nmeasure that | forgot to. So, please
forgive ne. Thanks.

MR BURTON:. Was there any
evidence -- | don't think | saw any target
performance | evel that could be set for this
nmeasure. As opposed to conparing against the
nmean. | know that nean for all the hospitals
was in there. But was there any target
performance | evel that was established through
t he evi dence?

DR MASSQUDI: So, as Dr. Al-
Khati b pointed out this is an all-or-nothing
conposite based on three nedications. For
each individual patient they would be excl uded
fromthat particular nedication if they had a
contraindication. So the ideal target
performance |evel on this neasure as it is for
many process neasures where you excl ude
patients with contraindications is 100

percent .
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MR, BURTON:. Ckay.

DR GEORGE: Are we ready to vote?
Any ot her di scussion?

DR, WNKLER: For this your voting
options again are really just your qualitative
assessnent of high, noderate, or low. High or
noderate wll be a passing grade. Low wl|
not. |If you feel there isn't any evidence or
insufficient data for you to nake a
determ nation that option is avail abl e.

So you will see this generic
hi gh/ noder ate/l ow voting scal e on several of
the criteria.

M5. LUONG The timer has started.
We have -- for criteria 1B 8 for high, 13 for
noderate and 1 for |ow

MR BURTON: | just want to
confirmthat you're getting nmy vote over the
chat, the webinar chat. This is Jeff Burton.

M5. LUONG | am | am Thank
you.

VR. BURTON: G eat, thanks.
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MS. ISIJOLA: So we'll npve onto

priority.

DR. AL-KHATIB: So in terns of
priority | absolutely believe that this
nmeasur e addresses a significant health
problem CAD is a very prevalent condition.
PCl is a very commonly perfornmed procedure and
Is associated with high costs. And we really
need to ensure that we optim ze the use of
evi dence- based t herapi es that have been shown
to inprove survival, reduce risk of
i nfarction, what have you. So nultiple
outcones that could be inproved with the use
of these therapies. So, for ne | think
priority is definitely there.

DR GEORGE: Any discussion on
priority? W're ready to vote on priority.

M5. LUONG The timer starts now.
For criteria 1C we have 18 for high and 4 for
noder at e.

DR. WNKLER: W have one nore --

because it's a conposite we need to go to the
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conposite construct in terns of this 1D
You'll only see this on conposite neasures.
It's the final criteria under inportance and
it's the quality construct of the conponents,
the rationale for putting themtogether. And
then any aggregation or weighting issues. So
it's all about does this conposite construct
make sense.

DR AL-KHATIB: So for the
construct | ACC would argue that it's pretty
good, pretty reasonable and logical. W all
have concerns about conponent endpoi nts and
nmeasur es because we always rai se the question
as to what kind of weighting systemyou're
usi ng.

And | don't know that you can ACC
justify that or defend that in association
wi th any conposite neasure.

But with that caveat in mnd |
actually think that the construct is pretty
good.

DR, CGEORGE: Any discussion on the
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nmeasure construct? Al right, we'll vote on
t he neasure construct.

M5. LUONG The tinmer starts now.
Al right. For criteria 1C we have 18 for
hi gh and 4 for noderate.

DR GEORGE: So we'll nove al ong
to the scientific acceptability.

DR AL-KHATIB: Gkay, so in terns
of the scientific acceptability, just a
sunmary of the specifications. The nunerator
Is all patients undergoing PCI who are
eligible for all these nedications, aspirin,
cl opi dogrel, prasugrel, and ticagrelor and are
prescri bed those nedi cati ons.

Denom nator is all patients
undergoing PCl who are eligible for all of
t hese nedi cati ons, neaning they don't have any
contraindication to any of those nedi cines.
And | forgot to nention statins as well.

Excl usi ons are death or presence
of a contraindication. And the neasure uses

the CathPCl registry. This was descri bed
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briefly by Fred.

| personally don't have any
concerns regarding the specifications,
definitions, or coding.

DR GEORGE: Any discussions on
the scientific acceptability?

DR. CROUCH. There's a
har noni zati on issue with this one and the one
we're going to discuss next with the
exceptions. | don't know which way we want to
go, whether we want to |leave that till the
next one or bring it up now?

DR WNKLER: We'll tal k about
that after we've tal ked about both of them
And then we'll tal k about that part.

DR. CROUCH. kay.

DR W NKLER: But thank you for
bringing it up.

M5. DELONG | have a question.
I"'ma little confused. | thought Fred said
that if sonebody was contraindicated to one of

t he neasures, one of the conponents but not
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the other two that person would still be in
the denom nator and the nunerator would ignore
the contraindi cation.

DR. MASSQUDI : Yes, that's
correct. So a patient who's eligible for any
one of the therapies would end up in the
denom nator. And if they receive treatnent
for all the nedications for which they were
eligible they would count in the nunerator.

M5. DELONG Ckay. So that's
different fromexcluded if they're
contraindicated to any of the neasures.

DR MASSOUDI: Yes, they're
excluded at the nedication level if that nekes
sense. It would be excluded entirely if they
had contraindications to all three
medi cat i ons.

M5. DELONG Al of them right.

DR MASSOQUDI : They woul d be
i ncluded entirely if they were. Yes.

DR, PHI LI PPI DES: How were you

deenmed to be excluded because of inability to
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take a statin? Wat was the definition of
statin intol erant?

DR. MASSOUDI: Just as what's done
wth the, say for instance, the CM5 Hospital
Conpare neasures. The clinician docunentation
of a contraindication is considered a
contraindi cation of that nedication. Sort of
a standard contraindi cati on excl usion.

DR W NKLER: Question just on
that. Contraindications are captured in the
registry?

DR. MASSOUDI: Yes, that's
correct.

DR WNKLER: Ckay. Just one
ot her question that got brought up in the
wor kgroup was the issue around the age
i ndication for patients for statins. The
wor kgroup brought it up. About age 75. No?
Ckay, not a problem

DR. MASSOUDI: Just to clarify.
We docunent that a contraindication was

present. W don't catal ogue the actual
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contraindi cations, but just whether or not a
contraindi cati on was present.

DR. JAMES: Just to reiterate the
di scussion that Judd and | had whether there
Is scientific evidence of the conbination of
all three. | think it's very clear about each
I ndi vi dual conponent. It's what happens in
the individual person to handle three
di fferent nedications.

DR. MASSOUDI : You know, again, |
think it's an issue with any conposite
neasure. | would say that there are probably
numer ous exanpl es of conposite neasures where
each of the individual conponents are
evi dence-based. But there's not evidence for
addi tive benefits with specific agents.

Havi ng said that, however, | would
say that the nore contenporary secondary
prevention statin trials are trials of statins
over and above antiplatel et therapy standards
currently.

Again, also the guidelines clearly
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reconmend as class 1A recommendati ons the use
of these three nedications in conjunction with
one another in patients who m ght have done
PCl. So this is all guideline-based on a

cl ass 1A recommendations for the use of al

t hese nedi cati ons together.

DR GEORGE: Any other discussion?
If not we'll go to a vote on the scientific
acceptability.

DR WNKLER: Did we tal k about
the reliability testing which is part of
reliability?

DR AL-KHATIB: | don't think
there's a vote right now W keep going. So,
reliability.

So in terns of the reliability
testing what the developer did is enpiric
testing using the CathPCl registry with data
from 1, 386 hospitals.

And testing was done at the data
el enments | evel, not the neasure score |evel.

And then they tal ked about reliability testing
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was perfornmed using correlation of random
split halves of the participating hospitals.
And tal ked about the correlation between the
two being pretty high at 0.92.

They al so highlight all the
gquality i nprovenent and assurance within the
NCDR t hat includes onsite audits and
interrater reliability assessnent conducted to
validate the audits. | actually have seen
t hose data although | don't know that the
results were included in the subm ssion but
certainly the data are very reassuring.

So in terns of reliability testing
| believe that what they showed denonstrates
that the neasure data el enents are repeatabl e,
produci ng the sane results. A high proportion
of the tinme when assessed in the sane
popul ation in the sanme tine period. So |
think overall it's pretty good.

Based on the al gorithmthat was
shared with us if they did not do the testing

at the |l evel of the neasure score which |
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actually didn't see that. I'msorry if |
mssed it. | only saw the one that was done
at the data elenent |evel. Then the highest

ranking that this nmeasure would get is a
noderate ranking if they don't have a neasure
score.

Again, Fred, please let ne know if
| mssed that. | do -- | did notice the data
el ement testing but | didn't see one at the
| evel of the neasure score.

DR, MASSOUDI: That's not in the
subm ssi on.

DR GEORGE: Any questions on the
reliability or further scientific
acceptability?

M5. DELONG This w |l probably
pertain to a lot of these things when we | ook
at reliability. The correlation says
sonet hi ng but not everything. |t would be
good to see the percent agreenent in the -- on
the di agonal cells. Because then you have an

I dea of how many patients they said yes in one

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 96
group but no in the other. | think that's

inportant information and |'mnot sure we're
consistently getting that in the reliability.

DR MASSOQUDI: 1'Ill bring your
attention to -- there are a couple of figures.
Again, this is on the conposite, so not on the
I ndi vi dual conponents, again. Because we
haven't focused on those because we're not
appl ying for endorsenent for any of those
nmeasur es.

But the figures show the first and
second sanpl e validations as you can see, you
can see the correlation, the conposite there
in Figure 2 between those first and second
sanpl es.

| don't knowif it helps but in ny
docunment which I think would be simlar to
yours it's Section 2A2. 3.

DR KOITKE: Does anybody have any
overwhel m ng concerns about this? |'m] ooking
at Figure 2 in ny docunent and it is bl ank.

DR MASSOUDI : Funny, it's on page
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56 I'mon, but it's in the md-fifties.

M5. DELONG I'msorry if |'ve
caused a lot of confusion. Al | was | ooking
for was a 2 by 2 table that had in this sanple
yes/no and the other sanple yes/no. Are those
dots sites then? What are the dots?

DR. MASSOUDI: Yes, those dots are
sites.

DR WNKLER: Just to clarify on
this, are those results at sites for the
measure result? O the data el enents?

DR MASSQUDI: The conposite
nmeasur e.

DR WNKLER: Result.

DR MASSOUDI :  Yes.

DR WNKLER: So that's a
performance neasure score. So you do have
testing, reliability assessnent at the |evel
of the neasure score. Well, that changes the
eligibility on the rating.

DR GEORGE: Just to recap that.

Havi ng both data elenent testing as well as at
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the nmeasure | evel does nmake this eligible for
a high rating.

O her discussions on scientific
acceptability or reliability?

M5. LUONG The tinmer is starting
NOW.

DR WNKLER: This is voting on
reliability. W'Ill do validity next.

M5. LUONG For criteria 2A 16
voted for high, 6 voted for noderate.

DR GEORGE: Gkay, we'll nove onto
-- you've got validity. Just wanted to nake
sure.

DR AL-KHATIB: Gkay, so there was
no enpiric testing of validity for this
measure that | could find. Wat the devel oper
nmenti oned was face validity was described as
content validity of this process was achieved
by the specialized expertise of various ACC
comm ttee nenbers involved in the devel opnent
or approval of the neasure.

And they went onto say that we
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believe the content validity of this neasure
has been achieved by virtue of the noted
expertise as | nentioned. The individual
conmponents of the conposite have al ready been
shown to inpact clinical outcones. The
enpiric analysis denonstrating the individual
conponent neasures fit the overall quality
construct.

Testing will focus on construct
validation which will test the hypothesis on
the theory of the construct that follow ng
t hese processes for patients undergoi ng PCl
woul d |l ead to better outcones.

This research is expected to
ultimately be published in the nedical
literature. Wiile the analysis will likely
not be ready prior to the subm ssion deadline
of the cardi ovascul ar endorsenent mai ntenance
project they will be available prior to the
cl ose of the neasure cycle.

And that the analysis in

preparation for publication can be provided
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upon request or at publication. But that was
the extent of what they nentioned regarding
validity testing.

M5. TIGHE: And just to junp in,
this would also be the point intine to
di scuss the validity of the specifications,
whet her they're consistent with the evidence.
| believe we've touched on it but just if
there's anything to raise at that point too.

DR CGEOCRGE: So any comments on
threats to validity?

DR AL-KHATIB: From ny
perspective although they did not do the
testing that we would like to see | don't see
any |like major concerns about why the data or
the process woul dn't be valid.

It woul d have been nice to have
the testing to prove that, but know ng the
Cat hPCl, know ng the process, what they're
proposing here, | personally don't see any
maj or threats to validity.

DR, CGEORGE: Any discussion on the
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validity? Comments on the phone? W'II|l nove
to a vote on the validity.

DR PHI LI PPIDES: Quick question.
So basically this algorithm am| correct that
iIf they're relying on face validity and
there's not been enpiric validity testing then
t he highest |evel that can be achieved for
this would be noderate? |Is that correct?

DR GEORGE: Yes. ay, we'll
nove to a vote on the validity.

M5. LUONG Tiner starts now. For
criteria 2B 2 voted for high, 17 voted for
noderate and 3 voted for |ow

DR, CGEORGE: Al right, so we'll
nove onto feasibility.

DR, WNKLER: There's one ot her
criteria for the conposite. And again, this
Is looking at the enpiric anal yses of the
vari ous conposite aspects. Again, this is
section 2D on the subm ssion. Wether the
conponents fit the quality construct.

Typically an analysis m ght be the
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frequenci es of performance of each of the
subconponents or any issues around aggregation
and weighting froma testing perspective. So
this is kind of the scientific acceptability
of the conposite construct if you wll.

DR GEORGE: Any discussion?

DR AL-KHATIB: So the questions
that | see here under 2D on the formis do the
conponent neasures fit the quality construct.
And | woul d say yes.

Are the objectives of parsinony
and sinplicity achi eved was supporting the
quality construct | would say yes as well.

DR GEORGE: Any other coments?

DR, PH LIPPIDES: Let's say for
t he sake of argunent that everyone across the
country gave the antiplatelet agents 100
percent of the tine. But all of the play, the
real difference in performance was in just
one. Wuld there still be a good reason to
pursue a conposite nmeasure?

Because ny suspicion, and | can't
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tell because | don't have data, is there's
probably nore wah-wah in the statin than in
the aspirin and the cl opi dogrel.

And so would it be sinpler and
al |l ow people to spend | ess resource and get to
the sanme sort of benefit if we only focus on
statin in this case? |I'mjust throwing it out
t here.

DR AL-KHATIB: Wll, the data
that they showed fromtheir study, you know,
the testing that they did wth Cat hPCl showed
ACC variation, significant variation in
relation to the use of all three nedications.
Probably nmuch |l ess so for aspirin but
certainly they saw sone evi dence of variation
for the P2Y12 receptor antagonists and
statins. Less so for aspirin.

DR. W NKLER: Ceorge, the answer
to your question is specifically the purpose
of 2D is to answer exactly that around the
quality construct. Because you're right,

there could be a conposite neasure that's
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driven solely by one conponent.

DR, CGEORGE: W'Ill nove to a vote.

M5. LUONG The timer starts now.

M5. TIGHE: For Ted and Jeff we're
voting on the conposite 2D criterion, what are
t he conponent neasures to the quality
construct.

MR, BURTON: Yes, just submtted
m ne.

M5. LUONG So for this criteria 9
voted high, 12 voted noderate.

DR AL-KHATIB: Gkay, noving onto
feasibility. The data source as was stated is
the CathPCl registry. And we raised this
guestion during the call and Fred answered the
guestion during the call.

And again he rem nded us actually
participation in the CathPCl is excellent wth
an estimte of about 90 percent of PCl that
are taking place in the United States are
bei ng captured by the CathPCl. As such | ACC

have no feasibility concerns.
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DR KOITKE: Fred, can | ask a

guestion? What's the denographic or the
epi dem ol ogy of non-participation? Do we
know? 1|Is it sort of rogue, or is it
organi zations that are really stretched
financially and operationally?

DR. MASSOUDI: So, I'Il defer to
Lara for a little clarification. | nean, in
general it's hard to know what you don't know
In a sense.

We do know they tend to be smaller
sites. But Lara, if you have any el aboration
on that |1'd wel cone that.

M5. SLATTERY: Sure. So, it does
tend to be the smaller-volunme sites or sites
where there may be a state reporting nandate
that differs fromallowng to be able to
participate in our registry and no other
driver or funding within the facility to
support them doing both types of reporting.

DR HOLLANDER  So what woul d be

the ramfications of this neasure passing in
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terns of cost to the hospitals that don't
partici pate or consequences if they continue
to not participate? And is there any insights
as to whether those are underperformng
hospitals or the sane as every pl ace el se?

M5. SLATTERY: Well, we operate
the registries as voluntary prograns. And as
we' ve nentioned part of the reason for seeking
NQF endorsenment of this neasure is that it
will roll out into a voluntary public
reporting opportunity. So, while it is not
our intent to di sadvantage those sites the
structure of our reporting out of our
regi stries does nean those hospitals that
aren't participating in our registry are not
eligible for our public reporting voluntary
opti on.

Beyond that we do not know
anyt hi ng about those hospitals unless they
happen to be participating in a state that has
a simlar type of public reporting conponent

toit. W do not personally track that
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t hough.

DR, CGEORGE: (O her comments on
feasibility? TonP

DR JAMES:. Just a quick comment
and that has to do with the phenonena of code
creep, or neasure creep. W often find when
things get to the MAP that those being held
account abl e may go beyond those originally
I nt ended.

This is clearly a facility-based
type of neasure. It would be inappropriate
for this to go onto a physician health plan or
community as |level of accountability. So I
want to nmake sure that that's clear when it
goes t hrough.

DR WNKLER: Tom just to
clarify, the specifications of this neasure
though are at the facility level. The next
one comng up actually is the sane neasure at
clinician level. | don't believe we have this
nmeasure at a health plan | evel however.

DR GEORGE: Any other coments?
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W'll nove to a vote on feasibility.

M5. LUONG The timer starts now.
For this criteria 18 voted high, 4 voted
noder at e.

DR. GEORCGE: Mve onto usability.

DR. AL-KHATIB: Several things to
touch on there. The neasure is currently
bei ng used in a programcalled the Blue
Distinction Centers for Cardiac Care. The
sponsor is Blue Cross Blue Shield. [It's not
publicly reported, this is just a quality
I mprovenment wi th benchmar ki ng.

The product brought to our
attention that in July of |ast year they
ki cked off a programto give hospitals the
opportunity to voluntarily publicly report
nmeasures. And this was not incorporated at
that point but I think their planis to
i nclude this nmeasure in that programthat
t hey' re worki ng on.

In ternms of information on

I mproving performance over tine they showed
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trends where they found that there is proof of
I nproved performance with the use of this
measure. And of course the inprovenent in
performance was significantly |l ower for the
top performng sites. Certainly there was
significant inprovenent in performance for the
sites that did not initially performas well.

And in terns of unintended
consequences the devel oper nenti oned
I naccuraci es of data collection and over-
codi ng of exclusions. Certainly possible but
| didn't see any mmj or uni ntended
consequences. So overall | felt that
usability is pretty good.

DR, CGEORGE: Discussion on
usability? If not we'll nove to a vote on
usability.

M5. LUONG The timer starts now.
For this criteria 19 voted high and 3 voted
noder at e.

DR, CGEORGE: And so | think at

this point we nove onto a di scussion on
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whet her to recommend the neasure for
endorsenent. Any further discussion? |f not
we'll go ahead and vote on overall
suitability.

M5. LUONG The tiner starts now.
We have 100 percent. Twenty-two voted yes.

M5, ISIJOLA: Well, | think we
W ll break for lunch at this tine. Thank you
and we'll convene in about 30 m nutes.

(Wher eupon, the foregoing matter
went off the record at 1:01 p.m and went back
on the record at 1:30 p.m)

DR KOITKE: So despite a nmarkedly
different title this is a neasure that's very
simlar to our prior neasure. W'Ill let the
ACC explain it.

DR NALLAMOTHU. Hi, good
afternoon. M nane is Brahnmaj ee Nal | anot hu.
|"ma cardiologist at the University of
M chi gan.

The reason |'mhere is | was the

co-chair on the PCl performance neasures group
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t hat was sponsored by the AMA's PCPlI as wel |

as the ACC. And this is a measure that
directly relates to the work of that group.
Wth nme is Jensen Chu fromthe
ACC. Any of the hard questions we w |
definitely kick over to him
The nice thing about this neasure
iIs it follows on the neasure that was just
di scussed in quite sone detail. The
di fference between 2452 and 0964 can be really
sunmari zed by 2452 is focused on the
i ndi vidual level, the clinician level. And
that's one point that | want to nake up front.
So initially we're tal king about a
clinical-level neasure. Again, thinking about
conposi te nedication use follow ng PCl at
hospi tal di scharge.
The second thing that's an
I nportant part of that, and then ['I| kind of
stop and | et the neasure be discussed, is the
key concept about harnoni zati on.

The 1 ssue about harnoni zation is
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there was sone concern about a call held a few
weeks ago in discussion of these two neasures.
| just wanted to kind of enphasize to you that
that was a little bit of a m s-sight on our
part. Both those neasures conceptual ly as

well as technically we see as being conpletely
harnoni zed. And | can go into details as the
di scussi on unfol ds.

The last thing |'"mgoing to just
say is that obviously wwth this being a
clinician-level neasure I'mgoing to try to be
alittle preenptive in sone of the discussion.
I think the biggest issue is about
attribution.

Cobviously the way that we see it,
and just to enphasize, we see that the | ast
clinician who has perforned a PCl, the
operator is responsible for this neasure.

There's all sorts of issues about
this. And |I'd be kind of interested to hear
t he di scussion that happens today. But we do

feel that this individual is very responsible
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for both the initial prescription of this
nmeasure as well as its subsequent use of these
medi cations in this popul ation.

So wth that I'lIl stop and
Interested to hear your guys' thoughts.

DR KOITKE: Ckay, thank you.
Primary revi ewer?

DR, CROUCH: Just to reiterate
it's the sanme thing as the previous neasure
except it's on the individual provider |evel
attributed to the person who perforns the PCl.

So as far as the evidence is
concerned it's the conposite of three things.
The sanme issues that we've di scussed before,
sanme qualifications. | don't really have
anyt hing to add.

DR, KOTTKE: kay, having nothing
to add does anybody el se have anythi ng, any
di scussi on?

DR W NKLER: For consistency do
you want to just stipulate your vote on the

| ast one for evidence? Rather than re-vote.
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DR KOTTKE: Does anybody object

to that?

MR, BURTON: No objection

DR KOITKE: Seeing no objection
we'll stipulate our vote on the | ast.

DR WNKLER: We'Ill just carry the
votes fromthe last tine forward.

M5. DELONG.  Excuse ne. A couple
of us are having trouble getting into the
site. Wwen | clicked on the nmeasure it took
me all the way out and | can't get back in.

M5. |SIJOLA: W are having
troubl e getting access to the Sharepoint site
but we are working it internally to get it up
and running again. So bear with us.

M5. TIGHE: |If there's sonething
you need us to send I et us know though. If
there's a docunent you're |l ooking to reference
during this discussion.

DR KOITKE: Opportunity for
I nprovenent .

DR CROUCH: Opportunity for

Neal R Gross and Co., Inc.
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I nprovenent. The 25th percentile was 84
percent. The nean 88.7, the nedian 90.3. So
there's nodest room at best for inprovenent.

The bottom fourth have nore room
for inprovenent. The top three-fourths don't
have very nmuch practical roomfor inprovenent.

DR. KOTTKE: Any discussion. Does
anybody feel they need to change their vote
fromthe prior nmeasure? Hearing none we'll
just record the vote -- oh.

M5. DELONG  Sorry, |'m not nmaybe
changi ng ny vote but what is the variability
In sanples? | nmean, sone physicians treat
very, very few PCls, right? Do very, very few
PCl s.

DR NALLAMOTHU:. | can speak to
this briefly. It does cone at sone issues
that |'"msure are going to be raised when it
comes wth the neasure itself.

But in this sanple we had about --
| think there was a little over 11,000, about

11,500 or so individual operators.
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Wen we tried to do sone
reliability testing we obviously tried to
i nclude only those wwth at | east 50 or nore
PCls and that's currently the standard by
whi ch the ACC and AHA have consi dered vol une
requi renments.

And in that group that brought
down the group fromabout 11,699 to 4, 064.
But | do want to say a couple of things about
t hat .

So one is obviously it suggests
that there are | ow vol une operators.

The second is that -- |'msure
this is going to be in detail, but there are
sonme concerns about the capturing of
I ndi vi dual operator IDs within the NCDR
registry which was the registry we rely on for
sone of the testing.

DR AL-KHATIB: | just wanted to
add to that because that was a concern that |
had with regard to the testing that was done.

And | know we'll get to that.

Neal R Gross and Co., Inc.
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You nentioned identifying the
actual physician. And in fact in the testing
phase there was a great degree of m ssingness
inrelation to the MPI nunber. And so that's
sonet hi ng naybe we'll get to in terns of what
you're plans are to try to address this degree
of m ssingness. But | think you bring up an
excel |l ent point.

DR. KOTTKE: O her discussion. So
anybody need to change their vote? Hearing no
comment, well, just should | ask for the vote?
Ckay, go ahead, M chael.

DR CROUCH: As to priority it's
the sane issues as the other one. | don't see
any reason for changing nmy vote. Anyone el se.

DR KOITKE: Any questions or any
further comments? Hearing none | propose that
we just transfer our votes. Ckay. Go ahead,
M chael .

DR. CROUCH. Scientific
acceptability --

M5. TIGHE: Sorry, we've got that
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1D conposite criterion. \Wether the construct
-- essentially whether the quality construct

i ncl udi ng the conponents nmake sense which
mrrors the |last discussion.

DR CROUCH: Oh, sorry. Sane
I ssues as before.

DR PH LIPPIDES: R ght. So |
guess |'Il bring up the sane issue. Does
this, as a conposite does it include all of
the things that we feel that we should have in
there for adequate post-M care. And if there
are things that aren't in it should we discuss
why they're not in it?

And in regards to the elenents
that are there do we know how often they've
been hit in general? |s there data to show
how of ten peopl e have done well w th that
measur e?

So | guess |'mquestioning as to
how t hi s conposite was nmade and shoul d we
consi der having a different makeup of it.

Because this is, right, total optical nedical
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therapy for PCl, right?

DR, NALLAMOTHU: | can briefly
comrent on that. Again, the structure is very
simlar to the idea of the |ast neasure.

Pi cking three class 1A guidelines recomended
t her api es none of which have been studied kind
of in unison and that idea of a synergistic
effect but each individually. So | think the
same issues that were raised before which |
heard even over there and are all good points
still hold in this situation too.

DR PH LIPPIDES: Wuld we as a
commttee be better served in basically
creating sort of, one, netric that basically
takes into account all of the post-PCl care
that a good facility should be doing, rather
than have three on this netric and three on
that netric. Should we take this opportunity
to sort of bring that all together?

DR KOITKE: So for as an e.g. put
cardiac rehab in there.

DR W NKLER: CGeorge, just to
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clarify, are you questioning the fact that
there are only three conponents for this? And
then you had another sort of question was do
we need two neasures, one at the facility and
one at the clinician level that are different.

DR. KOTTKE: Leslie and then Sana.

DR CHO | agree with George.
think part of ny concernis that there is a
fair amount of neasures and you have a | ot of
measures. And there's a |ot of neasure
overl oad | think.

And you have, you know, the first
initial measure, | understand that's a
hospital base. This is a clinician base. But
at sone point you have too nmany neasures that
hits at the sane thing.

DR AL-KHATIB: | think part of
CGeorge's question has to do wwth do we add
anything to the neasure. Like you know, nmaybe
bet a bl ockers, ACE inhibitors, what have you.
And ny understanding is that those are very

wel | captured by other neasures. And that --
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so | assune, and please correct nme if I'm
wrong, that you did not include the beta

bl ockers, ACE inhibitors, what have you, in
this nmeasure because you felt that those were
very well covered in other measures.

DR NALLAMOTHU. Well, | nean |
think that there's two points to that.

First of all, I'mhearing a | ot
here. |1'mnot sure how nmuch -- these are al
great points and probably things that this
conmi ttee needs to address at sonme point in
tinme.

But the two things that | could
say are the addition of other drugs. | do
think that if you start to | ook at beta
bl ockers after re-vascul ari zati on,
particularly Iike unconplicated single-vessel
di sease, it's going to run into an evi dence
base that's nmuch nore controversial. Sanme is
true for ACE inhibitors, ARBs.

Again, this is not a total AM

popul ation. |If a person has an AM and a PCl
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t hey probably woul d be grouped in both groups.

So to keep that separate. These are the three
that we think are the nost critical in this
situation, had the nost broadest appeal.

| don't know how to answer the
guesti on about cardiac rehab and all these
ot her neasures. W as a group just recently
cane up wth 11 of them | don't know whet her
you conbine themall and create a super
measure or not. | think that brings its own
conplexity to it.

The nice thing about sonetines
teasing things out, and this is a real gestalt
feeling, and you guys are going to be the ones
that decide this, but the nice thing about
this is it creates actionability too, right?
If you clunp everything together and you
report that out it nmakes it a little bit nore
difficult.

And | can see in ny own m nd, and
this is only a personal opinion, but cardiac

rehab is so separate that the idea of | unping
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it all and then not understandi ng which one is
perhaps the gap that you're trying to deal
with makes it nore difficult.

The last thing | would just say is
that the individual even though it totally
mmcs it, | think the fact that you're
attributing at a different I evel is enornously
different. It's inportant. And we as a group
have decided that, again, it creates a
different market which you can kind of have an
actionable insight into quality inprovenent.

Most of that is editorial,
obvi ously.

DR, KOTTKE: Any ot her comrents?
Yes, Tom

DR JAMES.: M question has to do
wth attribution. And this is set up at the
clinician level and it's comng froma
specific data set right now

Expansion of this type of thing
t hough woul d have to recognize the matrix

phenonena that goes on in hospitals. | was a
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hospitalist in the past.

Who do you attribute this to when
we're creating a neasure?

DR NALLAMOTHU. | nean,
absolutely that's a very inportant point.

So, we've decided in the creation
of this nmeasure to focus on the interventional
cardi ol ogi sts who performthe PCI. If you had
multiple PCls it was the | ast person who
performed the PCl during that hospital stay.

| think there's probably two
reasons for it. The first is that we do feel
that the interventional cardiologist after
they performthe PCl in this patient
popul ation, they're very critical in terns of
setting a lot of the nechanisns in place.

Even if it's not their
responsibility, if it ends up being a
cardi ol ogi st on the floor or sone other care
provider, | think the interventional
cardi ol ogi st maki ng that type of

recomrendati on and pushing forward with it
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pl ays a big role.
And the second is at a certain

point to be practical about it. Exactly,

exactly.

DR KOITKE: Liz.

M5. DELONG I'mjust alittle
confused about our role here. | nean, we

endorse quality neasures as a reflection of
quality. Are we also responsible to assess
the attribution? | nmean, | would think that
would be -- if it's being collected at one
level it can certainly be decided by whoever's
using it whether to break it into other

| evel s.

DR, WNKLER: Typically I think
that questions of attribution cone up all the
time in terns of specification. So, | think
t hat question being addressed within the
specification can be hel pful. But you're
right, the actual ultimte inplenentation
program may nmake other determ nations in terns

of attribution.
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Because |'m not aware that ACC is
saying it's the PCl operator. | didn't see
that ACC baked into the specification
specifically. So, whether it's truly baked
into it or not, or is it the way it's
currently being used by ACCin the registry.

DR, KOTTKE: Any other -- Henry?

DR. TING | just want to comrent
that everything we're saying about attribution
and whether this reflects excellent care after
PCl. Al these comments ACC are referable to
the prior one which you approved 100 percent.

Can we attribute using these
nmedi cations at the hospital |evel yet we
didn't have this discussion? Can we say that
PCl, everything was done perfectly after PCl
and was at the hospital level? So all the
comments we've nade so far are referable to
the prior nmeasure which we approved 100
per cent .

DR, KOTTKE: Further -- Liz, are

you still up? Yes.
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DR, HOLLANDER: | don't want to

dwell on it too nmuch, but the attribution to

t he i ndividual physician, as | think through
it. We just approved a neasure that gives it
to the hospital, right? Now we're attributing
to a physician who nay not actually be the

| ast provider which in essence is the sane as
the hospital. |It's the care pathway for that

I ndi vi dual patient.

And | can't speak to this as an ER
doc, but it nmakes ne think what do we learn if
we're not 100 percent sure the neds are
witten at discharge by the person we're
attributing it to over and above the neasure
we di scussed before | unch?

DR. KOTTKE: Further comments?
How about if | call the question here?

Anybody want to change their vote on the
conposite construct?

DR NALLAMOTHU. Can | nmke j ust
one point? That's a great point and | think

it's one that this group needs to take into
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consi derati on.

Il wll nmention that at least in
this sanple that we saw, and again with al
the limtations |'"'msure we're going to
di scuss, about half the providers practiced at
one hospital. Then about 30 percent or so
practiced at nore than one hospital. And then
about 20 percent practiced at nore than two
hospi t al s.

So there is in the nodern practice
of cardiology this idea that people do nove
around.

And that potentially has sone inplications for
how you consider this attribution issue.

DR KOITKE: Henry.

DR. TING Not to beat a dead
horse, but the perfect attribution is actually
at the patient level. But we don't have data
to make a neasure |ike that.

DR KOITKE: And it's usually N of
one trials.

Ckay, so unl ess sonebody chooses
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to change their vote fromthe prior vote we'll
just use the prior vote. Thank you. M chael.

DR CROUCH. Ckay. As for
reliability the only difference is the
denom nat or specification. The exclusions
listed differ in addition to patients that
di ed, physicians who are discharged to
hospi ce, or discharged to another acute care
hospital, or who |left AMA, agai nst nedi cal
advice, are stipulated as inclusions in this
one and not in the previous one.

And that's a harnoni zati on issue
that you may want to conmment about. How do
you want to plan to reconcile that.

DR. KOTTKE: Yes, Chuck.

DR HOLLANDER | was the
secondary on this one. And | think that's an
I ssue.

The other thing that wasn't
addressed is the way they discussed in the
| ast neasure that if you had a

contraindication to drug 3 you still counted
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in the denom nator for drugs 1 and 2. And so
| think I'd like to see these two neasures
har noni zed nore precisely.

DR. NALLAMOTHU:  You know, 1"l
give you the easy answer. This is one of the
great things about the process of kind of
vetting and going through this you guys are
absolutely correct. The entire intent was to
make t hem har noni zed.

There were two areas and both of
those we're working on right now. Part of the
Issue is that this neasure has, you know, the
ACC was responsi ble for the | ast one. PCPI
was responsible for this one. And that caused
alittle bit of the issue.

But absolutely. | nean the | ast
thing we want to do is create confusion around
this. In fact, we m ght even think about
harnoni zing nore the titles as well which
woul d be a big issue. So we absolutely agree.

DR WNKLER: Well, the title

think is a perfectly good one.
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| think the other -- the exclusion
exception issue | think was the other one the
group brought up as being areas maybe in need
of true harnoni zation as opposed to just
witing the sane words even though the intent
was the sane. So, to the degree we can cl ean
up the things you truly are already the sane.

The question is going forward what
are the real differences between these
nmeasures and are they inportant differences
that should continue. | nean, in all honesty
true harnoni zati on of these neasures woul d
make one neasure go away. And it would be
just multiple levels of analysis for a single
nmeasure.

So, the question is what are
really the differences between the two
measures and how does ACC see potentially
going forward with true harnoni zati on of these
measur es.

DR. KOTTKE: | think one of the

Issues is that the cardiologists really aren't
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asking within hospitals. It's not |ike Muyo,
you know, where you work at one site and if
the hospital does great then every
cardiologist in the practice does great. But
there's the rovers and folks at nultiple
hospitals. And so they're not quite -- they
don't overlap. They're not nested.

Are we ready to consider
reliability? Yes, Sana.

DR AL-KHATIB: I'mACC totally in
favor of what you just said because they are
exactly the sane. | nean, the only thing that
was nentioned is in terns of how t hey worded
the exclusion criteria. But beyond that the
only difference is the |level of attribution,
the I evel of the neasure.

And | would be totally in support
of having, conbining the two into one neasure
but having different |evels of reporting.

DR BURSTIN: Just one brief
comrent on the differences. And | assune this

is correct but Jensen can correct ne if |I'm
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wr ong.
| assune part of the difference as

well is because it is a PCPI-|evel neasure.

It has three fairly open-ended exceptions for

medi cal reasons, social reasons and anot her

reason | forgot.

But that does change the -- | nean
that is enough potentially to nake it -- the
guestion is are those acceptable differences.
Because agai n, renenber under reliability, 2Al
here is precise specifications. So that
shoul d be a consideration for you.

MR CH U Actually, as you know,
we | ooked at the application, to Dr.

Nal | anot hu's point. It is true. So PCPI did
|l ead the effort for this neasure. But the
exclusions as specified actually should be
identical to the NCDR ones.

But having said that though, for
the other neasures that isn't always the case.
But for this we do have |like, for exanple, the

contrai ndicated. And how we calculate it in
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our neasure, how we noted it in the form
actually I think there are sone di screpancies.
So the calculation is exactly the sane as the
NCDR, nunber 0964 if | renenber correctly,
that nmeasure is the sane.

But | do think as we get to the
ot her sections there m ght be sone differences
wth usability and things that we'll talk
about in a second.

But just to tackle the other
guestion | think in terns of harnonization
wi th cardiac rehab and things, |I'm wondering
-- Reva, I'll leave it to you. But if that
woul d make nore sense after we | ook at all the
ot her i ndividual neasures before we do that.
Because the cardiac rehab neasure | know is
not today but it's tonorrow.

Those two neasures, that 0642 and
0643, actually there is PCl in there and
that's harnoni zed across all the registries
and everything. So there's heart failure, AM

and all those others. So | wonder if that
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di scussi on m ght be hel pful when we're | ooking
at that nmeasure specifically.

DR WNKLER: Well, | just want to
caution everybody that our role here isn't to
make new neasures. You can suggest things
that m ght be neasured and you would like to
see neasured instead but really we want to
evaluate what's on the table in front of us.

So at this particular point I
think the question to you is this is a new
measure. Wiat's its added value to the
portfolio. And I think that there is the
consi derati on of whether another new nmeasure
IS necessary, or whether it can be
I ncorporated into the existing neasure or not,
if they are truly identical.

DR VIDOVICH | just have one
question. | think you answered it partially.
W are not creating a new neasure or
har noni zi ng the neasures. |Is that correct?

DR WNKLER: Utimately the

devel opers make any changes to the neasure.
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All we can do is recommend to them and base
our recommendations for endorsenment on our
eval uati on.

DR, VIDOVICH But if this is the
case | mght just want to get the opinion of
the group. | feel that the description
“optimal nedical therapy" mght be alittle
bit too broad.

| think the aspirin, P2Y12 and
statin is way nore -- because optinmal nedi cal
therapy is a large term Brahm as you
menti oned, you can throw in beta bl ockers, ACE
and ARB. So perhaps nmaybe limting the scope
of this nmeasure. |f you're harnonizing.

DR. KOTTKE: Any ot her discussion
on reliability? Anybody choose to change
their vote? Sana?

M5. LUONG For the purpose of the
peopl e on the phone I'mgoing to say all the
options. For reliability you can vote 1 for
high, 2 for noderate, 3 for low and 4 for

insufficient. And we can start the tinmer now.
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For this criteria 3 voted for
hi gh, 13 voted for noderate, 3 voted for |ow
and 2 voted for insufficient.

DR, KOTTKE: Validity testing.

M chael ?

DR CROUCH. The validity issues
are the sane as for the hospital-|eve
analysis are the sanme issue. | don't see any
differences or significant issues there that
are different fromthe others.

DR KOITKE: Any concerns?
Anybody choose to change their vote? So,
let's use the prior vote.

Feasibility?

DR. AL- KHATIB: So one point |
brought up is the MPI issue. Because when
they did the testing on validity they had a
| arge degree of m ssingness in terns of the
MPI. That's how you're going to attribute it
to the physician. And when we brought this up
during the call nmy understanding is that that

was sonet hing that the devel oper was going to
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| ook into to potentially ways by which you can
mnimze this |large degree of m ssingness.

DR NALLAMOTHU. W're going to
| et Lara do that.

M5. SLATTERY: H, Lara Slattery
from ACC. So, as you see it takes a teamto
get a neasure through your NQF endorsenent
process.

| should clarify that within the
Cat hPCl registry for actually nunerous
versions we've had the ability to capture the
MPI at the individual clinician |evel.

We have only recently begun using
that data. And so what we know is that we did
not spend a lot of tine in earlier versions,
or even earlier data reporting periods
val idating MPI that was inputted.

We recently, and | nean very
recently have undertaken sone mtigation
steps. That started wth outreach to the
hospital s asking themto verify that they are

entering in accurate MPIs for valid clinicians
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that are perform ng the procedures.

We then have externally validated
the MPIs that we've received fromthe
hospitals up against the data that's avail abl e
from-- that you can downl oad fromthe
governnment. And now have actually built the
pat hways that allow the physicians to access
that data. That's a relatively recent
activity. And we will continue to nonitor
that to see what additional mtigation we need
to put into play.

For instance, if you know anyt hi ng
about the NCDR s registries and the data
subm ssion, data actually goes through sone
val idation of conpleteness as well as validity
of ranges in sone instances. W have not
taken steps to up that threshold or put in
valid ranges for that but we may choose to do
t hat noving forward.

So, it is relatively newer for us
to be paying as close attention to the MI

It Is designed to support clinicians being
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able to get access to that data.

And a |l ot of energy had to then be
expended from a resourcing perspective on
mapping it so the individual clinicians can
now | ook in and view that data as well. So,
it is an area that we are working on. 1It's a

relatively recent effort.

M5. BRIGGS: | personally don't
see that. |It's a tough fix if you decide to
fix it.

DR NALLAMOTHU:. | was just going

to add |ike, you know, one of the funny
anecdotes is 007 was apparently one of the
nmost conmmon MPI nunbers. But in the |ast
couple of years that's gone away.

DR. KOTTKE: So, validity.
Anybody choose to change their vote? Nobody
chooses to change the vote. W'II| use the
same count.

Again, 2d. Conposite. Anybody
di scuss? Anybody change their vote? Seeing

nobody changing their vote we'll take the
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prior vote.

W're to feasibility, | believe.

DR. CROUCH. | don't think there
are any different issues with this.

DR KOITKE: Anybody need to
di scuss?

DR HOLLANDER  Yes, so you know,
"' m now thinking about it. There's 10 to 20
percent of hospitals that aren't in the
registry. And what if |'ma physician who
participates at hospital A which is in the
registry but hospital B doesn't. |Is that
going to give an accurate portrayal of ny care
pat hways?

And so | don't know t hat
feasibility is the right place for it but it
Is feasibility in nmeasuring that individual
physician. And | just thought about that.
And | think that nmakes this a little different
than the | ast neasure.

DR NALLAMOTHU: | nean, agai n,

that's a great point. It does get to the
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conplexity of how physicians aren't
necessarily nested within hospitals.

| think the only response | could
really cone up wth, and agai n, understandi ng
iIt's a great point, is that at |east the care
in those hospitals where that physician does
participate and that are visible within the
registry wll be apparent.

You know, regardless of that care
it's going to be the sane issue as before that
care, at least at this point in tinm. | nean,
there are just a handful of hospitals that are
out there but those hospitals are essentially
invisible to these neasures.

DR. KOTTKE: Any ot her concerns or
comments. Anybody wi sh to change their vote
on feasibility? Seeing no one. Ckay, should
we vote? You want to vote? Ckay, let's vote.

M5. LUONG For feasibility 1is
for high, 2 is for noderate, 3 is for |ow and
4 is for insufficient. And the tinmer wll

start now. Four voted high, fourteen voted
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noderate, three voted | ow and one voted
I nsufficient.

DR KOITKE: Usability and use.
Anyt hi ng new?

DR. CROUCH. | don't believe there
are any significant differences between this
and the hospital |evel.

DR KOITKE: Anybody care to
comrent on usability and use? Seeing no
comments -- oh.

M5. STEARNS: Just quickly. From
t he perspective of consuners | think that it
I's not uncommon for report cards to reflect
bot h hospital and physician information. So,

consuners do often ook at that infornmation.

So, if inthe end the data that is
collected is identical that wll be
informative. But | think it's worth pursuing.
Because you find out if there wll be
meani ngful di fferences between whether the

hospital -1 evel data and the physician-| evel
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data is the same. Because if there are

meani ngful di fferences anong different
physi ci ans consuners if you're having elective
PCl woul d want to know that.

DR. KOTTKE: That's true. O her
comments? Anybody feel the need to change
their vote on usability and use? Seeing no
i ndication we'll use the prior vote.

W are to committee voting on
whet her to recommend neasure for endorsenent.
Any di scussi on?

DR AL-KHATIB: A quick question.
If we end up endorsing this what will happen?
I nmean, you'll have these two neasures, very,
very simlar. Not identical, | agree, but
very simlar. Do we really need to have these
two nmeasures in place?

DR KOITKE: Reva says that's the
key question. | agree that your vote here, |
mean if you vote yes to endorse this neasure
you're saying there's need for two neasures.

| believe there's a need for two nmeasures.
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Judd.

DR HOLLANDER So, I'mjust a
little confused. Because | know we're not
supposed to reinvent neasures. But we've sort
of given advice and insights which the neasure
devel opers think are good ideas. Reva said
sonet hi ng about oh, they could change this,
they could change that. |Is there |like a "yes,
but" vote? You know? So if | vote yes now
does it nmean the neasure as is goes to the
next step and it's never nodified again. So
do | need to vote no to get the nodification
so | could vote yes next tinme? And that
sounds funny but it's a serious question.

DR W NKLER: The question would
be what's your nodification. Let's talk about
what it is you' re actually tal king about. |
nmean, are we tal king about harnoni zation? O
are we tal ki ng about sonething el se?

DR, HOLLANDER: So |I'mtalking
about harnoni zati on and ot her things raised

here. But what if they go back and they
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| ooked at sone of the sort of |ow hanging
fruit that they said we can easily | ook at
that and we don't think that's going to be a
probl em

But it turns out they can't get
MPlI nunbers on people. And does the neasure
then go away? So you know, they have a | ot of
good pl ans but they haven't proven they can do
the things that we've asked to have fixed yet.

And we just had a sidewal k
conversation about, well, what if physician A
and hospital Ais 98 percent but at hospital
B they're 82 percent. You know, then it's
really a hospital difference and not a
physician difference. And they are |ooking at
that but we don't know the results of that.

And so | think nmaybe | need to
know the results of these things, maybe |
don't. But if they find that they're exactly
the sane across all hospitals, well then |
think the neasure is really valid. [|f they

find it's a crapshoot over all these different
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hospitals for the sane physician the neasure
Is not valid. And we don't know that yet. So
those are the kinds of things |I'mtalking
about .

DR WNKLER: | think at this
poi nt just because we'll use the sane approach
to all neasures is you're voting on what's
been submtted to you now, not the potentials
for going forward.

Once we have the on this neasure
then we have the conversation about
rel ated/ conpeting. |If there are
recommendati ons you want to nake about further
har noni zati on for the devel oper to take under
advi senent and hopefully naybe react to then
that can be part of that secondary vote. But
right now you're going to vote on what's
subm tted.

DR. KOTTKE: So, if they harnonize
then it cones back for another vote here?

DR. WNKLER:  You would see it

back once the harnoni zati on has occurred.
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Because sonetines that's not sonething that
happens within a matter of days or weeks.

And renenber, you're a standing
commttee. That's what's going to facilitate
them bringing things back. So, that's why you
vote today on what's in front of you.

DR. KOTTKE: Yes, Sana and then
Henry.

DR. AL-KHATIB: So let's assune
the best case scenario, that they're able to
convince us that the MPI data can be achi eved
and they're accurate, that they can harnonize
It exactly with the other neasure.

| guess ny question that | still
woul d struggle with is what is the added val ue
fromhaving this neasure to the other one. |If
we have the ability to collect the information
on the other one and report it based on
different levels. I'mnot sure | can see the
added value fromhaving this in our portfolio.

DR CHO | agree. And I think

one of the things is that once these things
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are endorsed then it's difficult to change
them And I think that right now there are so
many noving parts in this current neasure, the
m ssing MPI nunbers, the doctors going to two
different hospitals, you elimnating
physi ci ans who do | ess than 50 PCls a year.
There's so many m ssing and noving targets
that | just don't think that currently as this
measure stands this is ready for prine-tine.

DR. TING So, for discussion
purposes | would argue that this neasure at
the clinician level is useful. [If you think
about patient satisfaction you can think about
it at the hospital |evel. But thinking about
the individual clinician | evel as Christine
says does give you additional informtion.
Because it gives you a little nore granularity
about the individual clinicians.

And if you are hospital |eadership
or executive one of the best ways to engage
your staff to do quality inprovenent is

actually to report individual clinician-Ievel
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data as opposed to just hospital -l evel data.

Having said all that | also
understand the comments that are bei ng nade
which is if the prior nmeasure could just be
stratified at hospital, clinician and other
| evel s then we woul dn't need this extra
nmeasure. But that's a strategic issue that's
not what's in front of us and |I'm not exactly
sure | know how to deal with that.

DR VIDOVI CH  Just a quick
comment. Physicians don't practice in a
vacuum right. You know, hospitals have
systens of care. They have ACS order sets,
PCl order sets and | feel it's tough to
separate one fromanother. That's just ny
view fromthe two neasures. So they probably
woul d be better off to be harnonized and
nmerged i nto one.

DR, KOTTKE: On the other hand,
it's the physicians who do drive the order
sets. | nean, | agree that context nakes a

huge inpact. Al of us that have practiced at
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several different |locations, we're different
doctors in every place we practice. But it's
we who drive the quality in those hospitals as
acceptable. W accept it or we don't accept
it.

Are we ready to vote? Yes, Liz.

M5. DELONG |I'mstill confused.
If this beconmes harnonized it is one neasure.
[t is one neasure with two nanes. |'m not
sure that nmakes sense.

DR KOITKE: | don't think it's
one nmeasure wth two nanes. Because doctors
aren't nested within hospitals.

DR NALLAMOTHU:. Can | neke a
comment? So, this is obviously a very
i nteresting discussion. And | do hear a | ot
of the concerns. And | think it's very
interesting to kind of hear this.

| woul d make a coupl e of points.
| think the last point nmade by Christine here
about usability, people do use these neasures

different at different |evels.
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The second is the one that |'ve
continued to struggle with which is what Tom
has nentioned nmultiple tines is if you do just
create this at a different |evel of
attribution is it the hospital that's just
going to aggregate within their own group what
their operators are doing and each of the
different hospitals is responsible for that.
And you never get a cross-institutional view

And then the third thing is, you
know, maybe we've been thinking about it
nai vely, but Iike Judd has nentioned which is
this question, and we did have this sidebar
conversati on

But you know, we see it as
I nportant regardless. So if there's
consi stency across hospitals that tells us
sonet hi ng about the operators being invol ved.

But if there is inconsistency
across hospitals while it does get at the
hospital being responsible nore so there is no

nore inportant |ever for |ike actual clinical
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action than to have an interventional
cardi ol ogi st not do well at a visible way.

And so we think it's inportant but
we're not sure if it really matters for this
measure in general. And that's kind of how we
t hought about it. So.

DR KOITKE: So I think it's tine
to call the question. So, if you vote yes on
this you are -- the neasure woul d be as
stands. You could vote no neani ng that they
shoul d harnoni ze, change the title, et cetera,
and cone back and -- or you could be voting no
because you think you don't need anot her
nmeasure.

DR BURSTIN:. One clarification.
So harnoni ze neans |i ke neasures are actually
har noni zed. They have the sane
characteristics that fits here.

What you're tal ki ng about going
beyond that is saying it's one neasure wth
different levels of attribution. | think

that's what people are struggling wth.
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So | think | heard Jensen say that
any of the discrepancies are unintentional and
they will in fact be fully harnonized. |Is
that correct, Jensen? Across the two
measur es.

MR CH U For this neasure that
Is correct. | know another one comng up is
a separate issue. But for this one, the
exclusions, | know there are sone issues in
the application. Those exclusions and
exceptions are harnoni zed.

DR. BURSTIN.  So these neasures
are actually fully harnonized or will be fully
har noni zed by the tine they cone back to you

And so the real question is is
there a reason to have two neasures or one.
And | think you just heard the discussion of
how you get a different popul ati on when you
| ook at this versus hospital because you may
just get physician cluster within the
hospital. | just want to be careful wth that

| anguage. Because in fact they're telling us
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they will be fully harnonized. They just nay

be two instead of one to capture both |evels
of anal ysi s.

DR. KOTTKE: So who deci des that
they're harnonized. |Is that you, Reva? |Is
that NQF? | nean does NQF say --

DR WNKLER: | think we're
basically listening to what ACCis telling us
about the neasures just as all the information
about the nmeasures cones fromthem

So indeed, what | heard is the
fact that even though there may seemto be
differences in the witten materials in fact
that was not neant to be and that they shoul d
be essentially identical.

DR. KOTTKE: So, do we as a
committee look at it again and give it final
approval? | nean, is this a "yes, but" vote?

DR BURSTIN: It could be if that
I's sonething we need to do. W can take a
| ook at Jensen sends us back. If it's

literally identical with the exception of
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where it says |level of analysis then we can
probably just share that with you in an enuil
But we can clear that up post hoc. Right,
Reva?

DR KOITKE: Does everybody
under stand what they're voting on?

DR AL-KHATIB: No, I'mnot sure
that | do. So does this nean that it wll be
one neasure but you have different |evels of
reporting? O it wll be two different
measures? Wth the only difference being the
| evel of reporting.

DR. BURSTIN. The latter. Because
I think what they're telling you is that if it
was a hospital -- if they just added a | evel
of analysis it would be nested within the
hospital is | think what | was getting from
you. As opposed to the fact that physicians
can be across nultiple hospitals.

DR AL-KHATIB: But if the
anal ysis i s done when using the MPI how does

that not capture the procedures that you do at
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di fferent hospital s?

DR KOITKE: |t does.

DR AL-KHATIB: Right.

DR KOITKE: But if it's at the
hospital |evel you only capture a portion of
the --

DR AL-KHATIB: So | guess what
["mnot clear on is what is the added val ue of
having the two neasures if we just go with the
initial neasure that we all endorsed and say
let's report it at different Ievels. Report
it at the level of the hospital. Gve the
option of people to report it at the |evel of
the healthcare provider. And they would use
the MPI and that would capture all the
procedures that that provider does regardless
of whether they're doing them

M5. SLATTERY: Lara Slattery
again. | just want to clarify that while a
| ot of the responses may appear to be ACC only
responding in fact this is a different group

putting forward this neasure for stewardship.
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So, in the previous neasure it was only ACC
that is being put forth as the steward of that
measure for inplenentation which includes a

| ot of decisions around usability for that
nmeasur e.

In this instance this was
devel oped as a PCP/ ACC/ AHA neasure. ACC AHA
w il take over stewardship of it. And so that
does change -- that's the only nechani sm by
which we can find to submt the nmeasure. So
they are in fact two separate neasures in part
because stewardshi p of those neasures is
governed differently.

DR KOITKE: Yes, Liz.

M5. DELONG We now have two
nmeasures that are presumably harnoni zed but
overseen by different groups. But it's the
same neasure nonetheless. It is described
exactly the sane way. And are we at risk of
expanding this portfolio to be
unconpr ehensi bl e?

DR. KOTTKE: | think people have
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to decide whether it is the sane neasure for
t hensel ves. Judd?

DR, HOLLANDER: So | think we're
measuring the sanme thing but we're reporting
different things. And | kind of think it's
the lunper and splitter argunment, whether you
call it one neasure.

If there's going to be two
voluntary reporting websites, one by the
physi ci an and one by the hospital, then I'm
fine either way, whether it's one neasure or
two nmeasures because you're filling out the
sane data set in the sane registry going to
t he sane pl ace.

And so, | don't know, it doesn't
matter to me if it's a different title on a
different website, or it's a subcategory of
the first website. So I'mokay with it as a
second neasure because | think it's really the
sanme thing.

The anmount of work on the hospital

end is going to be the sane as one neasure
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rather than two. M biggest concern is that
I want to nmake sure they get harnoni zed and |
don't knowif | give the "yes, but" nunber 3
in order to do that following the rul es of
NQF.

DR, KOTTKE: M understanding is
it would cone back for a final vote to us,
maybe an email vote to prove the
harnoni zation. | think it's tinme to vote on
this very straightforward i ssue here.

DR CROUCH: Can | just nake one
| ast cooment? As a famly physician who sends
patients to cardiologists all the tine |I'd
like to see the cardi ol ogist data reported by
I ndi vidual s rather than hospital. And I'd
li ke to have that data be avail abl e sooner
rat her than down the I|ine.

DR, KOTTKE: | think Christine's
coment that patients would |ike that too.

Ckay, it's tine to vote. 1 is
yes, 2 is no. Vote your conscious.

M5. LUONG The tiner starts. So,
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11 voted yes and 11 voted no.

DR WNKLER: | think this is a
perfect exanple of consensus not reached. It
I S.

| think that perhaps given the
conversation we've had this will be an
opportunity to allow ACC to verify the
har noni zat i on

Al so, we can put it out for
comment with consensus not reached and see
what the world out there wants to tell you and
bring it back for another review for you all.
Does that seemli ke a plan?

DR. KOTTKE: Yes, there's clearly
consi derable interest in this and it's around
the neasure. Encourage ACC to clean it up,
bring it back. Henry?

DR TING Can | just nake one
comment about process? Because if this
measure had been reviewed first instead of the
other one it could have been very different.

And |'mnot sure this process is equitable to
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this nmeasure conpared to the other one we just
revi ewed and approved 100 percent to zero.

DR NALLAMOTHU:. And | have to say
one other thing too just to build on that is
that, you know, | found it interesting to go
through the entire process. And then, |
didn't know at the end whether you were going
to accunul ate what you had done.

But this remnds ne a | ot of study
section, right? Everybody breaks down
different things and then you're |ike al
right, well, where did you get the inpact
score at the end of the day.

So, just -- and I'monly
mentioni ng that because fromthe neasure
devel opnent side, | nmean we woul d want
gui dance as to where we fell short in this
particular regard. And so | think that woul d
be an inportant charge for you guys.

DR BURSTIN:. And | woul d suggest
that before we put this out for comment we

all ow ACC to go back with PCPI and ki nd of
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work this through. | think they just need to

kind of work it out anongst thensel ves.

You' re absolutely right. Henry,
there's absolutely nothing about this neasure
versus that nmeasure. |It's just that clearly
hal f of you don't want two of them

So, please go back and we'l |l
figure it out to follow W can do it in
emai |

DR KOITKE: Wuld it be
appropriate to get sort of a hand vote on how
many people think there ought to be just one
measur e?

DR BURSTIN:. |Is that what that
was ?

DR, KOTTKE: No, | don't think so.
| mean, there's a whole bunch of questions in
t here about harnoni zation and title. How many
people think that this should be rolled --

M5. STEARNS: |s that possible?
Do we have neasures where we neasure both

hospital -1 evel data and physician-1evel data?
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So that happened. Ckay.

DR HOLLANDER: And you conbi ne
them across hospitals. Like, the advantage of
this neasure is -- you can do that. GCkay.

DR KOITKE: But if only hospitals
are reporting then you don't have -- you don't
really know how t he cardi ol ogi sts are doi ng.

DR SPANGLER: | have a question
for Reva and Helen. | nean, this is a process
guestion. Because if you |look at the voting
up to this point it net all the criteria to be
endorsed. But despite that many peopl e voted
no even though they voted that it net the
criteria.

So, does that nmean -- | know
that's happened before, but the question is
are we mssing sonething then in the criteria?

DR KOITKE: It has to do with
conposi tes.

DR WNKLER: No, | think that you
conbined really two votes. One was

suitability for endorsenent as well as what we
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woul d have -- you would go into the next
question which is the related and conpeti ng
I ssue. Because your vote on suitability for
endorsenment wasn't final pending the

di scussi on of related and conpeti ng nmeasures
whi ch you ki nd of pushed together.

DR. AL-KHATIB: So what | wanted
to add is exactly that. | nmean, all of us
actually like this nmeasure but we still don't
see the added value fromhaving it as a
separate neasure, knowi ng that the first
nmeasure can actually be reported at different
|l evels. That's the m ssing point for ne
anyway.

M5. MTCHELL: | think the issue
really comes down to we were asked to vote on
what is on this piece of paper right now,
peri od.

And | think as a part of the
process we discussed what it could |ook like.
And | think there was opportunity to conflate

could with should and is.
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And so | think going forward just
keeping in mnd that we're supposed to be
t al ki ng about what has been submtted for
review for endorsenent today. If that's
I ncorrect please let me know but that's how
' m operating.

DR, KOTTKE: | hate to have ACC
work on this whole thing and have it rejected
again. How many people would like to see this
cone back cleaned up? Just a show of hands.

A separate neasure that they feel
that ACCs tine is well spent to harnonize it.
It comes back as a second neasure. Maybe the
title is changed so it's not quite as broad,
that was brought up. Conbining it to one
measure with the other neasure. So they work
on it, cone back. So there's two neasures,
there's a hospital-1evel neasure, there's a
clinician-1evel neasure, they're harnonized at
all aspects except one is hospital, one is
physician. |'mthe only one?

M5. TIGHE: And | do think we need

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 167

toclarify. |It's not necessarily that these
are ideas in opposition to each other. W
don't know that ACC can expand the |evel of
analysis for the first neasure. So it may be
that we have two neasures that neasure the
same thing at different |levels of analysis
because they have sone stewardship issues. So

| don't know if you guys want to speak to

t hat .

MS. SLATTERY: Yes, | nean --
again, Lara Slattery. | do want to enphasize
that this is -- this neasure being put forth

Is a collaborative neasure that is jointly
devel oped with our partners the Anerican Heart
Associ ati on.

So, you know, | appreciate and our
desire is to have a harnoni zed neasure that is
efficiently | everaging the sane data source
that is accurately reflecting to the best
degree that we can the perfornmance of the
clinicians, understanding that they may not

have control over the data being submtted
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because they don't directly nake the decision
of whether to participate in the registry or
not .

However, if the recommendation is
to create one neasure it is from our
perspective sonmewhat disingenuous to the
contributions that our partner societies, in
this instance PCPI and Anerican Heart
Associ ation have nmade in devel oping this
nmeasur e.

So | just don't know how wi thin
NQF's structure we can reflect those stewards
the way they would |ike to be acknow edged in
contributing to this nmeasure which is why you
have two neasures that have been put forward.

DR. BURSTIN. And we can certainly
work with you on that. | nean, actually, Mary
probably knows this best fromthe stroke world
how many co-stewards there are, for exanple,
on the stroke neasures. That's not a problem
There's a way to in fact nmake it ACC AHA/ PCP

for the conbi ned measure. W can work with
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you on that.

MS. SLATTERY: But the reverse nay
not be the case where they want to accept
stewardship at the hospital I|evel.

DR BURSTIN. Well, they can be a
co-devel oper but not the steward. There's
plenty of -- | nean, don't |let those technical
| egal issues affect what you think is the best
way to get the neasure information from docs,
hospital s and get the best information out
t here.

M5. SLATTERY: So then in essence
these are the sane neasure, it's just --

DR BURSTI N:  Yes.

DR KOTTKE: Tonf

DR. JAMES: | don't know whet her
you want to invite nore conmments and | can
shut up if that's the case. But it seens that
|'ve grabbed the fl oor.

Rob Huckman at Harvard has nade
the point that if there's not a significant

variati on anong physicians in an area, that
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perhaps that's not a good neasure to | ook at.
It's better to |l ook at whether it's the
variation in the therapies offered.

In this case when | look at this
data, the difference between the 75th
percentile and the 25th percentile is not that
great. So to ne | think this is a better
hospi tal neasure than a physician
differentiator.

M5. TIGHE: On that just to
clarify process. So, when we draft the report
we'll post it for NQF nenber and public
coment. And that will give ACC sone tine to
consi der these issues that you' ve raised and
potential responses to them

We have a call after the comrent
peri od where you'll consider all of the
coments, any additional information from ACC
and you'll have the opportunity to re-vote on
the neasure at that point in tine. So, this
Is a first vote but not necessarily a final

vot e.
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DR KOTTKE: | think it's tine to

nmove on. Thank you.

DR GEORGE: So, just to let you
all know we're a little bit behind schedul e.
W'l | be going to the next neasure, adherence
to antiplatelet therapy. Are the devel opers
avai | abl e?

MR, CAMPBELL: Hey, Reva. This is
Kyl e Canpbell at FMQAI. Can you hear ne okay?

DR GEORGE: Yes.

MR CAMPBELL: Ckay. Did you want
me to kick off the neasure?

DR WNKLER: Yes, Kyle. o
ahead.

MR, CAMPBELL: Thank you. Al
right, well, good afternoon. M nane is Kyle
Canpbell and I'm the pharnmaci st and executive
director at FMQAI for the CV5 Medi cation
Measures Speci al Innovation Project. CQur
project is tasked with both nmaintaining and
devel opi ng new nedi cation-rel ated neasures for

CQVE.
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The neasure submitted for your
consi deration today really picks up fromthe
prior neasures and focuses on adherence to
antiplatelet or P2Y12 inhibitor therapy for
patients in the 12-nonth period foll ow ng
stent pl acenent.

As directed by NQF we worked
closely wwth the Pharmacy Quality Alliance to
establish a standard net hodol ogy for NOQF
adherence neasures. And the PDC net hodol ogy
or proportion of days covered nethodol ogy
sel ected was based on extensive testing to
establish its validity.

The neasure was devel oped under
t he gui dance of a nultidisciplinary technical
expert panel and has undergone ri gorous
devel opnment and testing processes as specified
by the CM5 neasure managenent system
bl ueprint.

The nmeasure is based on
adm ni strative clains data and has been tested

wth 100 percent 10-state sanple and al so a
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conveni ent sanple of 31 accountable care
or gani zati ons.

From an i nportance perspective
this measure addresses two of the National
Quality Strategy goals, nanely pronoting
effective treatnent practices for the | eading
causes of nortality and al so engagi ng patients
in their care.

Stent placenent procedures are
frequently perfornmed. They account for high
resource use and | ack of anti pl atel et
adherence is associated wth severe patient
and soci etal consequences.

As this is a shared accountability
nmeasure we are proposing the neasure for
multiple levels starting with the physician
group, noving up to health plan and
account abl e care organi zation as well as the
state level.

Finally, we did receive questions
I n our workgroup review of the neasure from

the steering commttee. And we have submtted
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a nmeno under separate cover answering those
guestions as request ed.

We appreciate your consideration
of this nmeasure today and | ook forward to
answering any questions you may have. Thanks.

DR, CGEORGE: Thank you. And we'll
nove onto the prinmary discussant.

MR, BURTON. Yes, hi, this is Jeff
Burton. Can you guys hear ne okay?

DR GEORGE: Yes.

MR BURTON. So, since Kyle gave
that very detailed introduction I'll hop right
i nto the evidence.

Qoviously this is a process
measure that denonstrates nedi cati on adherence
and how it potentially |eads to decreased
adverse cardiac events and lower nortality
rates.

The overall body of evidence is
good when it conmes to supporting the use of
antiplatelet nedication followwng a PCl. |

don't think many woul d argue that.
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Sone of the intricacies | think of
how we actually neasure adherence to a
medi cation is where we may run into a couple
of challenges that were noted during our
wor kgroup call and that Kyle provided sone
clarification or sone answers to.

So, to give a brief overviewthere
were three practice guidelines that were
presented. They did not have QQC ratings but
they were inportant to establish the
guidelines for the use of antiplatel et therapy
followm ng a bare-netal stent or drug-eluting
stent, all of which were class 1 level A or B
reconmendat i ons.

The one thing here to note though
Is that the guidelines, one of the guidelines
for bare-netal stents in non-acute coronary
syndrone did indicate that clopidogrel be
given for a mninmumof one nonth and ideally
up to 12 nont hs.

| think that in the response to

this that it only represents about 67 percent
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of the nmenbers in the denom nator. And that
the techni cal expert panel made a
recomrendation to include these patients in

t he denom nat or even though the evidence
wasn't definitive on a tinme period and stated
that it was superior to have the therapy for
12 months as indicated in the nmeasure even

t hough that the body of evidence said that 1
nonth as a m ni mum woul d be sufficient.

There was a systematic revi ew
provi ding evidence that related directly to
actual | y adherence of nedication by a
di scontinuation of clopidogrel at different
points follow ng the stent.

The QQC for this was high in
quantity, noderate in quality and one could
argue low to noderate in consistency as sone
of the studies did have different directions
t hat supported the data.

So, two additional studies were
conducted where a critical threshold of 80

percent nedi cati on adherence was established
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given the difference in nortality rates for
cohorts that had bel ow or above 80 percent.
So taking all that into account and using the
NQF algorithmto rate the body of evidence |
believe it could fall into a noderate
category. And I'll leave it up for the

comm ttee for discussion.

DR, CGEORGE: Do we have discussion
on the evidence for this?

DR, HOLLANDER: | sort of have a
problemw th this one because they're using
the term "adherence" and none of this is about
adherence. It's about did the nedication get
filled.

And so if you're in a prescription
pl an where every nonth or three nonths they
send you a 90-day supply and you never take
the nedication it appears to be adherence.

And so | think it's sort of a fallacy here
that it just depends on your prescription plan
as to whether or not you're going to appear to

be adherent. So | don't think they're
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actual ly neasuring what they claimto be
measuring, at least the way | read it.

MR BURTON. That's sonething that
| was going to bring up in the usability of
this. | know that nedication adherence is
very hard to neasure because wth the
adm ni strative clains data you're neasuring
prescriptions that were actually filled. And
not so nuch the actual adherence of a patient
taki ng those nedi cations which can apply to
any nedi cati on adherence neasure.

| do know that the NQF has
endorsed ot her neasures relating to nedication
adherence based on admnistrative clains. |Is
that correct?

DR WNKLER: Yes, it is. 1In
fact, a couple of years ago we did have a
proj ect around nedication and this was a huge
I ssue, it was neasuring adherence.

| would just ask the question, say
the neasure we just |ooked at where it was was

It prescribed on discharge. Do we know the
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patients ever took themthere either.

| think it's probably the question
that cones up nost commonly with any neasure
around nedication is it's a little hard to
nmeasure whether they put it in their nouth or
not .

DR HOLLANDER: All right, so |
could see doing it at the ACO |l evel or at the
payer |evel. Because if we're encouraging
payers to find ways to get nedications into
patients' hands it nakes sense.

But it's hard for me to envision
doing this at the clinician or institution
| evel since they don't necessarily control all
the difficult prescription plans the patients
are on. And | think alot of it wll be
driven by that.

MR. CAMPBELL: So, this is Kyle
Canpbell for the neasure devel oper. Just a
coupl e of points.

| think we aren't recomendi ng

this neasure for the individual clinician
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|l evel. We are recommending it, however, at
the physician group level. So if there's a
group practice they can by using the data
avail able fromthe neasure be able to
determ ne what the overall adherence pattern
| ooks like in terns of fills for their
patient.

MR BURTON: Kyle, this is Jeff,
primary di scussant.

| know a couple of other commttee
menbers had sone questions as to the anount of
physi ci an groups that were actually included
due to the fact that there wasn't enough dat a.
It wasn't reliable enough and there was only
13 percent of those physician groups.

So, we're junping ahead here |
know a little bit to the |I believe
feasibility. |If you're going to be neasuring
at a physician group and you're only | ooking
at about 13 percent of all physician groups
that are able to have enough data to do the

measure. And that's | think alittle bit of
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a concern.

DR WNKLER: CGuys, it would be
hel pful if we could right now just focus on
evidence. It would kind of keep the
conversation a little bit crisper for
ever ybody.

M5. BRIGGS: So, we did talk a
little bit about the fact that there is not
sufficient data for bare-nmetal stent use of
the P2Y12 inhibitor for 12 nonths. The
recomrendation within the guideline is 1 nonth
to 12 nonths. And there's only evidence for
that | evel of recommendation within the
gui del i ne.

So, the evidence really doesn't
foll ow basically what's being asked for by
this neasure. The neasure is basically
bl anketly sayi ng anybody that got a stent
shoul d have 12 nonths of P2Y12 therapy. Wile
that m ght be optimal that's not what the
gui del i ne says. And we were using the

gui del i ne as our evidence, then we're really
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not follow ng that evidence.

DR GEORGE: Any other coments?
Yes?

DR, VIDOVICH: M feeling is the
nmeasure nmay not conpletely accurately
di scrimnate the acute coronary syndrone from
el ective PCl. Because then the guidelines
change for 1 nonth to 12 nonths. As witten
It mght cause sone confusion because of this
simlar topic that you nentioned about the 12
nont hs.

M5. BRIGGS: This guideline is
only for electives.

DR VIDOVICH It's elective only?

M5. BRIGGS: Yes. This neasure is
only for electives.

DR. VIDOVICH  Ckay.

DR GEORGE: This is areally
I nportant point to consider when we | ook at
these things right off the top. Any other
coment s?

VMR BURTON: | did have anot her
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coment that | briefly nentioned. There were
a few studies in the systematic review that
they didn't show the sane effect of

cl opi dogrel cessation on stent thronbosis as
they saw in other studies. So, the |lack of
consi stency of those studies was a concern to
nme.

MR, CAMPBELL: This is Kyle
Canpbel | again for the neasure devel oper.
woul d just suggest that the additional studies
di d show consi st ency.

We do recogni ze that the -- for
the recomendation related to the bare-netal
stent for those non-acute coronary syndrone
I ndi cation as has been discussed it was
suggested that it would be optimal for 12
nmont hs of therapy. And when the neasure was
specified that was felt to be the way to go in
terms of aligning everything with the ACC
gui del i nes.

That said, since that tine and

since the workgroup we have | ooked at the
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feasibility of stratifying by ACS and non- ACS.

And we are able to do that.

And with the ACO sanple there's
about 2,000 patients overall in that
denom nator. And if you exclude patients with
bare-nmetal stents for non-ACS indications
that's about 10 percent.

The reliability of the neasure
does not change. The rate of the neasure
I ncrease slightly froman overall nean of 0.78
to 0.80. And the range of the neasure -- it
still has a wde array of variation with a mn
of 0.69 to a high of 0.85.

DR, CEORGE: Do we feel we're
ready to vote on this in terns of the
evi dence? Ckay, we'll go ahead and vote.

M5. LUONG So, for those on the
phone 1 is high, 2 is noderate, 3 is low, 4 1is
I nsufficient evidence with exception and 5 is
i nsufficient evidence. The tinmer starts now.

For evidence 2 voted high, 11

voted noderate, 5 voted | ow and 4 voted
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I nsufficient evidence.

M5. TIGHE: So this just falls
wi t hi n our consensus not reached criteria. So
we'll nove forward with discussion of the
nmeasur e.

MR BURTON: So the gap in care,
the opportunity | stated before, the critical
val ue of performance was 80 percent for
nmedi cati on adherence. The devel oper eval uat ed
performance based on the Medicare clains for
ei ght states over a two-year period | ooking at
the prescription drug plan |evel, |ooking at
the state | evel, the physician group |evel and
the ACO | evel

The states, the plans and the
physi cian groups all had -- or each had an
aver age performance | evel of 75 percent, but
the ACOs had a 78 percent. So there's a snal
gap fromthe 80 percent critical value of
per f or mance.

However, as a process neasure

ideally you get to 100 percent perfornmance.
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So | do think that there is a gap in care here
and an opportunity for inprovenent.

DR, CGEORGE: Discussion on
opportunities for inprovenent? Yes?

M5. DELONG | didn't foll ow where
they got the data. |If they can't neasure
adherence in a lot of situations where did
t hese data conme fronf

MR, CAMPBELL: This is Kyle
Canpbel | again for the neasure devel opers.

So, these data are derived from Medi care
adm ni strative clains data that include Part
A which is generally the hospital, Part B
which is the outpatient benefit and Part D
which is the prescription drug benefit.

The nunerator conpliance is
nmeasured with the days covered fromthose
prescription drug clainms. So those data are
readily available to calculate for the neasure
for this popul ation.

M5. DELONG So you can tell of

the nunbers prescribed which prescriptions
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were filled and for how | ong?

MR, CAMPBELL: That's correct. W
can tell which nedication was filled and the
days supply for that nedication. And then
that gets put into the neasure algorithmto
devel op a days covered which would actually
adjust slightly to the overlap of any fills in
prescriptions.

DR AL-KHATIB: Just a quick
guestion. As we all know, a |lot of the
beneficiaries have other ways to get their
medi cati ons ot her than CMS.

So, do you have a handl e on what
percentage of patients at least in your sanple
that you | ooked at had ot her ways, other
coverage if you wll for their nedications?

MR CAMPBELL: So, we did just
briefly ook at that wth a sensitivity
anal ysis where we | ooked at the potenti al
frequency by inputing patients didn't have
Part D-covered drugs, what would be the effect

i f we inputed 100 percent adherence rate on
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those patients. And we didn't really find any
effect.

And | wll say that there's
probably nore concern -- even though this is
also limted, there's nore concern for drugs
that would be on a generic fornulary where
patients would be likely to pay cash. In this
case, you know, | don't think that that would
be the case with any of the P2Y12.

So, it is conceivable that
patients within our popul ati on could have a VA
benefit let's say. But that would be true of
al | ot her NQF-endorsed adherence neasures that
are based on clains of which we're a steward
of and any other organization is a steward of.

So, we haven't |ooked at it as a
limtation particularly when there's a gap in
care. And we know that as was said that these
measure rates should be much closer to 100
percent. And we don't really think that that
woul d have -- it would have a neani ngf ul

I npact on the neasure.
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MR. MATTKE: And one nbre comment.

Soeren Mattke for the devel opers.

Renmenber that in order to get
identified for the neasure we nust see
prescription fills under your Part D benefit.
So it would only be of concern if people use
sonetinmes Part D, sonetines other sources of
cover age.

DR, CGEORGE: Linda?

M5. BRI GGS: Wen we di scussed
this within the workgroup we did have
guestions to go back to the devel oper rel ated
to the fact that there is sone gap in coverage
in the Part D Medicare benefit. Wen patients
get to a certain dollar anount they fall into
t he "doughnut hole."

Now, based on that information
there could be potentially a gap which
patients are supposed to submt the charges
for those drugs so that they get credit for it
so they get out of the doughnut hole.

However, depending on the
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patient's other nedications the timng of when
that occurs is variable. So that if sonebody
was close to the end of the year, let's say
Novenber, and they just hit the doughnut hol e,
they may not be inclined to submt that data.
So that the data set that they're working from
I's not perfect.

But just to point out that there
are sone reasons why patients m ght have
adherence di screpancies that are not truly
reflective of the patient taking or not taking
t he drug.

MR, CAMPBELL: So this is Kyle
Canpbel |l for the devel oper again. And we did
submt a response to that question in a neno
under separate cover on April 17.

Just a coupl e of points about
that. CMS does require Part D plans to
process clains and track the true out-of-
pocket costs paid by the beneficiary in
real tinme.

Secondly, and | think nmaybe nore
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inportantly is wth the passage of the

Af fordabl e Care Act the Medicare drug coverage
gap affectionately known as the doughnut hole
w Il be phased out conpletely by 2020. And
based on the current provisions wthin the act
t he anmount beneficiaries pay for those out-of-
pocket prescription drugs has already begun to
decr ease.

Oiginally it was 100 percent for
bot h brand name and generic drugs in 2010.
It's now for 2014 47.5 percent for brand nane
drugs and 72 percent for generic drugs. So
there is an incentive for beneficiaries to
have these clainms under their plan.

And by 2020 the percentage wll be
25 percent for all drugs which is essentially
the sane as the percentage paid by
beneficiaries for up to the point of the
cover age gap.

So therefore we anticipate m ni mal
to no inpact on the neasure rates. This

measure is new. |t hasn't been proposed -- |
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nmean, inplenented into a program so presumably
It would be at | east another year before it
could be inplenented in which case the

Af fordabl e Care Act woul d decrease even
further the anount the beneficiaries pay in

t he coverage gap.

DR JAMES.: And it's just for
those particular comments that have just been
raised that | think this is a good neasure for
heal th plans and for |arge popul ations.

It becones problematic at the
smal | er individual group level. But for a
health plan it neans |I'm hol di ng nyself
accountable. | think this is a fair neasure.

DR GEORGE: Are we ready to nove
to a vote?

MR BURTON: | think so.

DR GEORGE: On opportunity for
I nprovenent .

M5. LUONG So, 1 is for high, 2
Is for noderate, 3 is for lowand 4 is

i nsufficient. The timer starts now.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 193
Ei ght voted for high, 12 voted for

noderate, 1 voted for low and 1 voted for
I nsufficient.

DR GEORGE: Onto priority.

MR, BURTON: So the priority.
Sanme thing as before when we were talking
about the nature of the PCl and either
medi cation followng a PCl or in this case
adherence to a high-priority given the sheer
nunber of PCls, given the cost per PCl.

But nmaybe even nore inportantly
the i nportance of nmaking sure that the nedical
comunity is focused on strong adherence in
any way possible for their patients when
things nmay be out of their hands just because
sonet hi ng nmay be an inperfection in the
nmeasure and we should de-prioritize it as an
I nportant part of the software.

DR GECRGE: Any comments on
priority? Should we nove to a vote on
priority?

M5. LUONG For priority 1 is for
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high, 2 is for noderate, 3 is for lowand 4 is
for insufficient. The timer starts now.

I f you could just keep pressing
your vote here. Sorry. Eleven voted high,
ten voted noderate, and one voted
I nsufficient.

MR BURTON. Maybe you coul d nove
onto scientific acceptability.

DR GEORGE: Just one question.
We're alnost at 3 o' clock. Do you want us to
start the discussion?

DR WNKLER: Yes, let's go ahead
and do that. But we will want to take a break
shortly for public comment. Go ahead, Jeff.

MR BURTON:. Oh, okay. So, as far
as the scientific acceptability again we're
using admnistrative clains. The nunerator is
equal to the sum of the days covered by the
days supply of all antiplatelet prescriptions
during the days neasured in the denom nator.

The denom nator is equal to the

sum of the days neasured for all individuals
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who undergo coronary artery drug-eluting stent
or bare-netal stent at any tinme during the
first 12 nonths of the 24-nonth neasurenent
peri od and have at | east two prescriptions for
antiplatelet therapy during the 12 nonths
followi ng the stent.

| think the key thing here is the
two prescriptions at a mninumto capture
those who may have intolerance or allergic
reaction to nedications which would throw t hem
out of the denom nator.

As far as any other coding issues
t he devel oper did submt a list of all the NDC
codes as well as the contraindications which
focus on intracranial henorrhage, G bleed and
peptic ul cer disease.

DR GEORGE: Any discussion?
El | en?

M5. H LLEGASS: | think | may not
be able to find the information that was said
to us before, but | was |ooking for an

exclusion of acute M. And | don't see it
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anywhere in there.

From what |' m understandi ng the
devel oper believes that this is for just new
PCl, no AM before. But | can't find this in
the witing anywhere. Can anybody address?
| have not been able to find it in exclusions.
| haven't been able to find it in nunmerator or
denom nat or .

MR, CAMPBELL: That's correct. W
do not exclude those patients with the prior
M. And Soeren, | don't know, from RAND i f
you want to comment on that?

MR, MATTKE: Soneone el se m ght
actually be a better person to conment on
that. Can you clarify why we woul d excl ude
patients with prior M?

DR KOITKE: Ellen was saying that
she didn't find exclusion for patients with an
acute M, not prior M.

MR, MATTKE: Oh. But we have
patients with inplantation for acute coronary

syndronmes whi ch does include AM and patients
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wth elective inplantation.

DR. VIDOVICH: D d we nention that
this nmeasure excluded ACS? | was just told
that a few m nutes ago. Because | just
searched li ke "eligible" through the docunent.
| can't find that word anywhere in the
docunent .

MR. CAMPBELL: The neasure does
not exclude those patients with ACS. It is
I nclusive of patients wth ACS.

MR, MATTKE: Because the patients
with acute coronary syndrones |ike unstable
angi na or acute infarction actually have a
much hi gher risk for stent conplications. So
we definitely want to keep those.

DR. VIDOVI CH: But the indication
is for duration of dual antiplatelet therapy
are different for elective PCl and ACS
Ri ght? Hypothetically, pre-operative. |I'd
say pre-op BMS could get away wth one nonth
of dual antiplatelet therapy.

MR. MATTKE: No, | think the

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 198

recommendation is --

DR VIDOVICH ACS is 12 nonths
regardl ess of the stent type. But non-ACS,
they do differ.

DR PH LIPPIDES: Right, but I
don't think the inclusion of ACS woul d change
that. You'd still have to give them dual
antiplatelet therapy out for a year.

DR. VIDOVICH  But | believe that
they should score non-ACS. Then the neasure
m ght incorrectly neasure that they shoul d
have received 12 nonths whereas only 1 nonth
m ght have been sufficient.

DR. PHI LI PPIDES: Correct, but the
probl em here is not including the M patients.
The problemis requiring that BMS stable
patients get 12 nonths. That's where their
I ssue is.

DR. VIDOVICH  Correct. That's
right.

DR PH LIPPIDES: The M is not

the one that's --
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DR. VIDOVICH Yes, the M is not

a probl em

DR PH LIPPIDES: It's the other
guys.

DR, KOTTKE: But this would be a
case where you could include both in a single
nmeasur e because you have a different code. |
assunme that interventionalists code ACS
differently than stable coronary. Yes. So
here you could -- you put themboth in the
sane neasure.

MR MATTKE: So, to go back. The
measur e does include both stable and acute
coronary syndrones. The indicate, the
recommendation is to treat all patients
regardl ess of the indication and regardl ess of
stent type for 12 nonths.

However, since the risk-benefit
rate for stable patients on bare-netal stents
isalittle bit |ess favorable the guideline
suggests that you could get away wth at a

m ni mum one nonth treatnment.
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To keep in mnd, however, the way
that you get into the denom nator for the
nmeasure is that you have to have two fills
whi ch indicates to us that sonebody is
actually trying to treat the patient for
| onger than a nonth because the fill is
actual ly 30 days.

So our assunption is once you get
into the denom nator it's the stated intent of
the clinician to actually treat for a year
because the risk-benefit rate has been
determ ned to warrant ongoing treatnent.

DR TING That's not conpletely
accurate. Just to quote the guidelines it
actually says two weeks for bare-netal stents
I n non-ACS patients. |If there's a tradeoff
for bleeding and risk of bl eeding.

MR, MATTKE: Yes, but you can
still see once you are in the denom nator you
must have been on 60 days of treatnent
already. So those were really -- it's

unli kely that we are tal king about patients at
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that point in whom bl eeding conplications are
a maj or concern because they woul d never be on
60 days to begin wth.

DR TING There's probably a
group of patients that you discontinue the
DAPT because of upcom ng cardi ac surgery at
two weeks.

DR. VIDOVICH  ACS in particul ar
Is an exanple right there where you have to
di sconti nue because of delivery. O wupcom ng
surgery.

DR HOLLANDER: | think the
nmeasur e devel oper's point is that you have to
get two prescription refills. So you woul dn't
have gotten two refills if you're going to get
stopped at two weeks, or if you're going to
get CABGwthin the next nonth. So |I'mstill
not sure | agree with that as the criteria but
| think that's --

DR, CGEORGE: Linda?

M5. BRIGGS: Again we cone back to

bare-netal stent reconmendation, either two
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weeks if there's a bl eeding concern but one
nmonth is the recomendation, at |east one
nmonth and up to a year

A clinician m ght decide that the
ri sks outwei gh the benefits beyond a certain
point in time for that particular patient and
they would be totally justified according to
the guidelines of stopping it even after two
prescriptions. So it mght be two nonths, it
m ght be six nonths in that maybe it's an
el derly person who has a fall and has sone
kind of conplication related to that. There
are a mllion reasons why a clinician m ght
feel justified for that. And they would be
well within the guideline paraneters.

DR GEORGE: So |'mhearing a | ot
of concern about the fact that both bare-netal
and drug-eluting stents are included in this.
Is that?

DR PHI LI PPIDES: The sane
recommendation for Iength of dual antipl atel et

therapy. | think if they had tweaked it and
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said for bare-netal stents we're going to
really cone out to about a nonth | think nost
of us would be okay wth that.

But oftentines there's nothing
wong wth putting a patient on a bare netal
stent and putting themon dual therapy for two
or three nonths until they see you again.

Then you say you know, |'ve
t weaked the drugs | ong enough. There was a
reason | put a bare-netal stent in the first
place. | was worried about bleeding. [|'m
going to stop it now. And that would be
consi dered by the guidelines -- Henry, | think
you'd agree -- perfectly adequate therapy.

The way this netric would have it
was not adequate or wasn't as good as the
other clinician. So | think that's what's
gi vi ng us pause.

DR AL-KHATIB: | conpletely agree
wi th that comment.

The ot her question that | would

raise is since we're using admnistrative
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clains data |I'mnot aware of any way by which
just based on the coding we can capture

whet her a bare-netal stent was used versus a
drug-eluting stent. And without being able to
make that distinction you either have to limt
this to one type which you won't be able to
capture. That raises certainly concerns about
how we're going to be able to inplenent this
nmeasur e.

MR, MATTKE: Soeren Mattke for the
devel opers again. These are actually two
different CPT codes. Partly because the drug-
eluting stents are considerably nore
expensive. And so you can distinguish themin
adm ni strative data.

DR. VIDOVICH | have a
nonmencl ature semantic question. W are asking
adherence. How do we know whi ch duration was
prescribed to the patient? Do we know t hat
the patient should have received the nonth or
12 nont hs?

If you're calling this adherence,
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ri ght? Because adherence would inply that we
did know what the duration of therapy was
prescribed. So how would you know this from
this measure?

MR, CAMPBELL: This is Kyle
Canpbell for the developer. [It's neasured
just the sane way that all the other adherence
measures are. W don't have specifically the
ability to know the intent of the physician
fromthe admnistrative data that they
I ntended for 6 nonths or 12 nonths.

But we can see all the
prescriptions filled and the days covered.
And so those are basically added up to
determ ne the proportion of days covered.

And in this case there's a fixed
followup tinme such that it's one year post
the stent placenent after the successful fill
of two prescriptions.

Just one nore note. W have been
able to operational because we did | ook at

this after the workgroup concerns. W are
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able to separate bare-netal stents and drug-
eluting stents as well as determne fromthe
clains data who has it for acute coronary
syndronme and who has elective. So we can do
that as well.

DR AL-KHATIB: Actually, a
guestion pertinent to this last comment. Have
you done any studies to validate the accuracy
of these codes in terns of using themfor
bare-netal stent versus drug-eluting stent or
I think the other woul d be easier.

But especially in relation to this
particul ar issue do we have any data that show
that you have validated those codes and
they're actually accurate?

MR, CAMPBELL: So, this is Kyle
Canpbel | for the devel oper again. W have not
done any sort of validation wth the chart
review to take a | ook at those codes. And |
don't know, Soeren, if you have anything to
add wth regard to that.

VR. MATTKE: No, but it's unusual
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to validate the codi ng accuracy because these
are admnistrative data that get routinely
audited for accuracy because they are being
used for pain. And since we're talking about
a high-val ue procedure it's very unlikely that
any maj or inconsistencies or errors would go
unnoti ced.

M5. TIGHE: This is Lindsey. [|'m
going to junp in and just circle us back to
the reliability discussion because | think
we've junped well into validity at this point.
Do we have anything else to say about the
preci sion of the specifications or the
reliability testing that was supplied? |
don't think we've touched on the reliability
testing at this point.

MR, BURTON. So, |I'll cover that
briefly here. The signal-to-noise analysis
that yielded 0.99 for the ACO group and the
drug plan group. There was |ike we had
menti oned before an issue wth the physician

group that only 13 percent of those had sanple
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sizes | arge enough to generate reliability.

Just going with the 0.99 that is
high reliability but only for those, the
| arger groups.

DR GEORGE: Any discussion on
that? Liz?

M5. DELONG Yes. Could you --
have no idea. |'ve seen that before and maybe
it's my own ignorance, but what did you do for
a signal-to-noise reliability test?

MR, CAMPBELL: Sure. So, the
signal-to-noise ratio is calculated as a
vari ance of the between neasured entities
which is considered the signal and the
variance wthin a neasured entity which is
consi dered the noise. And then the
reliability is estimated using data --

M5. DELONG  So when you say
w thin and between, can you be nore specific?

MR, CAMPBELL: Yes. So, it would
be like if we were tal king about an ACO or a

physi ci an group you would |l ook at the wthin
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variance. So wthin that group statistically
Is there nore noise that sort of drowns out
the signal of being able to nmake conpari sons
bet ween physi ci an groups.

So, if you can't discern -- |
guess the best way to say it, if there's nore
variability internally within a physician
group than there is externally conpared to the
peers then generally your reliability will be
poor .

And so as the reliability
approaches 0.7 we can begin to distinguish
statistically significant differences between
providers fromthe nean as it approaches 1.

M5. DELONG  Ckay, so you're
basically |looking at the inter-class
correlation and -- but you're assum ng that
you don't have m sclassification, right? That
you have valid data to work wth.

MR, CAMPBELL: That's correct.

DR GEORGE: Linda?

M5. BRIGGS: So, | just wanted to
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echo what we said earlier inthat if we're

| ooking at this at reporting the physician
group level data the report fromthe authors
of this neasure says that only 13.3 percent of
t he physician groups have an adequate nunber
of patients for reliable neasurenent. So

that's not a very |arge nunber of physician

gr oups.
MR, CAMPBELL: This is Kyle again.
Go ahead.
DR. CGEORGE: Go ahead on the
phone.

MR CAMPBELL: Sure. So,
basically the way we do that across the
measures is we |ook to see if there's sone
m ni mum denom nator or threshold size.
Because this signal-to-noise ratio is
sensitive to sanple size.

So, with that m ni nrum denom nat or
of about 3,650 days or 10 patients wthin the
denom nator we do get reliable scores for

physi ci an groups. And so that threshold woul d
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have to be considered if the neasure were to
be used at the physician group |evel.

DR GEORGE: Are we ready to vote
on reliability? ay, we'll go ahead.

M5. LUONG The tiner starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

Ten voted noderate, ten voted for
l ow and two for insufficient.

DR GEORGE: W are going to nove
forward and finish this neasure before we go
onto public comment. Validity.

MR BURTON. So with validity we
spoke a little bit before we got into this
section.

Just as far as the validity
testing there was a face validity that was
assessed by a technical expert panel in which
80 percent strongly agreed or agreed that the
measure was valid.

And given that nunber and the fact

that only face validity was used | think our
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hi ghest rating could be noderate. And that
the results did denonstrate that this nmeasure
iIs areflection of quality of care.

| didn't really have too nuch el se
on validity. W talked a |ot about the data
as far as the codes and exclusions. This
nmeasure i s not risk-adjusted as a process
measure. But I'll leave it to the rest of the
group for discussion in the purpose of tine.

DR, W NKLER: Just sort of
pertinent to your previous discussion, this is
t he point where you want to determ ne whet her
the specifications are consistent with the
evi dence.

DR HOLLANDER: | sort of said ny
pi ece before. |I'mnot sure this is really
adherence. And that speaks to validity.

And al t hough the expert panel that
t hey enpl oyed thought it did and | guess NQF
has used neasures like this before |I stil
don't feel it actually speaks to whether the

patient is taking the nedications.
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And the issues raised by George
and Henry, having themout tw ce neans they
shoul d be taking it for a year and how it
works. So | have mmjor issues wth the
validity that | don't think I could get at.

DR GEORGE: And thank you for
rem nding us of that prior discussion. Any
ot her discussion on it?

DR TING This is actually for
Kyl e. Many peopl e have been critical and nade
comrents, but this is an incredibly inportant
area which is adherence. So if this nmeasure
was statins at one year would we know
adherence i s sonewhere around 60 or 70
percent? None of us would have any
reliability or validity issues if we could
nmeasur e adherence to statins at one year

And this issue of using dual
antiplatelet therapy at one year after the
stenting is an issue. W know that upwards of
15 to 20 percent stop at six nonths. And it's

correlated with nortality. But the coments
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t hat have been brought up still stand, that

there may be sone issues with this neasure but
it's an incredibly inportant issue in terns of
quality of care.

DR GEORGE: Liz, did you have a
comrent ? Yes.

MR MARRS. | guess | have just an
add-on. The validity issue wwth the PDC and
nmeasuring adherence this way. It is a very
val i dat ed surrogate marker for adherence.

It's used across lots of different
di sci pli nes.

And so even though it's not a
perfect neasure of adherence and it doesn't
necessarily nake sure that the patient took it
It has been validated in |ots of other disease
states and pharnmaceutical studi es | ooking at
whet her peopl e are adherent or not.

DR HOLLANDER: So with that in
mnd | could see there's certain people that
t he adherence or whether they got their

medi cati on should be attributed to. So if
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it's at the ACO or the health system |l evel and
they' re the person who deci des the manner in
whi ch the patients can get the nedication

And 1'Il go back tois it via mail or do they
have to go get it. Then | can see sone
responsibility. | still wouldn't call it
adherence. |'d call it getting the

nmedi cati ons or sonething el se.

But if it's a physician group and
they're taking care of soneone and they have
no say over what insurance or how t hose
nmedi cations cone to that patient | have a real
I ssue with that physician group being
responsi ble for this nmeasure or even be
reported with them because they really have no
control.

If they're prescribing the best
medi cation that has a class 1A recommendati on
and it costs too nuch for a patient making
$10,000 a year that patient nay take it for
two nonths and stop taking it. And you can't

bl ame the physician group for that. They
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don't have a lot of alternatives. And so |
have a problemwth it at that |evel.

| don't really have a problemwth
it at the ACO or the health system | evel.

DR. KOTTKE: Tom here. | think
just junping ahead for a nonent that this
woul d be extrenely burdensone for physician
groups because they just don't have -- they
don't have in their database who fills and who
doesn't.

| think for health plans it's
quite easy and it's very appropriate. And
heal th plans could do sonething |ike hey,
you're five nonths out, you may be thinking
about quitting your dual platelets, don't.

You know, that kind of stuff.

But ny major issue with validity
I's what Henry and CGeorge brought up is that if
"' mgoing along and at four nonths | think
got by with this old guy and he hasn't bl ed
yet, I'mgoing to stop his, you know, |I'm

going to go back to just an 81 of aspirin
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there's no way to detect that.

And that well made clinicians very
upset. Even if you say well, there's a
certain proportion where you m sclassify. But
clinicians don't like to be msclassified with
crude neasures.

DR GEORGE: Are we ready for a
vote? |'msorry.

M5. BRIGGS: So, | would agree
that the nmethod m ght be appropriate and m ght
be used for other neasures that NQF does.

However, | think that we have a
little bit of a special case here in that
we're trying to neasure the DES and the bare
nmetal by the sanme standard. And this is
different than saying did you take your statin
and ot her nedications |ike diabetic
medi cations and so forth that may not have a
criteria that would be 1 nonth versus 12
nont hs.

Wher eas you want those people to

take it chronically. So | think that we have
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to take that into consideration.

And agai n, because those are all
| unped together we need to deci de whet her we
need to ask for stratification as a criteria
or just not take the neasure at this point.

DR, CGEORGE: Any other final
comrents before we vote on the validity? |If
not we'll vote.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Si x voted noderate, eleven voted
|l ow and five voted insufficient.

MR, BURTON. Feasibility?

M5, TIGHE: Sorry, 'l junp in.
The nmeasure was not recommended because it
failed to neet the validity criteria. So
we'll stop discussion of that neasure.

And actually, given the tine on
the agenda we're running a bit behind. So if
we could take this opportunity to see if there

are any public comments fromthose on the
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phone. QOperator, if you would check and
anyone in the room

OPERATOR  To make a comment
pl ease press * then the nunber 1. No, no
public comments at this tine.

M5, TIGHE: Gkay. It appears
there are none in the roomso we are -- yes.

DR PH LIPPIDES: Despite the fact
that | brought up several of the issues here
that | felt m ght have torpedoed this |I did
want to actually -- and I wsh that | had said
what Peter said.

VWiich is | do think this issue of
taki ng nedications is a huge issue. And |
actually don't think that none of it should be
laid at the I evel of the office. Because
al nost every cardi ol ogi st sees a patient after
they've had an M, a stent, within a few -- we
try to doit within 8 to 10 days and then
again in a few nonths.

And at that tinme if you do nothing

el se you want to nmake sure that they know what
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medi ci nes they should be taking and you get
them the nedicines. And that neans working in
conjunction wth the ACO and the heal thcare
system

So | actually think as do you this
Is an incredibly inportant area, not just for
aspirin -- you know, this is the beginning of
it.

And if they made the tweaks in
regards to the bare-netal stents | personally
woul d be nmuch nore enthusiastic were it cone
by our desk again. | don't think we should
| ose the general concept because of that one
detail. | think that would be a | oss for us,
a disservice to our patients. So | just
wanted to echo what you said, Peter.

MR BURTON. This is Jeff. 1'll
second that.

M5. BRIGGS: | would agree it's a
very inportant topic.

M5. TIGHE: Certainly the

devel oper has heard that and our staff wl]l
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work with himon nmaking these refinenents and
potentially bringing it back to the commttee
for review at a |ater date.

That said we are overdue for a
break. |1'mlooking to the chairs. Do we want
to take the full 15 or can we shorten it to
107

DR KOITKE: W can try 10 but it
wi || probably nmean 15.

(Wher eupon, the foregoing matter
went off the record at 3:24 p.m and went back
on the record at 3:41 p.m)

DR NALLAMOTHU:. So, we're ready
to start. So, I'mgoing to be brief. [|I'm
sure this is going to start up a lot of
di scussion. So, I'lIl save ny comments for
| ater after listening to your guys' reaction.

But essentially this is a neasure
related to conprehensi ve docunentation of the
i ndication for PCl anong all adults undergoi ng
this procedure. It's a process neasure and

it's perforned at the facility |evel.
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And you can see the text around it
Is essentially focused on five aspects of a
procedure and how well those aspects are
docunented within the procedural record.

DR KOITKE: Linda?

M5. BRIGGS: Gkay. So, as they
have said there are five different criteria.
So it's a conponent process neasure.

In ternms of the evidence to go
with that they used guidelines as the
evi dence. The one guideline is the
appropriate use criteria guideline fromthe
Anmerican Col | ege of Cardiology. And that
appropriate use criteria guideline was
generated by | ooki ng at about 180 scenari os
that were devel oped originally to say what
woul d be circunstances under which people
woul d have PCls. And then an expert panel was
convened to judge the appropriateness of use
for those particular scenari os.

In order to neet those scenarios

they have to use these criteria basically.
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So, for patients that had acute coronary
syndrone they don't have to neet quite as nany
of the criteria because they neet it under the
acute coronary syndrone and that's refl ected
actually | ater on when they | ooked at the data
for this.

But the other patients have to
have things, the other itens such as the
stress tests and the presence and severity of
angi nal synptonms. And the big one being the
stress test.

The ot her gui deline has nuch nore
evi dence to back that in terns of random zed
controlled trials and that is the PCl
gui delines from 2011.

So, based on the information that
was gi ven about the evidence for this neasure
t he neasure does not actually reflect
sonet hi ng going on with the patient per se.
It's only docunentation that we're | ooking at.

And the assunption is that

docunentation then mrrors what actually is
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done for the patient, and that this would then
facilitate quality of care.

There was no quality statenent at
all for the information that was given in the
gui del i nes. However, at |east one of the
recommendations that's used is a class 1
recommendati on wth grade A evidence which
woul d make it multiple random zed controll ed
trials.

Based on the majority of the
information | would say the evidence is
noderate for this particular neasure.

DR KOITKE: Jeff, do you have any
coments you'd like to add?

MR, BURTON: Sorry, | was on nute
there. No, | don't.

| guess ny concern -- |I'mnot too
versed in this area -- is | guess is a | ack of
maki ng the connection to the outcones. And if
there was -- if there is other evidence that
points to how that happens is that -- is that

just not avail able through the guidelines? O
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Is there sonething el se out there?

DR NALLAMOTHU:. So, | think
that's what's been stated up to this point has
been fairly accurate. This is a neasure
that's focused on docunentati on.

| think the natural question is
how does that relate to outcones. |It's a
difficult question because the real focus of
this neasure is to even get to the point where
subsequent neasurenent can be done. So, it's
chal | engi ng.

| can tell you that, you know, we
did |l ook at individuals where within the
criteria -- I'mgoing to pause here because |
want to make sure | explain this in the
correct way.

But if you do neasure
appropri ateness which is part of the goal of
this nmeasure is to conprehensively docunent so
that can be done, there's really no
correl ati on between appropri at eness and

outcones in general. There's very little
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evi dence.

And that's because appropri ateness
has very little to do with what we woul d
consi der traditional outcones neasurenents if
you're | ooking at the basic ones of nortality
and procedural conplications.

Whet her or not that procedure was
right for that patient at that tine is nuch
nore challenging to assess. And so | think
that that's been a great chall enge for
t hi nki ng about the |ink between this and what
I would consider traditional outcones. | hope

| didn't confuse everybody.

M5. M TCHELL: WAs there a
translation of the AUC criteria in two
nmeasures? |Is this an attenpt to do that, or
Is this conpletely separate?

DR NALLAMOTHU:. So, to step back
That's exactly -- | nean, that's a great way
of putting it.

So, this is essentially a neasure
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t hat has devel oped nmainly because of the
limtations of nmeasuring AUC. So, it turns
out that about one in five, maybe a little
| ess than one in five, all PCls can even be
mapped to AUC.

And t hen when you | ook at the
el ective ones it's nmuch nore. It's |ike about
one-third can even be mapped to AUC because
the data are just not recorded.

And fundanentally, | nmean | think
this nmeasure is so inportant mainly because it
noves the field forward with being able to
actually even start to assess this really
I nportant aspect of care.

Ri ght now t hese procedures are
essentially invisible and we don't have the
ability to kind of assess quality in any way.

DR, KOTTKE: O her comments?

DR AL-KHATIB: | conpletely agree
wth that. | actually see a lot of value in
this perfornmance neasure.

And in fact, if you |look at the
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Af fordabl e Care Act anong nany of the quality

I nprovenent initiatives that were nentioned is
ensuring appropriateness of cardiovascul ar
care is what was nentioned in the Affordable
Care Act. | truly see this as a very hel pful
nmeasure. Hopefully we'll be able to nmake sure
that all the other aspects of it are fine.

But | certainly can see a lot of value in this

nmeasur e.

DR VIDOVICH | would just |ike
to echo this. | think it's a very val uabl e
nmeasur e.

My question to the devel oper is
how granular wll be the neasure, the
requirenent for granularity? Wat -- wll you

require that sone specific categories are
filled in, or anything goes? You nentioned
FFR or I'VUS for indication criteria. So these
synchronize with the AUC at sone degree.

DR NALLAMOTHU:. So that's a great
guestion. So, again, there is granularity.

The neasure itself does get into the specifics
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of how that's descri bed.

But to give you a sense it not
only requires, for exanple, the presence of a
non-i nvasi ve stress test or an FFR, an | VUS,
but also in sonme kind of quantitative terns
the results as well.

| think one of the biggest
probl ens has been in sone cases, for exanple,
Wth stress tests there m ght be docunentation
that a stress test was perforned. But then
it's remarkabl e how that never -- the result
of that never actually nmakes its way into |
bel i eve the nost inportant docunent related to
a procedure.

DR KOITKE: Any ot her discussion
on evidence? Are we ready to vote?

M5. LUONG So the tiner starts
now. One is for high, two is for noderate,
three is for low, four is for insufficient
evi dence with exception and five is for
I nsufficient evidence.

So for evidence 4 voted high, 17

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 230

voted noderate and 1 voted | ow.

DR KOITKE: So, we nove on
Qpportunity for inprovenent. Jeff?

M5. BRIGGS: Actually, it's ne.
So just to back up a second. The database for
this just to be clear is the CathPCl registry
again. So, thisis areally large, very rich
dat abase that we're dealing with. And we've
al ready di scussed how reliable and howit's
bei ng used.

Qpportunity for inprovenent. In
2011 they reported that the nean unmappabl e
whi ch neans they couldn't find any of those
180 scenarios that based on the anount of
docunentation that they had for the patient
that they were able to map it to one of those
scenari os. The nean was 42 percent with the
nmedi an being 39.5 percent. So, there's a |ot
of opportunity for inprovenent.

In 2012 it was slightly better.
The | ower nunber actually, the better in terns

of the unmappables here. So we're still at
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over one-third of patients bei ng unmappabl e at
37 percent as the nean in 2012 and the nedi an
bei ng 35 percent unmappabl e based on m ssing
data at that point in tine.

So there is substantial variation
anong the various practices that were
reporting and the hospitals reporting. They
ranged fromzero basically to 100 percent. So

there was a great deal of opportunity for

I nprovenent .

DR. KOTTKE: Jeffrey, any
coment s?

MR BURTON: Yes, | just wanted to
maybe get a better understanding. | know

there was an issue on a prior call about
m ssing data versus other data that was never
col |l ected because either a test wasn't done or
whatnot. It was a process of care that was
br oken down.

So, is there any detail that the
devel oper can provide that shows the breakdown

of what is actually data that is out there but
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the hospital was unable to get due to the fact
that maybe there was a stress test that was
done sonmewhere el se versus a process of care
not being in place to generate the data.

DR NALLAMOTHU: That's an
I nportant gap and that was sonething that was
mentioned in the call as was nentioned.

| think what we've philosophically
kind of felt about that is even if the stress
test was done let's say by the referring
cardi ol ogist at their own office and then the
pati ent ended up going for a PCl that
somewhere within that PCl record that stress
test needed to be docunented. So that's kind
of how we woul d approach that question
phi | osophi cal | y.

But we just don't have the ability
to kind of tease out how nuch of this is a
| ack of results being conmmuni cated or the test
was never done.

MR BURTON: Yes, and |'m just

trying to get an understanding. | think that
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It's valuable regardl ess of whether or not the
data wasn't there for one reason versus
another that -- the fact that the data is
there during the tine of the PCl is the nost
I nportant part. So, | didn't want to deval ue
t hat .

MR CHU And if | can add just
one thing to Dr. Nallanothu's point.

| think this neasure is alittle
different than other ones in that there are no
exclusions. So in terns of gamng it's kind
of a slightly different answer but just to
add. There's no gam ng.

And it's really sinple in terns of
what you do with mssing data. |If there's
m ssing data you basically have failed, you've
fail ed. Because the thought to Dr.
Nal | anmot hu' s point, you really should be
docunenting these indications in the |ong
description. Those five points there.

| just wanted to add the m ssing

val ues should actually be included in the
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denom nat or but you'd actually fail the

measure i n the nunerator

DR KOITKE: So sort of as perhaps
an am cus comment that you don't really need
the stress test in the record. You need a
report or sonething that indicates this
patient had a positive stress test at two
mnutes wwth angina. So |'m doing an
angi ogram

DR NALLAMOTHU: Absolutely. It's
not the original record but the fact that
there was sone -- and a lot of tines, you
know, we, again as a proceduralist nyself we
make the assunption that, yes, | knowit, it's
in ny brain and I know what |'m doing. But
that docunentation it turns out is just -- |
nmean, it's -- as people have nentioned, the
opportunities here are pretty trenendous.

DR. KOTTKE: So, any further
di scussion? Yes, sir.

DR CLEVELAND: | just wanted to
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ask, and nmaybe Jensen can weigh in too.
know we' ve struggled with this too in | ooking
at appropriateness and trying to actually data
map elenents. Are there any plans within the
NCDR to data map? Because that woul d
certainly add nore robustness to the
appropriate use criteria. | nean al nost a
nodul e type of thing. Do you know? Except
that m ght then take the m ssing argunent
pretty well.

MR CH U | think the chall enge
obviously is -- this doesn't just pertain to
just this neasure but other kind of neasures
I n NCDR.

So, this one, you know, going
through the test and everything once this is
endorsed we put it in the registry, in the
Cat h.

But the challenge always is there
are going to be mssing data regardl ess. That
I's, how much m ssing data. Unfortunately at

this juncture it's a little hard to tell how
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much the mssing data thereis. It's alittle
challenging to really know all the -- how nuch
truly is mssing, how nmuch you can really
guantify, because you really don't know what
you don't know.

This is a challenge | know STS
al so has struggled with as well. So it's kind
of a chall enge.

But the one thing I would add
t hough too just to recall. | don't know if
it'"s in the application, but all the neasures
that becone in Cath and other NCDR registries,
the suite, there's a data quality report so
that you can have too nmuch m ssing data. So
| don't know the core elenments off the top of
nmy head but |'m sure sone of these elenents
are core.

And really that just neans that if
you have nore than a certain percentage that
are not being captured you actually are
failing. You actually don't get a report.

Your site doesn't get a score back to them
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So that's -- we can kind of go back and take
a l ook at what the elenents are and then
report back on that.

But all registries, Cath probably
being -- you know, | don't want to junp the
gun but | think probably being nore robust
than sone of the other registries we have.

But there is a data quality report that every
year is audited. Certain variables.

But the mssing again, if a site -
- sone site or sonething has too nuch m ssing
data they don't get a report out.

DR KOITKE: Liz?

M5. DELONG So you have if
perfornmed you need the information. But
suppose it is perfornmed at an external | ab.

It was perforned but if it's mssing you ding
the hospital who perfornms the PCI? You don't
know if it was m ssing unless you link, right?

DR NALLAMOTHU:. So | think the
way to think about it is nore sinpler. Look,

whet her it was perfornmed or not there has to
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be docunentation. So if you didn't do it
that's not m ssing.

But what happens is if you didn't
do it and you get a PCl and you're
asynptomatic and it was just because there was
a lesion there then at | east you can say that
that was i nappropriate.

Right now if you don't even have
that there that patient falls out. So, again,
two scenarios. Sonebody who's asynptonati c.
Let's say they're not on any nedi cal therapy
and they have a limted coronary |esion. That
person gets a stent. |If they actually record
it, if they went to the step of saying, you
know what? We didn't even do a stress test
that patient gets identified as inappropriate.
That patient is at |east visible.

What this neasure is trying to do
Is deal with the other side of it which is the
invisible. W're in Washington, D.C. so it
woul d be Donal d Runsfel d' s unknown unknowns.

It's the idea that, you know, if you just
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don't even say well, | didn't even record
whet her it was done or not that person is
invisible to the neasure as it currently
stands. Does that nmake sense?

M5. DELONG So, it's actually two
itenms for each thing then. Ws it done and
what are the results.

DR. NALLAMOTHU:  You need to have
the results as well too because in sone cases
i ke, you know, again a stress test and then
not know ng the results of the stress test
makes it unmappabl e as wel |.

DR. KOTTKE: Any further
di scussion? W're ready to vote. W're
voting on opportunity for inprovenent.

M5. LUONG So the tiner starts
now. One is for high, two is for noderate,
three is for low and four is for insufficient.
Ei ght een voted high, two voted for noderate.
Four, sorry.

DR. KOTTKE: Priority.

M5. BRI GGS: Gkay. So, as has
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been pointed out there are a fairly high
nunber of patients who received in particular
el ective procedures that are deened actually
I nappropriate fromone of the studies quoted
by the authors that the nmeasure one in eight
el ective procedures is actually an

I nappropriate procedure.

And there's a 1.2 percent
nortality rate associated with any PCl. So we
are exposing patients needlessly in sone cases
to the procedure if it's inappropriate.

And it's also a fairly costly
procedure. In the estimates provided in other
docunentation by ACC a cath or PClI can cost
sonewher e about $72,000 by the tinme you add in
the hospitalization conponent of it. So we
are tal king about high cost and a possible for
harm for patients. So it is a high priority
I ndi cat or.

DR KOITKE: Jeffrey, anything to
add?

MR, BURTON. No, conpletely agree.
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DR, KOTTKE: Any discussion? Liz?

M5. DELONG  According to the data
that you collected did you see a difference
bet ween the i nappropriate nortality rate and
the appropriate nortality rate?

DR. NALLAMOTHU: So, that's a
little bit different. Again, those are people
who coul d even be napped.

But | do want to enphasize that
poi nt about why this is so critical. And
using the traditional neasures of nortality is
pr obabl y i nadequat e.

So, when we've in the past | ooked
wi thin NCDR and we've just napped based on
appropriate indeterm nate or appropriate. So
all these people could be mapped. And then we
just correlated it with sinple kind of in-
hospital outcones, typical ones. There's
actually very little correlation.

And the way that we interpret that
Is, and the clinicians here, | nean it would

be alnost intuitive is that it actually turns
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out that it's pretty safe to put in a stent in
sonmeone who doesn't need one.

And there's two aspects of care
that are being assessed here. And that's why,
you know, again, |I'mkind of curious to see
how this discussion flows. But | really do
think that this is such an inportant first
step. Because otherwise it's inpossible to
assess this other side of it.

DR. KOTTKE: Maybe | can call the
question. | think we all believe that putting
a patient at any risk whatsoever for no
justifiable reason is wong. So let's vote.

(Laught er)

M5. LUONG Voting starts now.

One is for high, two is for noderate, three is
for low and four is for insufficient.

If we all can just point your fob
back to ne and vote for your nunber. Yes,

t hank you. N neteen voted high and three
voted for noderate.

DR. KOTTKE: Scientific
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acceptability specifications.

M5. BRI GGS: Gkay, so as
mentioned this is a conponent or a conposite
measure. So the nunerator statenent has to do
with having all of these criteria in order to
be mappable. So there has to be a priority
rating, there has to be presence of the
docunentation of the severity of angina, use
of anti-anginal agents, the presence and
results of non-invasive stress testing or the
fractional flow reserve or |VUS therapy, or
estimation. And the significance of the
angi ographic findings as well. So that's the
nunmerator statenent. And if there's a no on
any of those then they're not net in terns of
havi ng adequat e docunentati on.

The denom nator is all patients
age 18 and ol der for whom PCl was perforned.
There are no exclusions. And in terns of the
acceptability for that | think it's
reasonabl e.

DR. KOTTKE: Jeffrey, any
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comment s?

MR. BURTON: No commrents.

DR. KOITKE: Any di scussion?
Seeing no discussion let's vote. Oh, |I'm

sorry. Reliability testing.

M5. BRIGGS: So, in ternms of
reliability the testing done was signal-to-
noise. And with greater than or equal to 80
percent or 0.80 being very good the authors
i ndicated that it was noderate across all
centers and it was very good in centers that
were nore high-volune centers. So there's at
| east noderate reliability across all centers
reporting. And there were over 1,100 centers
i nvol ved in the data set.

DR KOITKE: Jeffrey, any
addi ti onal coment ?

MR. BURTON: | just had one
qguesti on about the m ni mum nunber of cases in
a hospital. Was it 10 cases that was used as
a mnimumto include a hospital in the

testing? O is that -- that seens low to ne.
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DR NALLAMOTHU: | think your

point's well taken. It is |ow when we set the
standard. Mbost hospitals were nuch higher
t han that.

The issue with CathPCl is that
there is at tinmes these hospitals that report
kind of in and out. And | have to double-
check on this. | apologize, but |I'mnot sure
If it was greater than 10 per quarter as well.
Because this reliability testing was done
across that. So | think that was the
criteria.

But we shoul d know and we shoul d
doubl e-check. [|'mnot sure if Lara or anyone
el se can check

DR. KOTTKE: Any further conmment?
Seeing no action, let's vote.

M5. LUONG The voting starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

For reliability 7 voted high and

15 vot ed noder at e.
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DR. KOTTKE: Validity.

M5. BRIGGS: Gkay, in terns of
validity there -- the indicators thensel ves
align very well wth the data set. So you can
actually map across the different indicators
t hat have been used as part of the conposite.
So that part was very high.

As | nentioned there were a | arge
nunber of sites involved in the testing for
validity. There were in 2011 1,146 sites and
in 2012 the data they presented was from1, 178
sites. So, there's a great deal of patients
I nvol ved.

In ternms of potential threats to
the validity there is a degree of threat in
the sense that there was the all-or-nothing
failure to neet the neasure has to do a | ot
Wth mssing data related to the stress
testing. And in sone cases it was al nost 40
percent of stress test data m ssing.

And part of the criteria there if

you go back to the actual PCl registry itself
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and | ook at the data entry points, it can be
a stress test or IVUS report fromup to six
nmont hs bef ore.

So, there's maybe sone nechani stic
ki nds of problens wth entering that data.
Again, the cath-ing interventionalist may well
have that data in his head, but if it's not
entered into the PCl registry, if the data
never gets there fromwhatever center did the
particular stress test then it's recorded as
not met and not docunented. So it's then not
meeting the criteria. And so sonething
probably needs to be | ooked at to address that
particul ar issue.

DR KOITKE: Jeffrey?

MR, BURTON: No comment here.

DR. KOTTKE: Anybody el se?
Comrent s? Seeing no -- oh.

DR WNKLER: | have a question
And maybe it's just |I'm m ssing sonething.

This to nme seens nore than just

docunent ati on. So, | want to be sure
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under stand what the nmeasure result is.

Li nda, you said that in 2011 the
mean result of unmappable patients was 42
percent. So, you know, the performance on the
measure was 58 percent.

But we've got 40 percent of people
that are unmappable. And are they unmappabl e
just because they didn't docunent? O it's
possi bl e that they're unmappabl e because they
don't neet the criteria, the appropriateness
criteria. | nean, is it purely docunentation,
or are you capturing both together? Those
that are inappropriate as well as those that
are sloppy in their docunentation. |Is this
pi cking up both of those?

DR NALLAMOTHU:. The best way |
can kind of point this out is so the --
probably the nost well known paper associ ated
wth this is a paper by a good friend of m ne,
Paul Chan and his col |l eagues in JAVA. And |
think it was around 2010 or so.

But I'mjust going to read from
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here the figure. So when PCls are excluded it
turns out that that's -- out of this there
were 600,000 PCls that were done. One hundred
t housand of them had to be excluded because
they couldn't be mapped to the AUC.

About 50, 000 of those were non-
acutes with no prior stress test. And of
t hose because of that about half of those were
unable to be matched to the appropriate use
criteria specifically because they didn't have
a prior stress test.

About 40,000 of them had a prior
stress test docunented but there was no
i schem a risk specified, making it difficult
to assess what the actual value of the
procedure was.

So, you know, a lot of this is
tied to the stress test, no question about it.
That's the docunentation that's probably the
nost challenging and difficult to overcone
her e.

But | think it is interesting
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because the -- it gets at kind of what you're
menti oni ng, whether again, wthout that
information it's just very difficult to use

t he AUC.

So, there woul d be about 10, 000
left where it was because of other reasons,
ei ther other mssing data elenents or the fact
that it was one of these -- you know, | nean
t hey | ooked at about 200 scenarios and | guess
there are other scenarios besides those 200.
But for the nost part they're of snal
proportion.

DR, WNKLER: And the reason
raise it 1s because the word "docunentati on”
Is going to raise a red flag for certain
st akehol ders who feel that docunentation
neasures are pretty mnimal if you wll. You
know, did you docunent synptons. Did you
docunent this or docunent that. And | wonder
if that inthe title is naybe m sl eadi ng, that
there's nore to this neasure than sinply

docunentation, that actually we've got a | ot
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nore appropriateness built into this neasure
t han whet her they check the box or not? And
that's -- I'"'mjust wondering if this is going
to get perceived with that in the title as is
It just another docunentation neasure as
opposed to sonething quite a bit nore robust.

DR RUGE ERO The question | had
Is if you don't have an objective study naybe
percent lesion as witten in a chart would be
a docunented -- not necessarily a docunented
failure given the story. So, | think your
point is well taken.

DR KOITKE: Leslie?

DR CHO | think it's a very,
very inportant neasure for many reasons. |
t hi nk, nunber one, it's the anount of PCls
done in this country without really
appropri at eness.

And | think that NQF, one of the
roles of NQF is really to guide clinicians
into appropriate criteria. WMre than just did

you get an aspirin, did you not get an
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aspirin, did you get a statin or not.

But | think the m ssing data
conponent is appropriateness criteria cane out
in 2009. And it's been a noving target. And
many of the hospitals are just figuring out
how to put these things into a database. And
that's why there's sonme m ssing vari abl es.

For exanmple, FFR is not included
in the 2009 appropriateness criteria. And so
I don't think this neasure is dimnished
because of the m ssing variables.

DR KOITKE: Judd?

DR HOLLANDER: Trying to be
forward-1ooking on this there's another set of
appropriateness criteria that's com ng out now
for lowrisk chest pain, and coronary CTA is
promnent in that. |t doesn't show up as even
sonething that's being coll ected here.

And al t hough one could argue if
you have an 80 or 90 percent |esion should you
go to cath next it's certainly happening. And

so | would urge you to at | east collect that
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data and record that as well because it's
getting nore comonly used these days.

DR. NALLAMOTHU: The only thing
woul d say to that is that | think that these
are all people who ultimately are going to
have a PCl and they have an angi ographic, you
know, it's an invasive angi ographi c as opposed
to a coronary CTA

And | think the question is really
you shoul d probably still get a functional
assessnent in sonebody who. You know, because
you' re absolutely right.

| think, you know, if you're
t hi nki ng about a docunentation neasure of
whet her they should even get a diagnostic cath
coronary CTA should be right up there with a
stress test. Does that nake sense?

DR HOLLANDER: Well taken. Once
you have the diagnostic cath you go by that.

DR GEORGE: | would just add that
| think oftentinmes the docunentation of

appropriate use is so inportant. Wthout it
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you're not able to devel op appropriate outcone
nmeasur es.

DR. KOTTKE: Further discussion or
are we ready to vote? Looks |ike we're ready
to vote on validity.

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

Si x voted for high, 14 voted for
noderate, 1 voted for |low and 1 voted for
I nsufficient.

DR KOITKE: Feasibility.

M5. BRIGGS: So, this is a new
nmeasure so it has not been used by itself at
this point in tine. There is another NCDR
I ndicator, the 30-day nortality that's being
tested apparently presently. And so it was
felt that that would be a good surrogate for
the testing, for this related to the PCl data
registry.

| think given that it is the PC

registry and that we're using that for a
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nunber of other indicators that it is a
f easi bl e study.

DR KOITKE: Jeffrey?

MR, BURTON: Not hi ng nmuch ot her
than the fact that it's the CathPCl registry
again. You know, we have a large majority of
hospitals participating but sone that do not
whi ch woul d gi ve them access to the data. But
that's been nentioned before.

DR KOITKE: Henry?

DR. TING Yes, so |I've reserved
my comments for the feasibility section, not
the reliability and validity section.

But just for nme to understand
this, Brahmajee and Jensen. This is about
I nprovi ng docunentation of these criteria so
you can nmap nore procedures to appropriate,

I nappropriate, or indetermnate. It's not
really actually a neasure of how nmany
procedures that we're doing are actually
appropriate, it's just mappi ng the ones that

we can't map right now to appropri ateness.
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And the reason | ask that is it's
almost -- | don't knowif this is the first
time NQF is evaluating a neasure like this for
quality and performance. Because appropriate
use criteria are based al nost on opi nions of
16 to 20 experts in a room 180 clinical
scenari os using a RAND nodi fied Del ph
t echni que where you vote and you don't even
di scuss the case. So it's very nuch expert
consensus.

And you wonder why any payer woul d
actually pay for a procedure where there's no
I ndication of why it was done, you know, be it
a CT scan or a PCl. And whether this is an
NQF performance or quality neasure as opposed
to why are we paying for this if there's no
docunentation that the person needed a
pr ocedur e.

Whi ch gets back to Tom s
statenent. You know, if you don't need a
procedure you shouldn't be exposed to any

risk. So, |I'mjust asking that question under
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feasibility how does that fit wthin the NQF

measur es.

DR HOLLANDER: | was follow ng up
on comments from before, say, that maybe this
isn't about docunentation. Mybe this is
about the ability to determ ne
appropri ateness. Right? Because that's what
it's all about.

And then | would say that that
probably does fall wthin NQF if the title is
changed to refl ect that.

DR WNKLER: In terns of NQF we
woul d be totally delighted to have neasures of
appropri at eness.

| agree that we may have to flex a
little bit of the criteria because it isn't
the traditional structure-process-outcone sort
of thing. And you're right on expert
consensus.

Under the current thing if you
wer e tal king about evidence this would be one

of the very best reasons for an exception.
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But we probably -- if indeed hopefully this is

t he beginning of a new type of neasure. W'l
have to adjust the criteria to account for it.
But by no neans -- our
st akehol ders woul d be delighted to have an
appropriate use criteria neasure. No doubt

about it.

DR. TING Again, I'mnot trying
to devel op a new neasure, but why wasn't
sonething just |ike percent of procedures that
are deened appropriate the neasure? As
opposed to trying to get the ones that are
unmappabl e, Brahnmj ee.

DR NALLAMOTHU. Well, | would say
that ultimately | think that that's an
I nportant kind of goal to shoot for.

But when you have one-third of the
PCls and sonetines at sone centers 100 percent
of the PCls unmappable | think it really -- it
sets a disincentive for being able to -- |
mean the easiest way to neet criteria is just

don't say it.
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And | think what's nore

I nteresting, and maybe |I'm m sunder st andi ng,
but I do think what | hear about what you're
saying is is this even a quality neasure or is
this just |like a standard for getting paid.
And that's a broader question.

| do think it is within the purvey
of the NQF, but that's a personal opinion.

DR TING So for -- and just,
again, | don't want to sort of say anynore.
It's ny | ast comment.

New York State, for exanple, if a
procedure is not deened -- if it's
I nappropriate and SNAP as such it's actually
not reinbursed if you' re Medicaid in New York
State. | nean that's already been a payer
deci sion state | evel.

M5. SLATTERY: So we're talking to
New York State about that and the appropriate
application of our appropriate use criteria or
potential inappropriate.

| do think that that's an
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I nportant distinction though. The appropriate

use criteria do not function like traditional
performance neasures. And one of the

di scussi ons that happened earlier with our
first nmeasure was what's the target. And when
it's a performance neasure we know and t hink
it's fairly reasonable usually that they can
get to 100 percent. That is not the case with
the appropriate use criteria.

More to the point, if we were to
even attenpt to put forward any type of
performance neasures with a target around
appropri ateness we woul d need to understand
and have nore conplete reporting going on with
patients to say well, what really is the
target that we think we could reasonably nove
the hospital s towards.

Whi ch neans better docunentation,
ergo why we're putting this nmeasure forward.
Because we need better docunentation fromthe
hospitals. Just reporting out appropriate use

criteria is not sufficient to get them noving.
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DR NALLAMOTHU:. And just to build

on what Lara said is imagine if we cane to you
-- we do have a neasure that's like that. But
imagine if we cane to this group with that
neasure and we said oh yes, by the way, about
one-third of themwe can't even tell. | nean,
that would definitely be an unconfortable

di scussion. So | think that this is that
first step.

DR KOITKE: Ready to vote on
feasibility?

DR AL-KHATIB: | just wanted to
add one quick comment, that | conpletely agree
and | conpletely see this as part of the
quality inprovenent initiative here.

Because even if it's just
docunentation you're getting the healthcare
providers to think about these things. And to
guestion do | have an indication here. So |
certainly see it fitting into the quality
I nprovenent initiative.

DR. KOTTKE: You coul d defi ne
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docunentation as part of the process. | nean,
it's |like washi ng your hands before you cut
sonebody open. It's a process.

Ckay, ready to vote on
feasibility.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Thirteen voted high and nine voted noderate.

DR KOITKE: Usability and use.

M5. BRIGGS: | think | actually
al ready reported on this under the
feasibility, but this is not currently being
used. They're piloting a surrogate of 30-day
risk for readm ssion. And there's no public
reporting of this currently.

The docunentation piece | think is
again useful information. Again, it's
probably a good first step to getting to the
actual appropriate use.

DR. KOTTKE: Jeffrey, any comrent?

VR. BURTON: No comments here.
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DR. KOTTKE: D scussion? Any

di scussion? Seeing no notion, let's vote.

M5. LUONG Voting starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient
I nformati on.

The usability criteria has 13 for
hi gh, 8 for noderate and 1 for insufficient
I nformati on.

DR. KOTTKE: Final vote, overal
suitability.

M5. LUONG The tinmer is now. One
IS yes, two IS no.

Twent y- one voted yes, one voted
no.

DR KOITKE: So you're batting
500. You could play for the Angels.

(Laught er)

DR NALLAMOTHU: Thank you.

DR, CGEORGE: Next we are noving
onto nmeasure 2459 in-hospital risk-adjusted

rate of bl eeding events.
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M5. TIGHE: Do we have anyone from

ACC joining us for this neasure?

DR MASSOQUDI: Ckay, | know we're
behi nd schedule so I'lIl give you like three
sent ences.

But this is a measure that uses
again the CathPCl data registry to report
ri sk-adjusted rates of periprocedural bl eeding
after PCl using a validated nodel that's been
publ i shed in JACC I nterventions by Rao and
col | eagues.

This is unlike the previous
nmeasures we've been discussing which are
process neasures and in the |ast case sort of
an appropri ateness neasure, this is an
out cones neasure. Again, using a validated

ri sk-standardi zed nodel

And that's all I'll say unless
there's -- okay.
DR. AL-KHATIB: | guess I'll delve

into it. So, as was stated unlike all the

ot her measures that we've discussed today this
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IS an outcone neasure. |'ll get to the
evi dence here.

The devel oper provi ded evi dence,
or at least results fromseveral |arge studies
to nmake the case that there are processes of
care that can influence the outcone. So, they
nmenti oned a study that was published by the
group at the Mayo Cinic that determ ned that
there were certain factors related to the
sheath size, intensity, duration of
anti coagul ation wth heparin and procedure
time that are independent predictors of
conplications. Tal king about several other
studies as well highlighting really several
factors that are linked with increased risk of
bl eeding. And certain things that we
certainly could do to try to minimze the risk
of bleeding. Based on that | think the | evel
of evidence is high.

DR WNKLER: Just to rem nd
everybody that what we're expecting for

evi dence for outcone neasures is not the sane
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as for process neasures. And sinply are there
things can we do to influence the outcone.
It's a straight yes or no on the evidence.

DR GEORGE: Any discussion on the
evi dence? We'I|l nove to a vote then.

M5. LUONG The timer starts now.
One is yes, two is no.

We have 100 percent 21.

DR AL-KHATIB: So noving onto the
opportunity for inprovenent. They did a study
within the CathPCl registry and they certainly
denonstrated a gap in care. The risk of
bl eedi ng, at | east the nmean risk of bleeding
was 5.5 to 5.6 percent. That nay not seem
that all inpressive. It is significant to ne.

Al t hough | don't expect that risk
to be zero we really have to strive to be as
close to less than 1 percent as possible.

The concern there though is the
variation in the risk of bleeding where they
clearly said that the distribution of

hospitals show that there are sone sites wth
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excel |l ent performance and other sites wth
rates of bleeding that were 80 percent or
greater than expected risk of bleeding. So
with this information in mnd | think that
there is certainly a significant gap in care
and a trenendous opportunity for inprovenent.
Wth regard to the disparities
guestion al so the devel oper highlighted that
there were sone statistically significant
di fferences by gender, race, insurance status,
but that the absolute rates after patient-
| evel adjustnent were clinically marginal
except for gender which is a strong risk
factor for bleeding. So hopefully this could
be reported at | east by gender as a
per f ormance neasure.
DR GEORGE: Any comments?
Per f ormance gap. Hearing none we'll nove --
DR. JAMES. And this is nore of a
guestion. Because | think of this as being
anal ogous to the CLABSI and the CAUTI types of

things. Do we have standards that would
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preclude -- that would hel p push us down to a
zero rate of bl eeding?

DR AL-KHATIB: That's what we
di scussed under evidence in terns of |ike are
there any processes of care that can help us
| oner that risk

And as | said they actually cited
a lot of papers where several risk factors
have been identified that you could base --
know ng about those risk factors you could be
extra cautious, extra careful. Tal king about
| i ke personalized nedicine and what have you.

Maybe even questi on whet her that
patient -- what kind of anticoagul ation you
need to give them things like that to try to
go for the nmedications that are associated
wth the | owest risk of bleeding and things
like that. So certainly there are things that
can be done to | ower the risk.

"' m not aware of a checklist.

DR MASSOQUDI : Maybe not a

checklist but there are tests of approaches
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underway where one coul d personalize the use
of bl eedi ng avoi dance strategies |ike the use
of bivalirudin closure devices and radi al
access based on a patient's individualized

bl eeding risk. So there are sort of
approaches in place where that could be
integrated into care. That's obviously not
the goal of this nmeasure here but that's been
tested and perforned. And published, yes.

DR GEORGE: Any other comments on
the disparities and gaps in care? |If not
we'll nove to a vote.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Ni net een voted high, two voted
noder at e.

DR. AL- KHATI B: Moving onto
priority. Yes, | believe this addresses a
significant health problem As | nentioned
when | tal ked about the initial measure

related to PCl, you know, CAD is a very
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preval ent condition. PCl is very comonly
done associated wth high costs. And I
believe that this neasure fulfills the
priority criterion.

DR GEORGE: Any discussion on
priority? If not we'll nove to a vote.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Sevent een voted high and three
vot ed noder at e.

DR. AL- KHATI B: Ckay, so noving
onto scientific acceptability specifications.
So the nunerator is all patients 18 years of
age and ol der undergoi ng PCl and devel opi ng
post - PCl bl eedi ng.

The definition of bleeding was
very specifically provided, bleeding event
within 72 hours. And all definitions use a
greater than or equal to 3 grans per deciliter
drop i n henogl obin or transfusions, or an

intervention to stop the bl eeding, or
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henorrhagi c stroke, or tanponade, or post-PCl
t ransf usi on.

And then the excl usions were NCDR
registry patients who did not have a PCl
obviously. And patients who died on the sane
day of the procedure. Patients who had CABG
during the adm ssion. Patients with pre-
procedure henogl obin of |ess than 8.

And the denom nator were all
patients 18 years of age and ol der under goi ng
PCl. And as was described by Fred this also
uses the Cat hPCl registry.

| personally think that the
construct of the neasure is very reasonable.
This definition of major bleeding is very nuch
inline wwth the accepted definitions in the
field. | personally don't have any concerns
about the specifications, definitions, or
codi ng.

DR, CGEORGE: Leslie?

DR CHO As a practicing

I nterventionalist one of ny pet peeves is this

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 272

bl eeding criteria. And | just want to, you
know.

And ny nunber one thing is that
this excludes bypass patients, but it doesn't
excl ude patients who have had, you know, for
exanpl e, go onto have TAVR (Go onto have
structural, you know, balloon val vul opl asty
and things like that.

Because the criteria, | go through
this with my NCDR registry nurses all the
time. So if | do a PCl and then two days
| ater they go for a balloon val vul opl asty |
get dinged on ny PCl. O, if they go for a
per manent pacemaker | get dinged on ny PCl.

So, there's all these sort of
scenarios in which | think it's not a trivial
anount of patients only because as we' re doi ng
nore and nore val vul opl asti es on ol der and
ol der patients | think this exclusion criteria
-- bypass is good, but |I think we need to
t hi nk about other ones too.

DR GEORGE: Any comments, Fred?

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 273
DR. MASSQOUDI : Yes, | nean, | hear

what you're saying. And we're doing nore and
nore TAVRs as well. And I'msure that it wll
di sproportionately influence centers that are
doi ng those sorts of things.

| think that that's good feedback
and certainly sonething that could be
accommodated in future iterations of the
bl eedi ng nodel .

DR CHO | think if you're doing
PCl and then you're going onto have ot her
procedures | think that there should be sone
anount of |eeway for that.

Especially centers |ike ours at
the Ceveland dinic, or Mayo, or Duke, or
wherever. | nean | think those are big
I ssues.

M5. SLATTERY: So, we woul d agree
and that is noted for our version update. It
necessitates us updating the data set which we
don't do without a I ot of pain and

trepi dation.
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Specifically wth TAVR | nean

that's one of the chall enges al so when you
have a rapidly adopted procedure. How can our
regi stries keep pace and also while we're

evol ving appropriate use criteria and a whol e
| ot of other things going on.

The other rem nder. W do intend
this for public reporting. It is a voluntary
public reporting program So for -- that may
still be isolated to specific sites. And so
there's the chance that they wll choose not
to voluntarily report that data.

We don't intend that to be a
judgnment on a hospital. That doesn't nean
that we are ignorant to the perception of if
a hospital chooses not to it's then left to
themto explain why they chose not to which
can include their programis at a different
pl ace with where the neasure is able to
reflect the care they're providing.

DR CHO | nean, | think it's

i nportant for the nmeasure to be accurate only
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because i nsurance conpanies |ike Anthem are
now going to start their paynent based on the
bl eeding criteria.

And centers, big centers |like ours
and other centers across the country will be
di nged because we do these high-risk
procedures and we do conbi ne, piggyback on
each other. So | think it is inportant.

DR. MASSQUDI : Point well taken.
Thank you. A risk adjustnment for a |ot of the
characteristics maght underlie that. So that
may account for sonme of the variability.

However, at the end of the day the
point is well taken that there are procedures
i ke, you know, again an excl usion for bypass
surgery is done specifically because the
bl eedi ng definition includes bl ood
transfusions. So the point, as | said, point
Is well taken

DR HOLLANDER: | had a process
guestion. |Is this a conposite outcone since

it's a bunch of bleeding fromdifferent
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sources? O is bleeding one thing? And so |
rai se that.

And the reason | raise that is
there's one thing -- and the interventionali st
can tell me if |I'"mthinking about this wong.
Li ke tanponade being in there | think of as a
nore nechani cal problemthan a spont aneous
bl eedi ng problem |Is that wong?

DR AL-KHATIB: Related to the
procedure. | nean, so this is bleeding that's
related to the procedure. So that's why
they' ve nostly thought about the major
bl eedi ng conplications that could be related
to the procedure.

DR GECRGE: And | don't think
this was intended as a conposite.

DR. MASSOQUDI: | nean, that's
really a technical question that |'d bounce
back to the NQ. | nean, ultimately it's one
out cone.

DR W NKLER: Qur nost recent

conposite report tal ks about a type of neasure
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that's a version of the all-or-none which is
any-or-none which we often see with
conplicati ons.

And so it's a bit of a change and
really it's a matter of how do you tag these
nmeasures. A neasure is a neasure, whether you
call it a conposite or not. So it does have
characteristics of it.

ACC woul d prefer not to call it a
conposite. W allowthemto say no, it's an
outcone nmeasure. Fine. So, it's alittle
fuzzy.

DR. VIDOVICH | just had a
guestion since we tal ked about the bl eedi ng.
There's a variety of bl eedi ng avoi dance
strategies, you know, and there's access-
rel at ed bl eedi ng and non-access rel ated
bl eedi ng.

Wuld it be helpful if you naybe
differentiated between those two in this
measure? Because radial access nay inpact the

access-rel ated whereas use of bivalirudin may
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I npact non-access site bleeding. Wuld that
be hel pful in reporting and then outcones?

DR MASSOUDI: Yes. | nean, it
gets to the point of sort of feasibility. You
know, trying to identify what one person m ght
consi der procedural related bl eedi ng versus
non- procedural related bleeding. And so the
definition is intended to try and identify
wth the best sensitivity and specificity
possi bl e, acknow edgi ng that there wll always
be alittle msclassification in anything that
you do, bleeding that's related to the
procedure in one way or other.

DR VIDOVICH And this wll be
I n-hospital bleeding, correct?

DR. MASSOUDI: That's correct,
yes.

DR AL-KHATIB: So, we're not
voting yet. Let ne talk about reliability
testing.

| thought the reliability testing

was excel |l ent because they perforned the
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testing at the |l evel of the neasure score as
well as the data elenment. And they really
provided a | ot of details about how they did
that. And | have no concerns about the

nmet hodol ogy that they used.

They al so rem nded us of all the
guality assurance initiatives that they have
within the NCDR program And so as | said
overall | had no concerns about the testing.

G ven that the testing was done at
the data el enents | evel and the measure score
level | would rate this as high.

DR GEORGE: Any discussion on
reliability? Al right, we'll vote on
reliability.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Fifteen voted high and seven voted
noder at e.

DR, CGEORGE: W'l nove onto

validity.
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DR AL-KHATIB: So conpared with

the first nmeasure that | presented |I think the
devel oper did a better job with the validity
here because they actually did sone testing.
They tal ked about again the audit of the data
and showed how the data el enents are valid.

They tal ked about face validity
and described it as content validity of this
process. And they really provided a | ot of
detail on how they did that. | felt that they
provi ded a very good argunent for the fact
that their data and the data elenments are
valid. The testing was pretty reasonabl e and
convincing to ne. (Going through all of this
here, making sure that | didn't see any
concerns. And | actually had no concerns at
all about the validity and | rated it high.

DR GEORGE: Any discussions on
the validity? If not we'll nove to a vote.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow

and four for insufficient.
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Sevent een voted high and five
vot ed noder at e.

DR AL-KHATIB: Moving onto
feasibility. | think we've discussed this now
several tines wth regard to using the
CathPCl. | think it's pretty feasible and |
have no concerns about feasibility.

DR GECRGE: Any comments on
feasibility? |If not we'll nove to a vote.

M5. LUONG The tiner starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

Ni net een voted high and three
vot ed noder at e.

DR AL-KHATIB: And | ast but not
| east is usability. So in ternms of current
use of the neasure it's not publicly reported.
| think that's what's planned.

It is being used within a program
called the Blue D stinction Centers for
Cardiac Care. Again, the sponsor is Blue

Cross Bl ue Shi el d.
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And ACC again nentioned their

programthat they started in July of 2013
where they gave hospitals the opportunity to
voluntarily report on sonme neasures.

And al t hough this was not the
particul ar neasure that they used they said
that they intend to incorporate this neasure
in their voluntary program

In ternms of unintended
consequences the devel oper nentioned the nost
vul nerabl e aspect of this neasure pertains to
physi cian transparency and wllingness to
report and record adverse events.

The one thing that | would add is
the potential for physicians to avoid doing
PCl procedures on high-risk patients. W did
tal k about risk adjustnment. And although that
should alleviate that issue |I'mnot sure that
it would take care of it conpletely. But |
don't see this as a nmmjor issue.

DR, CGEORGE: Discussion on

usability?
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DR TING So, quick question

This is at the hospital level and not at the
clinician level. So there's probably -- vis-
a-vis our first conversation there's probably
differences within facilities for individual
operators. But this is a valid neasure and a
feasi bl e neasure just for the hospital neasure
t hough.

DR, CGEORGE: O her comments?
Judd, did you have a comment? Any ot her
comments? Al right, we'll nove to a vote on
usability.

M5. LUONG The tinmer starts now.
One for high, two for noderate, three for |ow
and four for insufficient informtion.

Si xteen voted high, five voted
noder at e.

DR, CGEORGE: Al right. W wll
nove to a vote on overall acceptance of this
nmeasur e.

M5. LUONG The tinmer starts now.

One is for yes and two is for no.
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One hundred percent voted yes, 22.

DR KOITKE: Ready for 0133?

DR. MASSOUDI: 0133 is the in-
hospital risk-adjusted nortality rate in
patients undergoing PCl. This is our ol dest
-- the NCDR s ol dest risk-adjusted outcones
nmeasure. |It's actually been endorsed in two
previous cycles so this is the second renewal .
Yes, it's an alum of the process.

This neasure includes all -- is
intended to include all adult patients, i.e.,
ol der than 18. And applies a wi dely vali dated
and repetitively validated risk adjustnent
nodel to assess in-hospital nortality in all
COMEers.

The distinction between this
parent hetically and the upcom ng neasures
whi ch assess 30-day nortality is that 30-day
nortality is restricted to those patients for
whom clains data for nortality are assessabl e.
So this nmeasure can be cal cul ated irrespective

of the availability of subsequent clains data.
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DR KOITKE: Ceorge.

DR. PHI LI PPIDES: So, this neasure
basically allows for benchmarki ng agai nst
nati onal aggregates and agai nst ot her
hospitals wwth simlar PCl volunes as your own
hospi tal .

And it's basically an effort to
anal yze best practices and dissem nate themto
try to i nprove practice.

As Fred nentioned this is derived
fromthe very | arge and robust Cat hPCl
registry using a big popul ation | ooking at
many vari ables and after regression sort of
paring themdown to | think the eight
vari abl es that have sort of the nopst inpact on
risk of nortality.

This is an outcone neasure. And
the devel opers did a very nice job of |inking
different activities and processes of care to
this overall outcone.

And the bottomline here is that

by under standi ng personalized risk of the
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patient it allows for personalized care and
I nprovenent in the care of that individual
patient.

So, with regards to evidence |
thought 1t was pretty strong and no probl ens
wi th that.

DR KOTTKE: Mary, any coment
additional? Any -- we lost W. W have a
pi nch-hitter here.

M5. MTCHELL: | have a process
guestion. So if this is the third tine that
this nmeasure has gone and been presented to
NQF is there any particul ar reason why we need
to go through every single segnent? Was ny
point. And voting on it.

DR WNKLER: Sinply because
that's just a standard nmai ntenance procedure
and we don't really want to treat different
measures differently.

You're right, the good neasures,
you know, conti nue.

DR PH LIPPIDES: 1'll use that as
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an excuse to go really fast.

DR KOTTKE: Right.

(Laught er)

DR PHI LI PPIDES: Thank you for
t hat .

DR KOITKE: Can we finish this by
5, GCeorge.

DR PH LIPPIDES: Let's vote.

DR KOITKE: So we're up for a
vote on evidence.

M5. LUONG So the tiner starts
now. One is for yes and two is for no.

| think we're mssing -- we're
mssing a few |If you can just keep pushing
real quick. Thank you.

One hundred percent which is 21
vot ed yes.

DR. KOTTKE: QOpportunity for
I nprovenent .

DR PH LIPPIDES: So the
devel opers anal yzed a huge dat abase from 2011-

2012 with about 1 mllion patients. And they
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found a performance gap, 10th percentile
performance 0.7 risk-adjusted nortality. And
the 90th percentile was up at 2.7 percent. So
| think they correctly identified a roomfor

I nprovenent and opportunity there. So we

t hought that that was pretty strong.

In regards to disparities there
were sone statistically significant
disparities in regards to race and gender and
ot her popul ations. But when it was risk-
adj ust ed those becane very, very small

The only thing that did seemto
come out and was a little bit nore robust --

I think you nentioned this too -- were private
I nsurers and suburban hospitals versus urban
hospit al s.

In regards to gender and race the
di fferences were very small when ri sk-
adjusted. So again there was no conpelling
reason to think about stratifying anything and
the disparities shouldn't really get in the

way here. So that was okay.
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DR KOITKE: WMary?

DR WNKLER: Just a point to the
devel opers. Since this neasure has been in
use for such along tinme it would be really
Interesting to know however far back you have
data to see trend over, what, the | ast decade?
| nmean, is it really sonething that everyone
should really feel good about, that
significant inprovenents in PCl nortality have
really inproved over the decade?

It's a great story to tell if
we've got a nice downward trend. So, for a
| ongstanding nmeasure like this it's really
nice to have if it's avail able.

DR, KOTTKE: |Is there a coment
down there? A couple of comments down there?

M5. DELONG Yes, | want to second

that. | think that's inportant for nost of
these neasures. |If there is a trend that we
can see it will be helpful to track its

utility over tine.

DR. KOTTKE: Were are we? Tine

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 290

to vote for opportunity for inprovenent.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

El even voted hi gh, eight voted
noderate and two voted | ow.

DR PHI LI PPIDES: Ckay, in regards
to priority. And ny being brief, CAD, M, PC
- high priority.

(Laught er)

DR KOITKE: Sounds good.

DR. PHI LI PPI DES: Any questions?

DR, KOTTKE: Mary says not hi ng.
Anybody feel the urge to do anything but vote?
So let's vote.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

DR KOITKE: | think you forgot to
menti on death, Ceorge.

DR PHI LI PPIDES: Say again?

DR KOITKE: You forgot to nention
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deat h.

M5. LUONG Twenty voted high and
one voted | ow.

DR. KOTTKE: Acceptability.

DR PH LIPPIDES: Should | do
specifications? The specifications are pretty
clear. The nunerator statenment was, as
nmenti oned, patients 18 or older wwth a PCl
procedure who expired. Denom nator are
patients 18 years of age or older wth a PCl
procedure perforned during that adm ssion.

There were two excl usions. One,

i f you got cath but didn't have a PCl. So
we're | ooking at basically patients who had a
PCl. And secondly, if you were transferred to
another facility on discharge you were
excluded. And that's pretty nuch standard
fare.

In regards to reporting on the
data source and specifications | think we sort
of went over the nodel. And are we to

reliability? GCkay.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 292

So, reliability was done here at
the data el enent |evel and the neasure score
level. So testing of the perfornmance neasure
| evel was conducted wth a signal-to-noise
anal ysi s.

And it appeared overall the score
was good, 0.7 or greater. But when it was
br oken down by hi gh-vol une and | ow vol une
centers it was acceptable for the high-volune
centers but not so much for the | ower-vol une
centers. And that was sonething that | think
Mary, you brought up or sonebody did during
our discussion. So that requires perhaps Fred
addressing it.

In regards to the data el enent
testing that was conducted with a test/retest
approach. Basically anybody who was admtted
twice wthin 2012, during that period, and got
two PCl procedures were conpared to each
other. And basically -- were basically
classified. And it |ooked as though

m scl assification of data el enents was very,
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very low, |ess than 3.5 percent across the
board. So, actually pretty good.

So, | think the only thing to
really talk about in regards to reliability is
what to make of the data on the | ow vol une
centers. Any comments?

DR. KOTTKE: Anything nore, Mary?
Anybody el se have comments? Seei ng none,
let's vote on reliability and scientific
acceptability.

M5. LUONG The tiner starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

El even voted hi gh and el even voted
noder at e.

DR, KOTTKE: Validity, GCeorge.

DR PH LIPPIDES:. GCkay. No
enpiric validity testing was conducted. The
devel opers felt that none was necessary ot her
than establishing content validity because the
nodel looking at nortality is of unquestioned

I nportance and is readily assessed.
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In regards to content validity the
devel oper did describe the sane sort of nethod
that you described, Sana, where they basically
| ooked at data that was comng in and if it
didn't have -- if it wasn't conplete and al so
didn't have accurate data as assessed by
conparison to the nedical record it was given
a yellow or a red statenent.

Only if it was conplete and
accurate based on that conparison did it get
a green stanp. And they nake the point that
only sort of green-stanped data packets were
allowed into the EDW So that was their way
of | ooking over this.

| don't know nuch about the system
but it seens |like a | arge nunber of data
packets are checked that way and it's been
used for along tine. So it seened a
reasonable way to get a content validity.

But overall there were no nunbers
attached to that, no sensitivity or

specificity. And they relied |I think on face
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validity if |I'mnot m staken.

DR, KOTTKE: Mary, anything?

DR GEORGE: |'Ill just add that
the mssing data was i nputed with nean or
medi an.

DR. MASSOUDI: Yes, generally I
think that -- 1'd have to | ook back at the
nodel , but the general approach that's been
used is that for infrequently m ssing val ues
m ssing data are inputed with the nedian or
nost common val ue for categorical val ues.

Substantially mssing data are
general ly not considered candi dates. And for
I nternedi ate m ssingness nulti-variable
Inputation is typically used. Again, |I'd have
to | ook back on the specific specifications
for the individual variables involved here.
But that's the typical approach.

DR, GEORGE: | think there were
only two that had any significant m ssingness.

DR PH LIPPIDES: Yes, that's

right. It was GFR and EF. And they did a
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good job of inputing that, things that woul d

make sense clinically.

Excl usions were less than 1
percent. And they even went so far as to
derive a C statistic which was really good at
0.93. So | think all of the threats to
validity and validity testing were appropriate
for this.

DR. KOTTKE: Comments? Hearing
none, let's vote.

M5. LUONG The timer starts now.
Voti ng options include one for high, tw for
noderate, three for |low and four for
I nsufficient.

El even voted hi gh and el even voted
noder at e.

DR KOITKE: Feasibility, GCeorge.

DR. PHI LI PPI DES: So, we discussed
the feasibility of using this registry before.
O her than the fact that not all of the
el ements are always in the EMR no matter what

anyone says, and the fact that you have to pay
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a small fee to be in the registry, this is a
registry that's been used for a long tine wth
good results. And it's got a long track
record. So | think that this is feasible.

DR KOITKE: Mary? Nada? Let's
vot e.

M5. LUONG The tinmer starts now.
One is high, two is noderate, three is | ow and
four is for insufficient.

Ei ght een voted high, four for
noder at e.

DR KOITKE: Usability and use.
CGeor ge?

DR. PHI LI PPI DES: So, as nentioned
before this neasure is not being publicly
reported. It is being used as a feedback
mechani sm for hospitals wthin sonething
called the Blue D stinction program But |
guess there are plans to sort of expand that.

In regards to inprovenent over
time | heard you guys talking here. There are

sone papers showi ng that we have i nproved our
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performance over tine.

The data that was provided by the
devel oper though didn't really show that. It
| ooked like at least wwthin two cohorts, 2011
and 2012, | think it was roughly the sane as
far as performance.

Now, it could be that the patients
were sicker and that flew under the radar
screen, but we didn't see data that showed
I nprovenent over at |east that one year.

In regards to unintended
consequences there were concerns in the past
that this risk score did not do an adequate
job of assessing risk to high-risk patients.

And that mght |lead to sort of
ri sk-averse behavior on the parts of
I nterventionalists who basically say | ook,
every time | do a high-risk patient they don't
score it high enough and then | get dinged.

But | believe the registry went
back and sort of did another analysis and

added one or two other risk factors to it. I
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think getting into cardi ogeni c shock maybe, or
-- sonething el se mght have been added | ater.
And now it appears that this is valid at | ow
risk and high risk when | ooked at. Do | have
that right?

M5. SLATTERY: W did do an
exploratory analysis to validate whether that
perception was correct or not, breaking it out
into different risk groups.

Actual ly, what we found at the end
was the nodel actually held up fairly well for
the in-hospital one. You may be thinking
about the pair of nodels that are about to
cone up that are harnonized with this neasure
interns of breaking it out by shock and
car di ogeni ¢ shock.

DR PHI LI PPI DES: Ckay.

DR. MASSOUDI : But the variables
t hensel ves haven't changed. There's actually
pretty strong evidence that the nodel perforns
well at all, you know, across the spectrum of

risk.
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DR. PHI LI PPIDES: ay. So no

I ssues there.

DR. KOTTKE: Any discussion? |
nmean, we all know that our patients are sicker
t han everybody el se's.

DR PHI LIPPIDES: The ones that we
I nt ervene on.

DR KOITKE: Yes. Let's vote on
usability and use.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient
I nformati on.

Ni net een voted high and three for
noder at e.

DR. KOTTKE: Let's vote on the
overal l.

M5. LUONG The timer starts now.
One for yes and two for no.

Can we just re-press your votes
again? There you go. One hundred percent

consensus, 22.
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DR. KOTTKE: Thank you, George.

DR GEORGE: Mving onto the next
to the | ast neasure of the day, 0535.

DR. MASSOUDI : Just very quickly.
First of all, I think nmy patients are sicker
than yours, Dr. Kottke, but | could be wong.

So, these last two neasures are
i ntended to be used as a pair. | know they'l]|
be di scussed separately but it's an inportant
I ssue to keep in context.

And these are 30-day all-cause
ri sk-adjusted nortality followng PCl in two
di stinct groups of patients. The first being
patients -- the first one is going to be 0535
which is patients wthout STEM or cardi ogenic
shock and 0536 is those patients wwth STEM or
car di ogeni ¢ shock.

A few inportant distinctions with
the previous neasure that was just discussed
to highlight. One of which is that the
pati ents who die and are accounted for in the

previ ous neasure are not candidates for this
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nmeasure. This is death after discharge.

And the validation data that are
presented are generated from matched cl ai ns
data. Utimately these wwll be matched with
broader death records. So with the hopes of
maki ng them applicable to broader popul ations,
so a nodification of what | said before.

And | don't know if -- | think
that's pretty nuch all | need to say. Again
-- and they are intended for public reporting,
right, and have been, you know, the nodels
have been validated fairly extensively as
you'll see in your materials.

DR WNKLER: Fred, | just want to
clarify. You said so this does not include
the in-hospital deaths. Those patients are
renmoved fromthis neasure

DR MASSOQUDI : Correct.

DR, WNKLER: So, this neasure is
only for patients who are discharged alive
fromthe hospital and whatever else --

DR. MASSQUDI : Correct. Yes,
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that's right. Intended to be conplenentary to
each other and also to the previous neasure.

DR, TING Fred, | know ny
patients are sicker than yours.

So, this neasure is | think going
to be very simlar. M secondary discussant
Is George Philippides. And | think the next
nmeasure is, as Fred pointed out, is going to
be very simlar. So, the nethods are -- other
than the patient population. So we'l]l
pr obably have both go pretty quickly.

The description of this neasure is
30-day all-cause risk-standardi zed nortality
rate followng PCl for patients w thout STEM
and w thout shock. So these are the | ower-
risk patients.

The level is at the hospital. As
far as the evidence this is a health outcone
ri sk-adjusted with NCDR Cat hPCl cli ni cal
registry data and linked to the CV5 dat abase
for 30-day nortality.

There's certainly a processes of
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care that are associated with inproved
outcones. So, |looking at the evidence
algorithmit's actually a pass. |Is that
right? That means high evidence. |It's an
out come measur e.

Do we even vote on that? W do
vote? Ckay. But the algorithmsays it would
be a pass.

DR, CGEORGE: Any discussion? Al
right, we'll vote on the inportance.

M5. LUONG The timer starts now.
One is yes, two i s no.

DR WNKLER: This is a vote on
t he evidence for an outconme neasure.

M5. LUONG Can everyone just re-
vote there? Thank you. Eighteen for yes, one
for no.

DR TING The opportunity for
I nprovenent. The performance on this neasure
from 2010 and 2011 was 1 percent, 4.2 percent
wth a nean of 1.8 percent. So, it's 98.2

percent are surviving to 30 days but stil
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there is a gap of 1 percent to 4.2 percent.
So | think that's a noderate opportunity for
I nprovenent .

There are no evidence for
di sparities based on proportion of African-
American race or dual eligible patients.

M5. DELONG I'ma little confused
about these nortality rates. They seem
consistent with the overall nortality rates
for PCl. Are these exclusive of inpatient?

DR MASSOUDI : So, you nean
they're consistent with the in-hospital
nortality rates?

M5. DELONG  Pretty nuch. And
t hese are exclusive of --

DR MASSOQUDI: This is 30 days
though after hospitalization. Thirty days
after di scharge.

DR TING These patients survived

M5. DELONG Thirty days after

di schar ge.
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DR. MASSOUDI: Ri ght.

M5. DELONG And they're as big or
bi gger than the inpatient. These rates you
have here are excluding inpatient. They're
after a live discharge.

DR MASSOUDI: Correct. Yes,
right.

MS. SLATTERY: So, just by way of
rem nder again. This is where we would |ike
to enphasi ze the fact that these are al ways
intended to be reported as a pair of neasures.
But particularly when tal ki ng about post
di scharge. These are always intended to be a
pai r of neasures.

| don't know how when they got
| oaded into NQF's systemthey got nunbered in
t he sequencing order. So you are | ooking at
the parallel neasure that's got the | ower gap.
But it was designed to avoid drift into the
unknown. So patients suddenly not being
identified as a STEM or cardi ogeni c shock.

So just by way of rem nder.
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DR TING Lara, was there any

consi deration just having one neasure but just
stratifying them as people who are -- just

i ke we could report as one neasure and then
people who are lowrisk versus high-risk as
opposed to two separate measures?

M5. SLATTERY: Oh, yes. First go-
around, sure, that was -- oh yes. And so what
you have is two neasures. That was determ ned
as the best approach. Always intended to be
reported as a pair.

DR TING CGot it.

M5. DELONG So the description of
t he neasure says the nunerator is -- the
outcone for this neasure is all-cause death
wthin 30 days followng a PCl procedure. It
doesn't say follow ng discharge.

DR MASSOQUDI: Well, it nmay be 30
days following the PCl procedure but it does
not include patients who -- but it's patients
who are di scharged alive.

MS5. DELONG Yes, but --
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M5. SLATTERY: So, | think you're

correct that that's not as called out in the
description. But in the specifications of the
nmeasure it does specifically state that

pati ents nust be discharged wth status alive.

DR VIDOVICH  So, just help ne
understand. So you're essentially doing
| andmar k anal ysis, right? You're excluding
the patients who died in the hospitalization.
Then you restart the clock again.

s there a specific reason to
change the denom nator to reduce?

M5. SLATTERY: So these pair of
measures were devel oped after the in-hospital
measure had been devel oped. The in-hospital
nmeasure was being reported systenmatically
already. W are close to being able to start
to inplenent these systematically.

There are sone ot her
considerations. It is not trivial to get at
t he post-procedure conponent. And so they

were harnoni zed that way to pull it out and
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all ow them nore specificity in the post
procedure, knowi ng that the in-hospital
procedure was already being reported out.

There are al so again as you'l
note in here sone slight vari abl es,
particularly with STEM and cardi ogeni ¢ shock
that were nore significant in the post
procedure than what we were seeing in the in-
hospi tal .

M5. DELONG So, |'m so confused.
Is this 30 days post procedure or 30 days post
di scharge which could be 60 days post
procedure if sonebody were in the hospital 30
days.

M5. SLATTERY: It's 30 days post
procedure assum ng the patient was di scharged
with a status of alive.

DR MASSOUDI: So it's parallel to
what's used with the -- Joe, you can speak to
this. But it's what's used -- is a simlar
process for what's used with STS for their 30-

day post-bypass nortality. [If |I'mnot
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m st aken, Joe.

V5. DELONG But those differences

DR MASSOQUDI: It's discharge.

M5. DELONG -- are very snmall.
Post discharge to 30 days is usually very
small fromwhat | used to see in those
dat abases.

DR CLEVELAND: |'m not even sure
we stratify post discharge. | think we just
| ook at 30-day data.

DR MASSOUDI: So, |'mnot sure,
Dr. DelLong, what the issue is. Can you pl ease
-- | nmean, if the tinme fromprocedure to
di scharge is small |I'mnot sure what the --

M5. DELONG  When we | ooked at it
| believe it was in the STS data set. And we
| ooked at the difference between 30-day and
in-hospital. It was mnuscule. It was al nost
I ndi stingui shable fromin-hospital. So, what
I"'msaying is if you only | ook at that

I ncrenment you may not get nuch signal.
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DR MASSOUDI: If you |look at --

["msorry, which increnent is that?

M5. DELONG So, you've got a site
that has a 2.1 percent in-hospital nortality.
Their 30-day nortality m ght be 2.3. The
I ncrenent that you're looking at, 0.02, or 0.2
Is very, very small

DR. MASSOUDI : But the increnent

IS what you see in the data that are

present ed.

M5. DELONG That's --

DR. MASSOUDI: The data that are
presented exclude -- these are real data and

they exclude the patients who died in
hospital. That's the increnent.

M5. DELONG But they're al nost
the sanme nunbers as we saw in the in-hospita
nortality.

DR MASSOUDI: That nmay be the
case, but that is the increnental difference
between the two. They happen to be simlar

but that is the increnental difference between
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the two. They're not overl appi ng nunbers.

DR HOLLANDER: So, | want to
follow up on that. Because in effectively
every study ever published the event rates,
the beginning are like this and go down. And
so | know that's what the report says, but |
guesti on whether that's actually right.

Because | think Liz's take on it
I's probably right and consistent with every
post-PCl study that's ever been done. Your
events are early on and the further out you
get the less |ikely events are.

It seens to ne incredibly unusual
to have near-simlar event rates post
di scharge and in-hospital. And | just wonder
if it's --

DR MASSOUDI : Renenber, though,
that the time of ascertainnment differs as
well. So in-hospital tends to be a relatively
short tinme franme. R ght? And we're talking
about 30 days. So it may be a declining rate,

but it's over four or five tinmes the period of
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time of ascertainnent.

And again, early is sort of in the
eye of the beholder. |In that yes, event rates
may drop after the early period, but 30 days
Is relatively early in the context of an M.

MS. SLATTERY: \Wen they devel oped
the neasure initially for the |ast go-around
al so they actually looked at it all the way
out to 45 days. You're right, nost of the
event occurred probably nore around 21 days.
But they made the decision that it was
probably to go wth the 30-day cut point than
all the way out to 45 days.

DR. JAMES. |'mthe sole vote that
said no on this. And | know that right now
that particularly wwth CV5 the use of 30-day
all-cause nortality or readm ssion rates or
what ever is very popul ar

But a nunber of us have had
concerns about that it really should be a
measure of sonmething related to the procedure

or the disease entity.
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And | still have a problemwth
sonet hi ng. When you're getting to these snal
nunbers, these increnental nunbers of people
who are discharged fromthe hospital, that's
where the rate of being struck by an
autonobil e, struck by Iightning, or having
sonet hing conpletely unrelated starts to go up
as a percent age.

And so that's why |'ve got
concerns wiwth this one. And I'msorry, also
wth yours.

DR MASSOUDI: Yes, | think it's a
reasonable point. | nean, there are a couple
of issues to address there.

One of which is that it's a great
idea to think about well, let's just |ook at
procedurally related deaths. Put that in
front of a commttee of people and there's
absol utely zero agreenent on what constitutes
procedurally related or not. | nean, short of
an autonobil e accident. But even then, naybe

soneone had a syncope froma reinfarction
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And they drive their car into a tree and they
die. So there's obviously, you know, it's
sort of in the eye of the beholder in one.

And the other issue is that there
are statistically distinguishable differences
anongst sites. And so even though there's
noi se there there's reason to believe that
there is variability, meaningful variability
in nortality that is beyond the play of chance
when you | ook at these at a site |evel.

DR. JAMES: There's also
statistical argunents counter.

DR. MASSOUDI : Yes, of course. I

mean we can -- Yyes.
M5. M TCHELL: |'mgood. | was
going to beat a dead horse. | just wanted

clarification on the 30-day post procedure
versus 30-day post discharge. And the
clarification is that it's post discharge.

DR GEORGE: Any other discussion
before we vote on inportance and

opportunities?
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MS5. LUONG The timer starts now.

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

DR WNKLER: You're voting on
performance gap opportunity for inprovenent.

M5. LUONG W have eight for
hi gh, six for noderate, five for |low and two
for insufficient.

DR TING So, priority is next.
And so this cohort actually includes sone sick
patients, patients wth non-accel eration
myocardi al infarction, patients with left main
conpl ex three-vessel disease, heart failure.
The only people who are in 0536 that are
actually STEM and shock. So, it wouldn't --
["'mnot surprised there are sone deaths here.

As far as priority | nmean | think
we' ve tal ked about PCI multiple tinmes already.
This is a common procedure and nortality |
think is an outcone that patients care about.

DR GEORGE: Any discussion on

I nportance? Priority.
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M5. LUONG For high priority the

timer starts now One is for high, two is for
noderate, three is for low and four is for
I nsufficient.

We have 15 for high, 3 for
noderate, 2 for lowand 1 for insufficient.

DR TING So for scientific
acceptability we've tal ked about the nunerator
being -- this is an outcone neasure for all-
cause death within 30 days follow ng the PC
procedure in patients without STEM or shock.

At the tinme of the procedure the
denom nator includes all inpatients and
out patient hospital stays with a PCl procedure
for patients at |east 18 years of age.

| ncl udes out pati ent observational
stay, patients who have undergone PCl but have
chosen not to be admtted.

There are several denom nator
excl usions which all seem appropri ate based on
mul tiple procedures in the hospital, transfer

patients, or |owvolune sites. So, the -- and
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the cal cul ation of expected versus predicted
nortality, observed versus predicted nortality
Is really based on 18 clinical variables

wi thin the NCDR dat abase. So that seenms solid
interns of scientific validity.

DR GEORGE: Any discussion on
that? If not we'll nove onto reliability.

M5. LUONG Reliability. Sorry.

DR TING So reliability testing
was done both at the | evel of the perfornmance
measure score as well as the data el enents.

It was the test/retest you' ve
heard before. Each hospital had their data
sets randonmly selected into two data sets.
The intra-class correlation coefficient was
0. 256 which indicates fair or noderate
agreenent on reliability testing.

DR GEORGE: Any discussion on
reliability testing?

M5. DELONG Did you |look at the
correl ation between this and the previous

nmeasure? |s this not an appropriate tine to

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 319

tal k about this and the previous neasure?
Because it would be good to see how this one
fares and actually -- it should be fairly
consi stent.

M5. SLATTERY: So, when they
originally devel oped the neasure, yes, they
| ooked at correlation between the in-hospital
and this neasure being developed. | don't
know that we revisited it for purposes of this
measur e project.

M5. DELONG  So, who devel oped
this neasure actual ly?

M5. SLATTERY: So, it was
originally devel oped under contract with the
Centers for Medicare and Medi cai d Servi ces.
And then Yale Centers for Qutconme Research and
Eval uati on was the analytic center. And then
Anmerican Col | ege of Cardi ol ogy was al so a
partner on that.

When the neasures originally went
t hrough the endorsenent cycle CMS was |isted

as the neasure steward. ACC is now taking
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over neasure stewardship with this project.

And so we allowed Yal e access to
all data to be able to take a | ook at and
harnoni ze it with what was going on with the
I n-hospital neasures as well.

M5. DELONG  Because | just
recall ed that we worked on a simlar neasure
at DCRI .

M5. SLATTERY: At the tine that
measure actually was -- the in-hospital
measure that you just discussed was originally
devel oped by DCRI and as evidenced by it being
t he published papers com ng out the |ead
aut hors are from DCRI

But ACC is the steward and owner
of those neasures. So for purposes of
devel opnment of this pair that information was
provided to Yale.

DR JAMES. |I'msorry to be so
negative here. On page 38 the graphic there
| ooks |Ii ke a non-correlation. But am|

| ooking at this thing wong? | nean, |'mjust
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a country doctor.

(Laught er)

M5. ISIJOLA: We probably have
di fferent pagi nati on because we don't have
access to quite the sane docunentation that
you have. So if you could give us a little
nore of a | andmarKk.

DR TING | think, Tom that is
why it's fair to noderate. You know, the I CC
of, what is it, 0.256 shows. |It's not great,
perfect, strong. Fair to noderate.

DR MASSQUDI: | don't hunt
squirrels so | don't know.

(Laught er)

DR GEORGE: Any other discussion
onreliability? If not we'll nove to a vote
onreliability.

M5. LUONG The tinmer starts now
for reliability. And it's one for high, two
for noderate, three for |low and four for
I nsufficient.

Can everyone just point towards ne
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one nore tinme? There we go. Thank you. So,
4 voted high, 11 voted noderate and 6 voted
| ow.

DR TING So noving onto validity
testing. This was done at the |evel of the
data elenents only. Overall agreenent
statistic was a nedi an agreenent 92 percent at
the data el enent |evel.

| did have a question regarding
was the validity testing done for all the data
el ements, or just the 18 that were in the
nodel ? That wasn't clear to ne.

DR. MASSOUDI: Well, there's been
broader validity testing of NCDR el enents that
goes through various cycles. But | think the
validity testing that's addressed here is
pertinent to the variables that are included
I n the nodel.

DR TING So there are 18
vari ables. And the nedi an agreenent was
reported at 92 percent. And again, the

measure i s risk-adjusted using a hierarchical
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| ogi stic regression nodel with 16 risk
factors.

And the cal cul ated score is the
rati o of predicted deaths to nunber of
expected deaths nmultiplied by the national
nortality rate. So it's very nuch |ike the
AM or CHF RMSR

And let's see. The C statistic
which is the area under the receiver operating
curve was 0.807 for the validation sanple
whi ch i s considered acceptable. Anything
above C statistic, anything above 0.7 is
consi dered acceptable. So this was 0. 8.

DR GEORGE: Any discussion on
validity?

M5. DELONG  So, Fred and |
actually had -- Dr. Massoudi and | actually
had a conversati on awhil e back.

And it would really be hel pful |
think, Fred actually suggested this, that
there woul d be sone tenpl ates for devel opers

to use when they're reporting things |ike
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this.

And one of the things that would
be hel pful. Wen they report percent
agreenent it's not necessarily neani ngful.

For exanple, on a data elenent -- | nean, you
want to see data elenent-wse. But they could
nostly be nos. So your agreenent could be 80-
90 percent. But where they disagree they

al nost disagree entirely. So you really want
to see that 2 by 2 table of did they agree
entirely. The problemis you need repeat
measures for that.

DR MASSOUDI: Again that's sort
of a larger policy issue in terns of how the
NQF wants to provide direction to neasure
devel opers.

But | concur that a certain degree
of consistency around realistic standards that
coul d be achi eved and greater guidance, we're
all for it.

DR WNKLER. W're certainly open

to the conversation to nake things as
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standardi zed and as easily understood for
everyone as possi bl e.

DR GEORGE: Any other coments on
the validity? If not we'll nove to a vote.

M5. LUONG The tiner starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Ten voted high, nine for noderate
and two for |ow

DR, CGEORGE: Feasibility.

DR TING So for feasibility the
data source again is the NCDR Cat hPCl cli nical
registry which we've tal ked about for the
ot her performance neasures. For PCl the --
over 90 percent of hospitals that do PCl
participate in this registry so |l think it's
quite feasible, consistent wwth the other
nmeasures that we've already | ooked at,
endor sed.

DR GECRGE: Any comments on
feasibility?

DR. W NKLER: One comrent that
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al ways cones up and that's matching it to the
CM5 data. Is that atine lag in terns of
being able to calculate the neasure? What

| ogi stical issues do you encounter putting

t hose data together?

M5. SLATTERY: So, just as a
rem nder, when we go to inplenent it wll be
based on CDC data, not CMS data.

But yes, there are sone lag tine
I ssues, particularly in this instance because
we are |imted to going wth CDC dat a.

That's the only avenue currently
available to us. W are tracking regs to see
iIf we will be able to get access to Soci al
Security Admnistration vital status data
whi ch could be a significant gane-changer in
terns of tineliness of being able to report
this out as well as frequency of being able to
report this back to our sites.

When we initially put this neasure
forward and expressed the desire to be able to

report it on all patients we did have access
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to Social Security Adm nistration naster death
file. During that tine there have been sone
changes but there are new regul ati ons bei ng

i ntroduced to potentially create the
opportunity that we could get access to that
dat a.

So right now we're dealing with
CDC data and there is a tine |lag there as
well. W just sent off our data files for
2011 and 2012 so those will be able to be
mat ched.

One of the other challenges. W
had one tinme previously gone through the CDC
process for applying. And it was for a
different registry.

This is our first tinme sending off
PCl data for the match. W are hoping that we
don't encounter sone of the sane questions.
Because we do find that different reviewers at
CDC cone back with different questions. So,
there are chal |l enges.

DR, CGEORGE: Any other comrents on
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feasibility? If not we'll go to a vote.

M5. LUONG The timer starts now
for feasibility. One is for high, two is for
noderate, three is for low and four is for
I nsufficient.

Twel ve voted for high, eight for
noderate and one for | ow

DR GEORGE: Vvalidity.

DR TING Use and usability. |
don't want to go back to validity. So,
usability and use.

This nmeasure as | understand is
currently not in use. But as far as
hi storical trends or secular trends, from 2006
to 2008 the 30-day nortality rate was 1.4
percent as a nedian. Nowit's from 2010 to
2011 that has increased to 1.8 percent. So,
there woul d be sone use to conti nuing
followi ng those trends and seeing if we can
I nprove.

DR GECRGE: Any comments on

usability? |If not we'll vote on usability.
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MS5. LUONG The timer starts now.

One is for high, two is for noderate, three is
for low and four is for insufficient
I nformati on.

Can everyone just do it one nore
time? Thank you. N ne for high, ten for
noderate, one for | ow and one for insufficient
I nformation.

DR, CGEORGE: Al right. Any final
coments before we vote on the overall?

DR TING WIIl we tal k about
conpeting neasures? O that's after this
vote? Thank you.

DR, CGEORGE: Al right, we'll go
to an up or down vote.

M5. LUONG The timer starts now.
One is for yes and two is for no.

Sevent een voted yes and four for
no.

DR. TING Terrific. The |ast
comment | had was about conpeting neasures.

There are four other neasures that | ook at 30-
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day all-cause nortality. So that's for heart
failure, acute nyocardial infarction, COPD and
pneunonia. So if any of those patients happen
to get a PCl they would be in both sort of
measur es.

DR KOTTKE: You get to vote
tw ce. 0536, 30-day all-cause risk-
standardi zed nortality rate follow ng PCl for
patients with STEM or cardi ogenic shock.

DR MASSOQUDI: Right, so this is
sort of the teammte of the other neasure.
And | wll say that probably the |argest
difference is the higher event rates in this
popul ati on not surprisingly because it's STEM
and shock.

Just a small footnote. | have to
catch a flight and will have to | eave at 6: 15.
So |''m obviously not enpowered to put anyone
on the clock but I wll have to | eave at 6:15
which is fine. You have able representation
here. But if | depart that's why. Thank you.

Hopefully it won't be necessary.
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DR. CLEVELAND: M nicknane is Ted

Cruz so I'Il filibuster Fred for the next 23
hours.

(Laught er)

DR CLEVELAND: Kidding. | thank
Henry for taking a | ot of the headway on this
because this really is -- |I'll be brief.
Again, this is 30-day all-cause risk-
standardi zed nortality followng PCl. Really
the difference between the previous neasure is
just these are sick patients, they truly are.
So | think we can use the word "death" because
it involves STEM and cardi ogeni ¢ shock.

Data source. Again, the NCDR,
CathPCl. And again, the evidence or to skip
ahead quickly to that. [It's an outcone
measure. There are data provided by the
nmeasur e devel oper associ ating increased
survival wth the use of periprocedural
cl opi dogrel, GP2B3 inhibitors. Participation
continues quality inprovenent. So | found the

evidence to basically neet the criteria to say
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yes.

DR KOITKE: Kristi?

M5. MTCHELL: | have nothing to
add.

M5. DELONG  Does the evidence
speak to post discharge, or is it just 30 days
post procedure?

DR CLEVELAND: | guess the
evidence i s 30 days post procedure.

M5. DELONG Wthin 30 days.

DR CLEVELAND: Yes. Fred, do you
want to anplify on that?

DR MASSOUDI: Right. You nean in
terns of the evidence-based therapies? Yes,
correct, as Dr. O evel and says.

DR JAMES. In this case ny
objections are attenuated significantly
because this is a group where the popul ation
at risk is much sicker, is nore likely to have
a cardiac event. So I'mgoing to reverse
everything that | said on the prior one. |

still believe in what | said before.
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DR KOITKE: Any further

di scussion? So, vote on the evidence.

M5. LUONG The timer starts now.
One is yes, two is no.

Ni net een voted yes and one voted
no.

DR, KOTTKE: kay. Opportunity
for i1nprovenent.

DR. CLEVELAND: So again, this --
as Tom poi nted out, the spread here is quite
high. The nean nortality inthis is 12.6
percent, range 10.8 to 14.4. These are
obviously 10 tines what we saw in the two
prior neasures. So | think that there is a
significant chance for inprovenent in those
types of nunbers.

DR. KOTTKE: Nothing? Any
di scussion? kay, let's vote.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Si xteen voted for high, four for
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noderate and one for | ow

DR. KOTTKE: Priority.

DR. CLEVELAND: Again, we can
di scuss what we said earlier. Coronary
di sease, PCl, STEM and cardi ogeni ¢ shock.
|'d argue those are conpelling priorities.
Deat h.

(Laught er)

DR KOITKE: Well, anybody vote
| ow priority or want to change their vote?
Sorry. Okay, we'll just roll the vote over
fromthe | ast one.

M5. LUONG The timer starts now.
One is high, two is noderate, three is | ow and
four is insufficient.

Sevent een voted high and four for
noder at e.

DR KOITKE: Acceptability.

DR CLEVELAND: So in regards to
the acceptability the nunerator statenent
again, all-cause death within 30 days

followng PCl. That's what's stated here in
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the nmeasure devel opnent. Wen patient with
STEM or cardi ogenic shock at the tine of the
PCl .

There are sone exclusions in the
denom nator. The denom nators are exactly as
what we saw in the |ast neasure. The
exclusions are PCl that follows a prior PCl in
the sanme adm ssion. That seens reasonabl e.

Patients with inconsistent or
unknown vital status or other unreliable data.
For exanpl e, soneone who has a date of death
preceding the PCI. Subsequent PCls within 30
days to avoi d double counting. And lastly,
PCls in patients with nore than 10 days
bet ween the date of adm ssion and the date of
the PCl.

The argunent was nmade that this is
a rare, fairly heterogenous unusual situation,
not well characterized. And | think | can
accept that. So I think the exclusions are
reasonabl e.

Again, the data source is the NCDR
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linkage to this PCl registry with Medicare

dat a.

| guess, we touched it on a little
bit but | wouldn't underestimte the
chall enges in that |inkage as we've al ready
raised in discussion. So | really have no
I ssues or concerns with the reliability.

| guess we can nove onto
reliability testing. So this was tested for
reliability, both at the data el enent | evel
and the nmeasure score |evel.

Again, the reliability was
actually -- the ICC for this was actually
fairly low too, 0.122, slight agreenent. So,
when | followit all the way, being a surgeon
| can follow algorithns pretty well, | think
what | arrived at was box 6B of the al gorithm
2 which gives us a noderate reliability score.

DR, KOTTKE: Comments? Kristi,
anything? No other notions? Vote.

M5. LUONG The timer starts now.

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

Three voted high, seventeen for
noderate and one for | ow

DR KOITKE: Validity.

DR CLEVELAND: In regards to
validity, validity was tested at the data
el ement level only. Again, data el enent
validity so wwth the CathPCl as we've seen
previously is fairly robust. Hospitals are
audi ted, cases reviewed, the nethodology is
appropriate for that.

The only agreenent statistic that
was reported was a nedi an agreenent.
Qoviously there's no sensitivity or
specificity around that.

However, in terns of potentia
threats this neasure is risk-adjusted. It has
a hierarchical logistic regression nodel with
13 risk factors. The C statistic for that was
0.83 with a validation sanple which is quite
accept abl e.

There were a total of about 3, 000
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excl usions of the 40,000 patients or 48, 000

patients | ooked at in cal endar year 2010 to
2011 data set. Again, the exclusion criteria
seened appropri ate.

So, | think that regarding
validity -- oh, mssing data. Less than 1
percent of the values are mssing. And
simlar to the | ast discussion these val ues
were inputed in a reasonable way. So validity
| would rate as noderate as well.

DR. KOTTKE: Kristi, anything?
Not hi ng. Any other? Seeing no action, let's
vot e.

M5. LUONG The tinmer starts now.
One is for high, two is for noderate, three is
for low and four is for insufficient.

Seven voted high, thirteen for
noderate and one for | ow

DR KOITKE: Feasibility.

DR CLEVELAND. Feasibility.
Simlar to the |ast discussion the data

sources are registry elenments with the Cat hPCl
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and admnistrative data. | think we simlarly
di scussed sone of the challenges for that. |
think it is feasible.

DR KOITKE: Kristi? Anybody
el se? Nobody? Let's vote.

M5. LUONG The timer starts now.
One for high, two for noderate, three for |ow
and four for insufficient.

Can everyone just -- just keep
pushi ng. Thank you. Ten for high and el even
for noderate.

DR KOITKE: Usability and use.

DR CLEVELAND: In regards to
usability this neasure was originally NQF-
endorsed i n August of 2009. It is not
currently in use. It is not publicly reported
but there are plans for a phased
I npl ementation of public reporting. | think
this is part of a rollout of kind of overall
PCl nortality in the public reporting sphere.

One interesting note in terns of

I nprovenent. There's -- just as we saw with

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 340
the | ast data set when you | ooked at the 2006-

2008 data set the nean risk-standardi zed
nortality rate was 11 percent. That has

I ncreased to 12.6 percent in the 2010-2011
data set. So I think it does bear keeping an
eye on the signal too as well.

Again, reasons for that a | ot of
things in terns of case mx, new addition to
hospitals, et cetera, et cetera.

| suppose uni ntended consequences.
This m ght be the one patient popul ation that
hi gh-risk PCl patients would not receive PCl.
It's always hard to know how peopl e behave in
a risk-averse type of thing wwth this. But |
think the possibility does exist. | think we
just need to be cogni zant of that.

DR. KOTTKE: Kristi, anything?
Nada? Any other comments? Let's vote on
usability and use.

M5. LUONG The timer starts now.
One is for high, two is for noderate, three is

for low and four is for insufficient
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I nformation.

Ten for high and el even for
noder at e.

DR KOITKE: Let's vote on
overal l.

M5. LUONG The tiner starts now.
One is for yes and two is for no.

For overall NQF endorsenent 19
said yes and 2 said no.

DR, KOTTKE: So we're two m nutes
ahead of schedul e.

(Laught er)

DR W NKLER: The point you raised
about intending to pair these neasures.
Actual ly, NQF can pair themin our system
And you coul d have chosen that when you
submtted them but you didn't. But that's
okay, we can retroactively do that. |If the
commttee agrees that these are neasures that
shoul d be paired.

And what pairing inplies is that

you do both of them You don't do one or the
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ot her or pick or do whatever you feel Iike.
It's really the two together is a single
entity. And in fact, we'll vote themthat
way. We'll put themout for vote. So they
rise and fall together. They travel together.
You report themtogether. And that's what
pairing inplies. And so it sounds like that's
what the devel opers want. Does the committee
agree that that's the way you would want to
see these go forward?

| see --

DR KOITKE: Anybody di sagree?

DR W NKLER: Tom di sagr ees.
Reason?

DR. JAMES: The reason is if the
|atter is a stronger neasure and | think that
It beconmes weaker because of the statistical
I ssues that |'m concerned about with the
former one that would drag this one down.

DR WNKLER: |s Tomthe outlier?
Does everybody el se agree they shoul d be

pai red? Anynore or Tom's our one outlier?
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That's fine. That's fine. Gkay, then we can
put it forward that way.

DR KOITKE: W have a public
conmment peri od.

DR, WNKLER: Yes, we do want to
do public comment.

Ms. TIGHE: Cathy, if you could
check and see if anyone on the line wants to
provide a comrent. And anyone in the room

OPERATOR:  Ckay, if you would |ike
to nmake a comment pl ease press * then the
nunmber 1. There are no public coments from
t he phone |ine.

M5. TIGHE: Thank you.

DR WNKLER: So, we wll
reconvene tonorrow norning to begin at 8
o' clock. We wll have a continental breakfast
avail able at 7:30. So we will be here and see
you all tonorrow. Have a great evening.
Thanks so nmuch for your work today.

(Wher eupon, the foregoing matter

went off the record at 5:59 p.m)
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Project Standing Committee Meeting

Before: National Quality Forum

Date: (04-21-2014

Place: washington, D.C.

was duly recorded and accurately transcribed under
my direction; further, that said transcript is a

true and accurate record of the proceedings.
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